NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), LLIOAO AKUX BYJIN BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATBLCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Dopatok 3

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 17 nrotoro 2022 poky Ne 318

Ne Haszea ®Popma sunycky 3asisHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. L-TUPOKCUH Tabnetkn no 125 BEPIIH-XEMI Himeuunna BEPJIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/8133/01/04
125 BEPJIH- MKr, no 25 TabneTtok Al HimeyunHa - 3MiHuM Wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. |peuernmom
XEMI y 6nictepi; no 1 abo (BMpOGHMLTBO "in BBegeHHs abo 3MiHM [0 y3aranbHeHVUX AaHnX Npo
2, abo 4 6nictepu B bulk" Ta koHTpONBL cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
KapTOHHI kopoOui cepifi; NaKyBaHHS, OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
KOHTPOSb Ta BMMYCK ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNnCHEHHS
cepin) apmakoHarnsay; KOHTaKTHOIi ocobu 3 bapmakoHarnsgy
3asiBHUKA ANA 34iNCHEHHs dhapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHa Bif yNnoBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
mMacTtep-darina cuctemmn hapmakoHarnagy) - amiHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnsag B YkpaiHi. [ponoHoBaHa pepakuis: Kyvep
MapuHa BacuniBHa. 3MiHa KOHTAKTHUX JAHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoiI 3a 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi
2. L-TUPOKCWUH Tabnetkn no 150 BEPNIH-XEMI HimeuunHa BEPIH-XEMI AT, HimeuumHa BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/8133/01/05
150 BEPJIH- MKr, Nno 25 TabneTok Al HimeyunHa - 3MiHuM Wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsaay. |peuernmom
XEMI y 6nicTepi; no 1 abo (BMpOOHMLTBO "in BBeneHHs abo 3MiHM 00 y3aranbHEeHUX AaHWX Npo

2, abo 4 6nictepu B
KapTOHHiI kopobLyi

bulk" Ta kOHTpOnb
Cepil; NakyBaHHs,
KOHTPOSb Ta BUNYCK
cepin)

cucTeMy chapMakoHarnsay (BBeAeHHS y3ararnbHeHUX
AaHuX Npo cuctemy cbapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsiy; KOHTakTHoi ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34iCHEHHs dhapmakoHarnsay B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
macTtep-darina cuctemmn apmakoHarnagy) - amiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnsag B YkpaiHi. [ponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa KOHTaKTHUX JAHUX KOHTaKTHOT
0cobu 3aABHMKA, BiANOBiAanbHOI 3a 30iNCHEHHS




2 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnsay B YkpaiHi
3. L-TUPOKCUH Tabnetku no 50 Mkr, BEPJIIH-XEMI HimeyunHa BEPJIIH-XEMI ATl', HimeuyunHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis:aMiHn | Tuny 3a UA/8133/01/02
50 BEPJIH- no 25 tTabnetok y Al Himeyuunna - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuenmom
XEMI 6nictepi; no 1 abo 2, (BMPOBHMUTBO "in BBeneHHs abo 3miHM A0 y3aranbHeHVX 4aHuxX npo
abo 4 bnictepu B bulk" Ta kOHTpOnb cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHNX
KapTOHHIl kopobui cepivi; NakyBaHHS, AaHuX Npo cuctemMy apmMakoHarnsgy, smiHa
KOHTPOIb Ta BUMYCK yNoBHOBaXeHOI 0cobu, BiAnoBiaansHoi 3a 34iNCHEHHS
cepin) dapmakoHarnsay; KOHTaKkTHoi ocobu 3 dhapmakoHarnsay
3asiBHUKA ANA 34iicHeHHs dhapmakoHarnsay B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big ynoBHOBaXeHoi ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKIMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
macTtep-darina cuctemmn apmakoHarnagy) - 3miHa
KOHTaKTHOI 0cObM 3asiBHUKA, BiANOBiAanbHOI 3a
capmakoHarnag B YkpaiHi. [lponoHoBaHa pegakuis: Kyvep
MapwuHa BacuniBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANoBiganbHOI 3a 34iNCHEHHSA
bapmakoHarnagy B YkpaiHi
4. L-TUPOKCUH Tabnetkvn no 75 mkr, | BEPJIIH-XEMI Himeuunna BEPJIIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/8133/01/03
75 BEPJIH- no 25 tabnetok y Al Himeyuunna - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuenmom
XEMI 6nictepi; no 1 abo 2, (BMpOOHMLTBO "in BeeneHHs abo 3MiHM [0 y3aranbHeHWX AaHnX Npo
abo 4 bnictepu B bulk" Ta koHTPONb cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
KapTOHHiI kopobui cepini; NakyBaHHs, OaHuX Npo cucteMy chapMakoHarnsgy, amiHa
KOHTPOSb Ta BUMYCK ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
cepin) apmakoHarnsay; KOHTaKTHOi ocobu 3 bapmakoHarnsgy
3asBHVKa ANS 34iNCHeHHs dapmakoHarnagy B YKpaiHi,
SIKLLIO BOHA BigMiHHA BiJ yNOBHOBaXeHoI ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
mMacTtep-darina cuctemmn hapmakoHarnagy) - amiHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
cbapmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis: Kyvep
MapuHa BacuniBHa. 3MiHa KOHTAKTHUX JA@HUX KOHTaKTHOI
ocobu 3asBHMKA, BigNoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi
5. ABIKCA TabneTku, BKPUTI JlyHn6ek Nanis Mepy ®apma M'M6X i | HimeuyunHa/ | BHeceHHs 3MiH 40 peecTpauiiH1x maTtepianis:aminu | Tuny 3a UA/4760/01/01
NniBKOBOKO Ekcnopt A/C Ko. KlaA, OaHia - 3MiHM B YacCTOTi MOAAHHS PEryNspHO OHOBIOBAHOrO 3BIiTy | peyenmom
obonoHkoto, no 10 Himeuyunna 3 6e3neku 3 1-ro poky Ha 5-Tb pokiB BHECEHI BignoBiaHO 40

Mr no 14 TabneTtok y
Gnictepi; no 2
Gnictepn y
KapTOHHiI kopobui

(nepBuHHE Ta
BTPWHHE NaKyBaHHS,
KOHTPOIb SKOCTi);
PotteHgopd ®apma
'M6X, HimeyuunHa
(BUpOBHMLTBO
Hepo3adacoBaHOro

nepiogu4HOCTi NoAaHHSA PerynspHoO OHOBMOBaHMX 3BITiB 3
6e3nekun nikapcbkux 3acobis y €sponericbkomy Cotosi Ta
pekoMeHA0BaHO [0 3aTBEPMKEHHS




[TponoBxeHHs nogaTka 3

GnicTepi, no 3
Gnictepn y
KapTOHHIN navui

BBeaeHHs abo 3mMiHM A0 y3aranbHeHVX 4aHuX npo
cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AaHUX Npo cuctemy apmMakoHarnsgy, amiHa
ynoBHOBaXeHOoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay; KOHTaKTHOi ocobu 3 hapmakoHarnsagy
3asBHVKa ANg 34iNCHeHHa dapmakoHarnagy B YKpaiHi,

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoaykry); X.
Jlyno6ek A/C, OaHis
(nepBuHHE Ta
BTOPUHHE
nakyBaHHsi, 4O3BIn
Ha BUMNYCK cepilt)
6. ABIPATEPOH- Tabnetku no 250 wmr, TOB YkpaiHa KsiHTa-AHaniTika Yecbka BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/18043/01/01
BICTA no 120 tabneTtok y "dapmaueBTn C.p.o., Yecbka Pecny6nika/ - 3MiHM 3 siKoCTi. [0TOBMIA Nikapcbkuin 3aci6. KoHTponb peuenmom
nNnacTuKoBoOMy YHa KOMnNaHis Pecnybnika Icnania roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
KOHTeWHepi no 1 Bicta" (KOHTpOrb SAKOCTI cneuudikauiv Ta/abo 4ONYCTUMMX MEX rOTOBOrO
nnacTMKoBoMy (diznKko-ximivHMR)); nikapcbKoro 3acoby - AONOBHEHHSI HOBUMYW NapameTpamu
KOHTeNHepy B CiHTOH XicnaHis, Ans nokasHuka «Jomiwwkmy» y Cneuudikauii rotoBoro
KapTOHHIN kopobLi C.N., Icnanisa nikapcbKkoro 3acoby, 0bymoBneHe NpMBeAeHHAM y
(BMPOGHMLTBO, BiANOBIQHICTb OO Ail0UNX OpUriHaNbHUX MaTtepianis
nepBuHHE, BTOPUHHE BUpoGHMKa 13
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUNYCK cepii)
7. ASUMEO® TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCTpaLiiHMX MaTepianiB:TeEXHIYHY 3a UA/7234/02/01
NniBKOBOKO "Knismegnpen "KvuiBmegnpenapat" NOMUIKY BUMMPaBEeHO B TEKCTi MapKyBaHHSA Ha BTOPUHHIA | peuyenmom
o6onoHkoto, no 500 apat” ynakoBLi nikapcbkoro 3acoby. 3anponoHoBaHo: 13.
mr; no 3 abo 10 HanmeHoBaHue 1 MecTononoxeHme NPoM3BOAUTENS U
TabneTok y bnictepi; apec ero MecTa OCyLLEeCTBIeHNs] AeATENbHOCTN 1 NpK
no 1 6nictepy y HeobX0ANUMOCTU HaUMEHOBaHNE U MECTOHaxXoXaeHue
nauui 3 KapToHy 3aaBuUTENA Unu npeacrasutens 3assutens: MNMAT
«KviBmegnpenapaTy», YkpaiHa, 01032, m. Kuis, Byn.
CakcaraHcbkoro, 139 MAO «KueBmegnpenaparty,
YkpauHa, 01032, r. Knes, yn. CakcaraHckoro, 139
8. AKKOPOWH PO34MH ANs iH'eKLin, MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/17492/01/01
100 mr/mn no 5 mn B akuioHepHe akuioHepHe - 3MiHK 3 siKOCTi. [O0TOBMI Nikapcbkuin 3aci6. 3MiHK y peuenmom
amnyni, no 5 amnyn TOBapuCTBo TOBapuCTBo BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMoYakym gianasoH
y 6nicTepi, no 1 "Jlekxim- "ekxim-Xapkis" po3mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHst
6nicTepy B nauyui; no Xapkis" 0o 10 pasiB NopiBHSIHO i3 3aTBEPAXXEHUM PO3MIPOM)
5 mn B amnyni, no 5 (b.11.6.4. (a) IB)
amnyn y 6nictepi, no BBeJEeHHS [0OaTKOBOro po3mipy cepii roToBoro
2 6nictepu B navuj; nikapcbkoro 3acoby; 3anponoHosaHo: 50 000 wT. amnyn;
no 5 mn B amnyni, 65 000 wT. amnyn; 130 000 wr. amnyn
no 100 amnyn y
navuj
9. AITMAKOP Tabnetku no 10 wr, AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/18534/01/02
no 10 Tabnetok y M CA - 3MiHM Wopo 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnsay. |peuenmom




[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXKeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHi
macTtep-carina cuctemmn apmakoHarnagy) - amiHa
KOHTaKTHOi 0cobu 3asiBHWKa, BiANoBiAanbHoOi 3a
capmakoHarnsg B YkpaiHi. [ponoHoBaHa pegakuis:
Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOi 0cobu 3asiBHWKa, BiANOBiAanbHoOi 3a
30iNCHEHHS dhapmakoHarnsgy B YKpaiHi
10. | ANTITYM PO3YMH ANS iH EKUIN, MpuBatHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/18709/01/01
100 mr/mn, no 5 mn akuioHepHe akuioHepHe - 3MiHM 3 gKocTi. [oTOoBMI Nikapcbkui 3acib. 3miHn y peuenmom
B amnyni, no 5 TOBapUCTBO TOBapUCTBO BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum dianasoH
amnyn y 6nictepi, no "ekxim- "NekxiMm-XapkiB" po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHs
2 6nictepu B navui Xapkis" A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) -
BBeJEHHS 404aTKOBOro po3mipy cepii roToBoro
nikapcbkoro 3acoby; 3anponoHoBaHo: 50 000 wT. amnyrm;
65 000 wt. amnyn; 130 000 wT. amnyn
11. | AJIbUMEPAT PO34MH oOparnbHUN, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17979/01/01
600 mr/7 mn, no 7 "TexHonor" - 3MiHM 3 SKOCTi. [0TOBMI Nikapcbkvi 3acib. 3MiHN y peuernmom
M PO3YUHY Y BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum dianasoH
dnakoHi, no 10 po3Mmipy cepii) roToBOro nikapcbkoro 3acofy (36inbLeHHst
dnakoHiB y kopobui A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) -
3 KapTOHY BBEAEHHSAM J0A4aTKOBOrO PO3Mipy cepii FOTOBOro
nikapcbkoro 3acoby; 3anponoHoBaHo: 179,40 kr (175,0 n)
(B8ig 170,40 kr po 179,40 «r) (Big 2 310 go 2 530
ynakoBok); 486,81 kr (475,0 n) (Big 469,00 kr no 520,20 «r)
(Big 6 500 po 7 210 ynakoBoK)
12. | AMBPOKCON Tabnetku no 30 wr; ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MmaTtepianis: 3MiHa bes UA/0438/01/01
no 10 Tabnetok y obmexeHoto BMPOOHMLTBA, 3asBHUKa (BNacHUKa peecTpaLiiHoro noceig4eHHs) (3rigHo | peuenma
GnicTepi; no 2 BignosiganeHi KOHTPOrb SIKOCTI, Haka3y MOS3 Big 23.07.2015 Ne 460) TepMiH BBeEHHS
6nictepn y nayuj 3 CTIo BUNYCK cepii: 3MiH MPOTAroM 6 MiCALIB MiCNS 3aTBEPAXEHHS; 3MiHM |
KapTOHY "®apmaueBTn TosapucTBo 3 Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
YHa KOMNaHist obmexeHoto dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHUX
"3popos's" BiAMOBIAANBLHICTIO AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs

"[locnigHuin 3aBog
"rHUnc,
YkpaiHa;

BCi cTaail
BUPOGHMLTBA,
KOHTPOSb SIKOCTI,
BUMYCK cepii:
TosapucTBo 3
0ob6MmexeHo
BiANoBiganbHICTIO
"®APMEKC I'Pynmn"
YkpaiHa;

y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iCHEHHS
hapmakoHarnsiay (BkoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-garna cucTteMm
dapmakoHarnsay) - 3MiHa ynoBHOBaXeHOi 0cobu
3asBHuMKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
pepakuis: MnakciHa OneHa BonognmupisHa.
[MponoHoBaHa pepakuisi: LLleByeHko OneHa IropiBHa. 3miHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BCi cTagii KOHTaKTHMX JaHNUX YNOBHOBaXXeHOI 0cObU 3asiBHUKA,
BUPOGHMLTBA, Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
KOHTPOIb AKOCTI,
BMNYCK cepii:
ToBapucTso 3
obmexeHoto
BignoBiganbHICTO
"®apmaueBTNYHa
KOMnaHis
"3poopos'sa”,
YkpaiHa
13. | AMBPOKCOnN cupon, 15 mr/5 mn TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3MiHu | bes UA/1587/01/01
no 100 mny "TepHodbapm" TMny - 3MiHK 3 gKoCTi. [0TOBMI NiKapcbkuin 3acib. peuenma
dnakoHi abo H6aHLj; CT1abinbHicTb. 3MiHa y TepMiHax npugaTHoCTi abo ymoBax
no 1 dnakoHy a6o 1 36epiraHHsi FOTOBOrO NikapCcbKoro 3acoby (36inbLeHHs
BaHLUi 3 NOXKOI TepMiHy NpuaaTHOCTI FOTOBOIO Nikapcbkoro 3acoby) - Ans
MipHOIO B Mayui 3 TOProBOi YNakoBkM (MiATBEPOKYETbCA AAHUMWN peanbHOro
KapTOHY Yacy) 36inbLlUeHHss TepMiHY NPUAATHOCTI FOTOBOrO
nikapcbKkoro 3acoby 3 2 pokiB 40 3 POKiB NPOBOAUNTLCH Ha
OCHOBi OTPMMaHNX NO3UTUBHUX Pe3yrnbTaTiB AOCHIIKEHHS
[OBroCTpOKOBOI CTabinbHOCTI npenapaTy. 3MiHM BHECeHi B
po3ain "TepmiH npuaaTHOCTI" B IHCTPYKLIiO AN MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby.
14. | AMIOAPOH Tabnetku no 200 wmr; AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/4514/01/01
no 10 TabneTok y "KNIBCbKUIN BITAMIHHAW - NoflaHHs! HOBOrO cepTudikaTa BignoBiAHOCTI peuenmom
6nicTepi; no 3 BITAMIHHAN 3ABO[T" €sponericbkint hapmakonei Ne R1-CEP 2003-216-Rev 08
Gnictepu y nayui 3 3ABO" AN Ailoyoi peyoBnHU amiogapoHy rigpoxnopuay Big
KapTOHY HoBoro BupobHuka GLENMARK LIFE SCIENCES
LIMITED., Ingis
15. | AMIOKOPOWH Tabnetkn no 200 mr KPKA, o.4., CnoBeHis KPKA, o.a., Hoso CnoBeHis BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/10291/01/01
® no 10 tabnetok y HoBo mecto mecTo, CrnoBeHis - BHeceHHs1 3amiH go MKA 13, a came: nepeknag MKA 3 peuenmom
6nicTepi; no 3 abo 6 (BMpPOBHMLTBO "in POCINCbKOI Ha YKpaiHCbKy MOBY. BBeAeHHS 3MiH NpoTsrom
GnicTepiB y bulk", nepsuHHe Ta 6-TW MicauiB Nicna 3aTBePAXKEHHS; 3MiHM | Tuny -
KapTOHHIN kopobLyi BTOPUHHE BHECEHHS HE3HAYHNX 3MiH A0 MeTOoAY PO3UYMHEHHS
nakyBaHHs, amiofapoHy rigpoxnopuay, a came- BUNPaBneHHs
KOHTPOMb Ta BUNYCK HeTOYHOCTEN (OpYyKapCbKUX NOMUINOK) Ta AOAABaHHS
cepii; KOHTponb cepil OesKuX NpUMIToK (BinbLu AeTanbHWI ONyc NPoBeAeHHS
(dpi3nyHi Ta XimivHi npouenypu, y BUNaaky BUKOPUCTAHHS iHLWIMX GinbTpiB).
MeToaM KOHTPOIH)) BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS
16. | AMITPUOTUNI TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHa 3a UA/4872/01/01
H o6onoHkot, no 25 obmexeHo BUPOGHMLTBA, 3asBHUKa (BNacHWKa peecTpauiiHoro noceigveHHs) (3rigHo | peyenmom
Mr; no 25 TabneTtok BignoBiganbHi KOHTPOIb SIKOCTI, Haka3y MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
y 6aHkax abo CTIo BUMYCK cepii: NpOTHArom 6-Tu MicsLiB Nicns 3aTBEPOXKEHHS; 3MiHu | Tuny -
KOHTerHepax; no 10 "®apmaueBTn TosapucTBo 3 3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Tabnetok y YHa KOMMaHis 0OMeXeHOoH BBegeHHs abo 3MiHM 00 y3aranbHEHWUX AaHWX Npo
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Gnictepi; no 1
Gnictepy y
KapTOHHIN nayui

BBeneHHs abo 3MiHM 00 y3aranbHEeHUX AaHWX Npo
cucTeMy chapMakoHarnsiay (BBeAEHHS y3ararnbHEeHUX
AaHuX Npo cuctemy cbapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOI 0CO0M, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34iCHEHHs dbapmakoHarnsaay B YkpaiHi,
AKLLIO BOHA BiAMiHHA BiJ yNOBHOBaXeHoI ocobw,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLiEHHI
mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
cbapmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis:
Kunpunisa ManuHa eopriiBHa. 3MiHa KOHTaKTHUX AaHWX

6
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepax; no 10 "3popos's" BiAMOBIAANBHICTIO cuctemy chbapmakoHarnsay (BBeAeHHS y3aranbHeHNX
TabneTok y bnictepi, "®apmaueBTniHa AaHuX Npo cuctemy chapmakoHarnsgy, aMmiHa
no 5 Gnictepis B KOMNaHis ynoBHOBaxeHoI ocobu, BignoBiaanbHoI 3a 3AiNCHEHHS
KopobLi "3popos'a", hapmMakoHarnsagy; KOHTakTHoi ocobu 3 chapmakoHarnsay
YkpaiHa; 3as1BHMKa ANs 34iNCHeHH dhapmakoHarnsagy B YkpaiHi,
BCi cTaaii SIKLLIO BOHA BigMiHHa BiJ yNoBHOBaXeHoI ocobw,
BUPOGHMLTBA, BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsgy
KOHTPOIb SKOCTI, (BKNOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
BUNYCK cepii: macTep-darina cuctemu capmakoHarnagy) - 3miHa
ToBapucTso 3 ynoBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
obmexeHoto dapmakoHarnsa. Hitoya pepakuis: MNnakciHa OneHa
BiANOBIgaNbHICTIO BonogumupisHa. MNponoHoBaHa peaakuis: LLesyeHko
"[ocnigHuii 3aBog OneHa IropiBHa. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI
"THUJIC", ocobu 3asBHMKaA, BiANOBIganbHOI 3a 34iINCHEHHS
YkpaiHa hapmakoHarnagy
17. | AMOKCuhuumni kancynu no 250 mr AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/18798/01/01
H no 10 kancyny M CA - 3MiHuM Wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. |peuernmom
Gnictepi; no 2 BeeaeHHs abo 3MiHM [0 y3aranbHeHWX AaHnX Npo
Gnictepn y cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
KapTOHHIN navui OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
apmakoHarnsay; KOHTaKTHOI 0cobu 3 bapmakoHarnsgy
3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHa BiJ yNOBHOBaXeHoI ocobu,
BignoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
mMacTtep-darina cuctemmn hapmakoHarnsgy) - amiHa
KOHTaKTHOT 0cobu 3asiBHUKA, BianosigansHoi 3a
capmakoHarnsg B YkpaiHi. [lponoHoBaHa pefakuis:
Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
3AiNCHEeHHA dhapmakoHarnsgy B YkpaiHi
18. | AMOKCUUuni kancynu no 500 mr AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/18798/01/02
H no 10 kancyny M CA - 3MiHuM Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. |peuernmom
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTaKTHOi 0cobu 3asiBHWKa, BiANoBiAanbHoOi 3a
3AiNCHEHHA dhapmakoHarnsgy B YKpaiHi
19. | AHTI CENT AP. | nboasiHUKK 3i [p. Taiicc Himeyuunna [03BiN Ha BUMyCK HimeuunHa/ | BHeceHHS 3MiH JO peecTpaLinHMx MaTepianis: 3miHu | Tuny be3 UA/8531/01/01
TAUCC CMakoM BULLHI; MO HaTtypsapeH cepii roToBoro LLisenuapis - 3MiHK 3 sikocTi. FoToBMIA nikapcekuii 3acib. CtabinbHicTb. | peuenma
12 nbopsHuKiB Y m6X nikapcbKkoro 3acoby: 3MiHa y TepmiHax npyuaaTHOCTi abo ymoBax 36epiraHHs
6nictepi; no 1 abo [p. Taiicc roTOBOrO NMiKapCbKoro 3acoby (3MeHLLEeHHS TEPMiHY
no 2 6nictepu B HatypBapeH 'm6X, NpuAAaTHOCTI FOTOBOrO nikapcbKoro 3acoby) - [nsi ToproBoi
KapTOHHIl kopobui HimeyuuuHa; YMaKOBKU - 3MEHLLUEHHSI TEPMiHY NPuAaTHOCTI FOTOBOro
BUPOOHMLITBO nikapcbkoro 3acoby. 3aTsepaxeHo: 5 pokis.
HeposdacoBaHoi 3anponoHoBaHo: 3 poku. 3MiHV BHeCeHi B po3Ain "TepmiH
npoaykLuii, nepBuHHe npuaaTHOCTI" B iHCTPYKLiIO ANS MEAUYHOTO 3aCTOCYBaHHS
Ta BTOPUHHE nikapcbkoro 3acoby
nakyBaHHsI:
Op. men.
Aycdaepmayp AT,
LLIseviLapis
20. | AHII CENT AP. | nboasiHukK 3i [Op. Taiicc Himeyuunna [03BiN Ha BUMYCK HimeuunHa/ | BHeceHHS 3MiH JO peecTpaLinHMx maTepianis: 3miHu | Tuny 6e3 UA/8532/01/01
TAUCC cmakom obninuxm; HaTtypsapeH cepii rotoBoro LLseviapis - 3MiHu 3 gKkocTi. FoToBUIA Nnikapcbkuii 3acib. CTabinbHiCTb. | peyenma
no 12 nboAsiHWKIB y m6X nikapcbKkoro 3acoby: 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHs
6nictepi; no 1 abo Op. Tancc roTOBOrO MiKapCbKOro 3acoby (3MeHLLIEHHS TEpMiHY
no 2 6nictepu B HatypBapeH 'M6X, npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprosoi
KapTOHHIN kopobLi Himeyumha; YMaKOBKU - 3MEHLLUEHHSA TEPMiHY NpuaaTHOCTI rOTOBOro
BUPOOHMLITBO nikapcbkoro 3acoby. 3aTsepaxeHo: 5 pokis.
Hepo3adpacoBaHoi 3anponoHoBaHo: 3 poku. 3MiHV BHeCeHi B po3ain "TepMmiH
npoaykLuii, nepBuHHe npuaaTHOCTI" B iHCTPYKLiIO ANS MeQNYHOro 3acTOCyBaHHSA
Ta BTOPUHHE nikapcbkoro 3acoby
nakyBaHHs:
Op. mepn.
Aycdaepmayp AT,
LLiseviuapis
21. | AHIN CENT AP. | nboasiHukM 3i [Op. Taicc HimeyunHa [03BiN Ha BUNYCK HimeuunHa/ | BHeCeHHsi 3MiH 0O peecTpauinHMx maTepianis: 3MiHu | Tuny be3 UA/8533/01/01
TAUCC CMakoMm Lwagnii; no HaTtypBapeH cepii rotToBoro LLisenuapis - 3MiHK 3 sikocTi. MoToBMIA Nikapcekuit 3acib. CtabinbHicTb. | peuenma
12 nbogsHuKIB ¥ m6X nikapcbkoro 3acoby: 3MiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
6nicTepi; no 1 abo Op. Taricc roTOBOrO MiKAPCLKOro 3acoby (3MEHLLUEHHS TEPMiHY
no 2 6nictepu B HatypBapeH 'M6X, npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprooi
KapTOHHiI kopobui Himeuumnna; YNaKOBKU - 3MEHLLUEHHSI TEPMiHY NpuaaTHOCTI FOTOBOro
BMPOGHMLTBO nikapcbkoro 3acoby. 3aTBepaXeHo: 5 pokiB.
Hepo3adhacoBaHoI 3anponoHoBaHo: 3 poku. 3MiHV BHeCEHi B po3ain "TepMmiH
npoayKuii, nepBuHHe npyuaaTHOCTI" B IHCTPYKLiO AN MeQNYHOro 3acToCcyBaHHs
Ta BTOPVHHE nikapcbKoro 3acoby
nakyBaHHsI:
Op. men.
Aydaepmayp AT,
LLisevinapis
22. | AHI CENT AP. | nboasHukM 3i Op. Taiicc HimeuunHa [03BiN Ha BUMYCK HimeuunHa/ | BHeceHHsi 3MiH 0O peecTpaLinHux MaTepianis: 3miHu | Tuny 6e3 UA/5899/01/01
TAUCC CMaKoM JNIMMOHa; no HaTtypsapeH cepii rotoBoro LLisenuapis - 3MiHu 3 gKocTi. FoToBUIA Nikapcekuii 3acib. CTabinbHiCTb. | peyenma
12 nbogsHuKIB y 6X nikapcbkoro 3acoby: 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs

GnicTepi; no 1 abo
no 2 6nictepu B

Op. Tancc
HaTypBapeH 'mbX,

rOTOBOTO NiKapCbKOro 3acoby (3MEHLLIEHHS TEPMiHY
npuaaTHOCTI FOTOBOrO NiKapcbkoro 3acoby) - Ansa Toprosoi




[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHi kopobui Himeuumnha; YMaKOBKM - 3MEHLLUEHHSA TePMiHY NpuaaTHOCTI rOTOBOro
BMPOBOHMLTBO nikapcbkoro 3acoby. 3aTBepaxeHo: 5 pokis.
Hepo3dhacoBaHoi 3anponoHoBaHo: 3 pokn. 3MiHM BHeCEHI B po3ain "TepMmiH
npoaykLii, nepsuHHe npuaaTHOCTI" B IHCTPYKLiIO ANS MeQNYHOrO 3acTOCYBaHHSA
Ta BTOPUHHE nikapcbkoro 3acoby
nakyBaHHS:
Op. men.
Aycaepmayp Al
LLisenuyapis
23. | AHTI CENT AP. | nboasiHvkm 3i [p. Tarcc Himeuunna A03BIN Ha BUMYCK HimeyunHa/ | BHeCeHHs 3MiH 4O peecTpauinHmMx maTepianis: 3miHu | Tuny bes UA/8534/01/01
TAUCC cmakom mepay; no 12 HaTtypsapeH cepii roToBOro LLisenuapis - 3MiHu 3 gKocTi. FoToBUIA nikapcbkui 3acib. CtabinbHicTb. | peyenma
NbOOSAHUKIB Y m6X nikapcbkoro 3acoby: 3MiHa y TepmiHax npyuaaTHocTi abo ymoBax 36epiraHHs
GnicTepi; no 1 abo Op. Taricc roTOBOrO MiKAPCLKOro 3acoby (3MEHLLUEHHSA TEPMIHY
no 2 6nictepu B HaTypBapeH 'mbX, NpVAATHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ins Toproeoi
KapTOHHil kopobui HimeyuumHa; YMNaKOBKU - 3MEHLLUEHHSI TEPMiHY NpuaaTHOCTI FOTOBOro
BMPOGHMLTBO nikapcbkoro 3acoby. 3aTBepaXeHo: 5 pokiB.
HeposdacoBaHoi 3anponoHoBaHo: 3 poku. 3MiHVM BHeCeHi B po3Ain "TepmiH
NPOAYKLUii, NepBuUHHE npuaaTHOCTI" B IHCTPYKLiO AN MeQNYHOro 3acToCyBaHHS
Ta BTOPUHHE nikapcbKoro 3acoby
nakyBaHHs:
Op. men.
Aydaepmayp Al,
LLIsevinapisa
24. | AHTUKATAPA NopoLLOK Ans CninbHe YkpaiHa JIABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny be3 UA/7810/01/01
n oparnbHOro Po3ynHy, YKpaiHCbKO- ANKAJTA PAPMA, - NOAAHHSA OHOBINEHOro cepTudikaTy BiANOBIAHOCTI peuenma
no 10 nakeTukis 3 icnaHcbke c.n €sponevicbkinn dpapmakonei R1-CEP 2015-075-Rev 00
NOPOLLKOM Y nauui 3 nignpueMCcTBO (nonepepaHs Bepcis RO-CEP 2015-075-Rev 01)Ha AdI
KapTOHY "CMEPKO deHinedpuHy rigpoxnopua Bia BXe 3aTBepaXeHOro
YKPAIHA" BUpoGHuKa «Zhejiang Hisoar Chuannan Pharmaceutical
Co., Ltd.», Kutan
25. | APUTMIN PO34MH AN iH'eKLN, My6nivyHe YkpaiHa My6nivHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/1438/01/01
50 mr/Mnno 3 mn B akuioHepHe akuioHepHe - 3MiHV BHeCeHO A0 [HCTpyKUii Ans MeguyHoro peuenmom
amnyni; no 5 amnyn TOBapuCTBO TOBapuCTBO 3acTOCyBaHHsI Nnikapcbkoro 3acoby Ao po3ginis "B3aemopis
y kaceTi; no 1 kacerTi "HaykoBo- "HaykoBo- 3 iHWMMK NiKapCbknMy 3acobamu Ta iHWi BUAn
y nayuij BMPOGHUYMIA BUPOGHUYMIA LEHTP B3aemogin", "MNobiyHi peakuii" woao 6e3neku
LEeHTp "BopLuariBcbkui 3acToCyBaHHSA Aito4oi pevyoBMHY BiANOBIAHO A0
"BopLuariBcbk Ximiko- pekomeHzauin PRAC. BeegeHHs1 3MiH NpoTsirom 6-Tu
WA Ximiko- dapmaueBTUYHUI MicsILiB Micnsi 3aTBEPOKEHHS
dapmaueBTuy 3aBoa"
HWI 3aBog”
26. | APIJIEHTAN Tabnetkv no 10 wr, 3AT JluToBcbka BupobHuuTBO Ta ManbTa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/14376/01/01
no 7 tabnetok y "®apwmnira" Pecnybnika BUMYCK cepii: TMny - AoMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs peuenmom
Gnictepi, no 4 AkTasic IlTa. Ta/abo agpecy 3asiBHVKa (BNacHWKa peecTpauiiHoro

Gnictepu y navui

nocBia4YeHHs1) 3MiHVM BHECEHI B IHCTPYKLUil0 ANst MEAUYHOrO
3aCTOCYBaHHsI NikapcbKoro 3acoby y po3ainu "3asBHuK",
"Micue3HaxomKeHHs 3asiBHMKA" 3 BiANOBiAHMMYK 3MiHAMU B
TEKCTi MapKyBaHHS1 yNakoBOK
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
27. | APINNEHTAN Tabnetku no 15 wr, 3AT JInToBCbKa Bupo6HMUTBO Ta ManbTta BHECEHHS 3MiH [0 peecTpauinHMx maTepianis: 3miHu | 3a UA/14376/01/02
no 7 Tabnetok y "®apmnira” Pecnybnika BMNYCK cepii: TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
Gnictepi, no 4 Acktasic JlTa. Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
Gnictepu y navui noceigyYeHHs1) 3MiHV BHECEeHi B IHCTPYKLUilo ANst MEAUYHOro
3aCTOCyBaHHS nikapcbkoro 3acoby y po3ainu "3asBHuk",
"Micue3HaxoopkeHHs 3asBHUKA" 3 BignoBigHMMN 3MiHaMK B
TEKCTi MapKyBaHHS! yNnakoBOK
BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBEPAKEHHS.
28. | APTOKCAH niodpinisat gns TOB "YOPIZ YkpaiHa Medap Inay CaH. TypeuunHa BHECEeHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3mMiHa 3a UA/16802/01/01
po34nHy Ans MEONLINH" A.LL. 3asBHUKA (BnacHUKa peecTpaLinHoro NocBig4eHHs) (3rigHo | peyenmom
iHekuin no 20 mr, 3 Haka3y MOS3 Big 23.07.2015 Ne 460) TepmiH BBeAEHHS
cnakoHu 3 3MiH NpOTAroM 6 MicAuiB Nicnsa 3aTBEPAXEHHS; 3MiHN |
niodpinizatom ans TMny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
PO34MHY ANS iH'eKUin dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHuX
y KOMNnekTi 3 3 AaHux npo cuctemMy chapmMakoHarnsgy (BBegeHHs
amMnynamm y3aranbHEeHUX AaHnX Npo cucTemy chbapmakoHarnsay,
po34mnHHKKa (BoAa 3MiHa ynoBHOBaxeHoi ocobu, BignosigansHoi 3a
ans iH'ekuin) y 30iNCHEHHS (hapMaKoHarnsgy; KOHTakTHoi ocobu 3
KOHTYPHIl apmakoHarnsay 3asBHUKa Ans 340iNCHEHHS
YapyHKOBIN dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Bif
ynakosui; 1 ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
KOHTYypHa YapyHKoBa dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
ynakoBka y 3MiHM Y pO3MiLLEeHHi MacTep-danna cucteMm
KapTOHHiI kopobui apmakoHarnsigy) - 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignosiganeHoi 3a papmakoHarnsag. ditoya
pepakuis: PycynaH Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MNaHHa CtaHicnasisHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BigMNoBiganbHoi 3a hapmakoHarnsg. 3MiHa Micus
3iCHEHHS OCHOBHOI AiANbHOCTI 3 dhapmMakoHarnsay.
3MiHa MicLue3HaxoaXkeHHsA MacTep-danna cucremu
dapmakoHarnsgy
29. | ACKOPBIHKA® | TtabneTku no 25 wmr, AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny be3 UA/4570/01/01
-KB no 10 TabneTok B "KNIBCbKUIN BITAMIHHAW - BUSTyYEHHS NokasHuka «Baxkki MeTanu» 3i cneumdikauii | peyenma
eTuKeTUi BITAMIHHAM 3ABOL" A®I AckopbiHoBa kucnoTa; 3MiHu | Tuny - 3amiHa
3ABOL" BUPOGHMYOT AiNbHULI Big BXe 3aTBEpOXEHOro BUPOOHMKa
Ha HOBY AiNbHULIIO Bi 3aTBEPAXXEHOro BUPOGHMKa
AckopbiHoBoi kncnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. MponoHoBaHa peaakuisi: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLeHrkcuny OoHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LUeHsHr,
Kutan
30. | ACKOPBIHKA® | Tabnetku 3i cmakom AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:aminu | Tuny be3 UA/4571/01/01




10 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
-KB anenbcuHa no 25 "KNIBCbKUI BITAMIHHA - BUNYYeHHS nokasHuka «Baxki metanu» 3i cneuudikauii | peuenma
mr; no 10 TabneTok BITAMIHHNW 3ABOO" A®I| AckopbiHoBa kucnota; 3miHum | Tuny - 3amiHa
y eTukeTui 3ABOLO" BUPOBHMYOI OinbHULI Bif BXe 3aTBEPAXEHOro BUPOOHMKa
Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
AckopbiHoBoi knucnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lllenrkcuny JowHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3sutky, LUeHsHr,
Kutan
31. | ACKOPBIHKA® | TabneTku 3i cMakom AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHuv | Tuny bes UA/1527/01/01
-KB M'aTi no 25 wmr; no "KNIBCbKUW BITAMIHHUN - BUNYYeHHs nokasHuka «Baxki meTtanu» 3i cneumdikauii peuenma
10 Tabretok y BITAMIHHAN 3ABOLO" A®I AckopbiHoBa KMCnoTa; 3MiHu | TUNy - 3amiHa
eTuKeTui 3ABOO" BMPOBHMYOI AiNbHULI Big BXe 3aTBepaXeHOoro BUpobHvka
Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
AckopbiHosoi kncnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny Aownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLeHsHr,
Kutan
32. | ACKOPBIHKA® | TabneTku 3i cmakom AT YkpaiHa AT "KUIBCbKNM YkpaiHa BHECEHHS 3MiH IO peecTpaLinHmx maTtepianis:amMiHu | Tuny be3 UA/1528/01/01
-KB nonyHuui no 25 wmr; "KNIBCbKUW BITAMIHHUN - BUNYYeHHs nokasHuka «Baxki meTtanu» 3i cneumdikauii peuenma
no 10 Tabnetok y BITAMIHHAN 3ABO[O" A®I| AckopbiHoBa K1cnoTa; 3miHu | Tuny - 3amiHa
eTuKeTLi 3ABOO" BMPOBHMYOI AiNbHULI Bif BXe 3aTBepaXXeHOro BUpobHuka
Ha HOBY [AiNbHULIO Bif 3aTBEPAXEHOro BUPOOHUKa
AckopbiHoBoi kucnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLleHrkcuny OoHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLeHsHr,
Kutan
33. | ACKOPBIHKA® | TabneTku 3i cmakom AT YkpaiHa AT "KUIBCBKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny be3 UA/1529/01/01
-KB NIMMOHa no 25 wmr; no "KUIBCbKUN BITAMIHHU - BUJTyY€HHSs NokasHuka «Baxkki meTanuy 3i cneumdikauii peuenma
10 TabneTtok y BITAMIHHAN 3ABO[O" A®| AckopbiHoBa kucnoTa; 3miHu | TUny - 3amiHa
eTuKeTUi 3ABOL" BUPOGHMYOT AiNbHULI Big BXe 3aTBEPOXEHOrO BUPOOHMKa

Ha HOBY AiNbHULIO Bi 3aTBEPAXXEHOro BUPOGHMKa
AckopbiHoBoi knucnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. MponoHoBaHa peaakuisi: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLeHrkcuny OoHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LUeHsHr,
Kutan




11 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
34. | ACKOPBIHKA® | Tabnetku 3i cmakom AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:amiHu | Tuny bes UA/17792/01/01
-KB OuHi no 25 mr; no 10 "KNIBCbKNIA BITAMIHHUN - BUNYYeHHs noka3sHuka «Baxki meTtanuy 3i cneumdikauii peuenma
TabneTok y eTukeTLi BITAMIHHA 3ABOLO" A®I| AckopbiHoBa KncnoTa; 3miHu | Tuny - 3amiHa
3ABOT" BMPOBHMYOI AinNbHULI Bif BXe 3aTBEpAKEHOro BUPOOHMKa
Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
AckopbiHoBoi kucnoTtn «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NponoHoBaHa peaakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/LlLleHrkcuny OoHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLeHsHr,
Kutawn
35. | ACKOPBIHKA® | Tabnetku 3i cMakoM AT YkpaiHa AT "KUNIBCbKNN YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny bes UA/17793/01/01
-KB MaHro no 25 mr; no "KUIBCbKUIA BITAMIHHWW - BUINyYEHHs NokasHuka «Baxkki meTtanuy 3i cneumdikauii peuenma
10 Tabnetok y BITAMIHHAN 3ABOLO" A®I AckopbiHoBa KMCoTa; 3MiHM | TUNYy - 3amiHa
eTuKkeTUi 3ABOO" BUPOBHMYOI OinbHULI Big BXe 3aTBEPAKEHOro BUPOOHWMKa
Ha HOBY AiNbHULIIO Bif 3aTBEPAXEHOro BUPOGHMKa
AckopbiHoBoi kncnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pegakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny fownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3suTtky, LUeHsHr,
Kurtawn
36. | ACKOPBIHKA® | TabneTku 3i cmakom AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:aminu | Tuny be3 UA/17794/01/01
-KB TYTTi-copyTTi No 25 "KUIBCBKUIN BITAMIHHAW - BUNYYeHHs nokasHuka «Baxki meTanuy 3i cneundikauii | peuenma
mr; no 10 TabneTok BITAMIHH/IA 3ABOLO" A®I AckopbiHoBa kucnota; 3MiHu | Tuny - 3amiHa
y eTukeTui 3ABO" BMPOGHMYOT AiNbHULI Big BXe 3aTBEpOXXEHOro BUPOOHMKa
Ha HOBY AiNbHULIO Bif 3aTBEPAXEHOro BUPOOHUKa
AckopbiHoBoi kucrotn «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. lNMponoHoBaHa peaakuisi: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny foHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLUeHsHr,
Kutan
37. | ACKOPBIHKA® | TabneTku 3i cmakom AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny bes UA/17795/01/01
-KB ©aHaHa no 25 wmr; no "KNIBCbKUW BITAMIHHUN - BUNYYeHHs nokasHuka «Baxki meTtanu» 3i cneumdikadii peuenma
10 TabneTtok y BITAMIHHAN 3ABO[O" A®I AckopbiHoBa kucnoTa; 3MiHu | Tuny - 3amiHa
eTuKeTUi 3ABOLO" BUPOOHMYOI OinbHULI Bif BXe 3aTBEPAKEHOr0 BUPOOHMKA

Ha HOBY AiNbHWLIO Bif 3aTBEPAXXEHOro BUPOOHUKa
AckopbiHoBoi knucnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLleHrkcuny OoHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLeHsHr,




12 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Kutan
38. | ACKOPBIHOBA | po3uunH ans iH’ekuin, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHux maTtepianis:aMiHn | Tuny 3a UA/6255/01/01
KUCNOTA 50 mr/mn no 1 mn obmexeHot 0obMexeHo - 3MiHM 3 siKOCTi. [O0TOBMI Nikapcbkuin 3aci6. 3MiHN y peuenmom
abono2wmnB BignosiganeHi BignoBiganbHiCcTO BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkntoYatoum AianasoH
amnyni, no 10 amnyn cTio "OocnigHui 3aBog po3Mmipy cepii) roTOBOro nikapcbkoro 3aco0y (36inbLeHHst
y nayui 3 KapToHy; "OocnigHnii "THUJIC", YkpaiHa 80 10 pasiB NOPIBHSHO i3 3aTBEPHKEHUM PO3MIPOM) -
no 1 mn abo no 2 mn 3aBog (KOHTpOnNb AKOCTI, BBeJEHHS 404aTKOBOro po3mipy cepin 13;
B amnyni, no 5 "rHync" BUMNYCK cepii); 3anponoHoBaHo: 380 1 abo 190 000 amnyn 800 n abo 400
amnyn y 6nictepi, no ToBapwucTBo 3 000 amnyn 1130 n abo 565 000 amnyn
2 6nictepm y nayui 3 obmexeHoto
KapTOHy; no 1 mn BiAMOBIAANBHICTIO
abono2wmns "®apmMaueBTUYHa
amnyni, no 10 amnyn KOMNaHisi
y bnictepi, no 1 "3popos'a", YkpaiHa
6nicTepy B nauui 3 (Bci cTagii
KapTOHY BUPOOHMLTBA,
KOHTPOIb SIKOCTI,
BUNYCK cepii)
39. | ACKOPBIHOBA | gpaxe no 50 mr, no AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny bes UA/1527/02/01
KUCNOTA 50 ppaxe y "KNIBCbKUW BITAMIHHUN - BUNyYeHHs nokasHuka «Baxki meTanu» 3i cneuudikauii peuenma
Gnictepax; no 160 BITAMIHH/I 3ABOL" A®| AckopbiHoBa kucnoTa; 3MiHu | Tuny - 3amiHa
apaxe y 3ABOO" BMPOBHMYOI AiNbHULI Bifg BXe 3aTBepaXeHOro BUpobHvka
KOHTenHepax Ha HOBY AiNbHULIO Bif 3aTBEPMAXEHOro BUPOOHUKa
(6aHoukax); no 160 AckopbiHoBoi kucnotu «Northeast Pharmaceutical Group
Opaxe y KOHTenHepi Co., Ltd.», Kutan. NponoHoBaHa pepakuisi: Ne.29,
(6aHouui), no 1 Shenxiliu Dong Road, Economic Technology Development
KOHTeNHepy District, Shenyang, China/lLeHrkcuny OoHr Poag, 29, 3oHa
(6aHouui) y navui EkoHomivHoro Ta TexHonoriyHoro Po3suTky, LLleHsHr,
Kutan
40. | ACKOPYTUH Tabnetku; no 10 AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny be3 UA/4875/01/01
Tabnetok y 6nictepi; | "KUIBCbKUM BITAMIHHUA - BUNYyYeHHs nokasHuka «Baxki meTanu» 3i cneundikauii | peuenma
no 5 GnictepiB y BITAMIHHAN 3ABO[O" A®I| AckopbiHoBa k1cnoTa; 3miHu | Tuny - 3amiHa
nayui 3ABO" BMPOGHMYOT AiNbHULI Big BXe 3aTBEpOXXEHOro BUPOOHMKa
Ha HOBY AiNbHULIIO Bif, 3aTBEPAXEHOro BUPOGHMKa
AckopbiHoBoi knucnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. MponoHoBaHa peaakuisi: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLeHrkcuny OoHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LUeHsHr,
Kutan
41. | ACMAHEKC® NopOoLLOK Ans OpraHoH LLiBenuapis MC[ IHTepHeLuHN Cinranyp/ BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis:amiHu | Tuny 3a UA/9255/01/01
iHransuin, CeHtpan lct 'vm6X (cpinis Benbris - 3MiHM Wopno 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnsay. |peuenmom
nososanui, 200 m6X Cinranyp), CiHranyp BeeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX Npo

Mkr/go3sy; no 30 gos
abo no 60 no3 B

(BMpOBHUK in bulk,
nepBUHHE

cucTemy hapmakoHarnsgy (BBeeHHs y3ararnbHeHnx
[aHuX Npo cucTemy dpapmakoHarnsgy, amiHa
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iHrangaTopi nakyBaHHs); LLlepiHr- yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3AiNCHEHHS
Teuctxennep®, Mnay Ila6o H.B., hapmMakoHarnsagy; KOHTakTHoI ocobu 3 chapmakoHarnsay
yrnakoBaHoMy B Benbris (koHTponb 3asiBHUKA ANA 34iicHeHHs dhapmakoHarnsay B YkpaiHi,
antomiHieBy donbry; AKOCTi, BTOPUHHE AIKLLO BOHA BiAMiHHA Bif YNMOBHOBaXeHOi 0cobu,
no 1 ynakosaHomy nakyBaHHs1, BUMYCK BiANOBIAANbLHOI 3a 3AiNCHEHHs bapmakoHarnsay
iHransTopy B cepii) (BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
KapTOHHiI kopobui macTtep-carina cuctemmn apmakoHarnagy) - amiHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
tbapmakoHarnag,.
lMponoHoBaHa pepakuis: MapiaHHa Bank- KopteHpaag.
3MiHa KOHTaKTHMX JaHWX YNIOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiQMNOBiAanbHOI 3a 3ailicHeHHs1 hapmakoHarnsagy. 3miHa
KOHTaKTHOI 0cobu 3asBHMKa, BiAMOBIiAanbHOI 3a
cbapmakoHarnsg B YkpaiHi. [lponoHoBaHa peakuis:
MoTtuniHcbka OneHa BitaniiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOI 0cobu 3asBHMKa, BigMoOBiganbHoI 3a
3AiNCHEeHHA hapmakoHarnsgy B YkpaiHi. 3miHa micus
3iiCHEHHS OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsaay.
3miHa micue3HaxoOXeHst macTep- danna cuctemm
dapmakoHarnagy Ta horo Homepa
42. | ACMAHEKC® NOPOLLIOK A51s OpraHoH LLiseniapis MC[ IHTepHeLHn Cinranyp/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/9255/01/02
iHransin, CeHTpan lct 'm6X (pinia Beneris - 3MiHuM Wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. |peuernmom
nososanui, 400 m6X Cinranyp), CiHranyp BeeaeHHs abo 3miHu [0 y3aranbHeHVX AaHnx npo
Mkr/go3sy; no 30 gos (BMpOGHUK in bulk, cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
abo no 60 gos B nepBuHHE AaHuX nNpo cuctemy bapmakoHarnsgy, aMiHa
iHrangarTopi nakyBaHHs); LLlepiHr- yNoBHOBaXeHoI ocobu, BiAnoBiganbHoOI 3a 34iNCHEHHSA
Teuctxernnep®, Mnay Na6o H.B., dapmakoHarnsay; KOHTaKTHoi ocobu 3 dhapmakoHarnsay
yrnakoBaHoMmy B Benbria (koHTpOnb 3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
antomiHieBy donbry; SIKOCTi, BTOPUHHE AKLLIO BOHA BiAMiHHA Bif yNOBHOBaXeHOoI ocobw,
no 1 ynakosaHoMy nakyBaHHsi, BUMYCK BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
iHranaTopy B cepii) (BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
KapTOHHIl kopoOLi MacTep-canna cuctemu chapmMakoHarnsay) - amiHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.
lMponoHoBaHa pepakuia: MapiaHHa Bank- KopteHpaag.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXXEHOI 0CObU 3asiBHUMKa,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay. 3miHa
KOHTaKTHOT 0cobu 3asiBHUKA, BignosigansHoi 3a
capmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis:
MoTtuniHcbka OneHa BitaniiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOT 0cobu 3asiBHUMKA, BignosigansHoi 3a
30iACHEHHs1 hapmakoHarnsay B YkpaiHi. 3miHa micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 hapmakoHarnagy.
3miHa Micue3HaxoOXXeHst macTep- danna cuctemm
dapmakoHarnagy Ta noro Homepa
43. | ATOPBAKOP® TabneTku, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHu | Tuny 3a UA/15677/01/01
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

NNiBKOBOIO
o6onoHkoto, no 10
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 GnicTepiB y nayui

- MO4AaHHSA OHOBMNEHOTO cepTudikaTa BigNoBIAHOCTI
€ponevicbkin papmakonei Ne R1-CEP 2012-179 - Rev 00
ans gitoyoi pevoBuHu Atorvastatin calcium trihydrate
Micronised Big, Bxe 3aTBEpAKEHOrO BUPOBHMKa
MOREPEN LABORATORIES LIMITED; 3MiHu | Tuny -
noJaHHs OHOBMEHOro cepTudikaTta BignoBiAHOCTI
€ponewicbkin papmakonei Ne R1-CEP 2012-179 - Rev 01
ans gitoyoi pevoBuHu Atorvastatin calcium trinydrate
Micronised Big Bxe 3aTBEp)KEHOro BUPOOHMKA
MOREPEN LABORATORIES LIMITED; 3MiHu | Tuny -
noAaHHst OHOBNEHOro cepTudikara BignNOBIAHOCTI
€ponevickkin papmakonei Ne R1-CEP 2012-179 - Rev 02
ans gitoyoi pevoBuHu Atorvastatin calcium trinydrate
Micronised Big Bxe 3aTBEpO)KEHOro BUPOOHUKA
MOREPEN LABORATORIES LIMITED; aminu | Trny -
noAaHHsi OHOBNEHOro cepTudikara BiANOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2012-179 - Rev 03
ans aitoyoi pevosuHu Atorvastatin calcium trinydrate
Micronised Big Bxe 3aTBEpKEHOro BUPOOHUKA
MOREPEN LABORATORIES LIMITED

peuenmom

44,

ATOPBAKOP®

TabneTkn, BKpUTI
NNiBKOBOKO
obonoHkoto, no 20
mr; no 10 TabneTok
y bnictepi; no 3 abo
4 6nictepn y navui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHun | Tuny
- NOAAHHSA OHOBMNEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-179 - Rev 00
ans pitoyoi pevoBuHu Atorvastatin calcium trihydrate
Micronised Big Bxe 3aTBEpOKEHOro BUPOOHUKA
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
NnoAaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-179 - Rev 01
Ans gitoyoi pevosunHu Atorvastatin calcium trihydrate
Micronised Bif Bxe 3aTBepOXeHOro BUPOGHUKa
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
noAaHHsi OHOBNEHOro cepTudikara BignNoOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2012-179 - Rev 02
Ans gitoyoi pevosunHu Atorvastatin calcium trihydrate
Micronised Big Bxe 3aTBEpOKEHOro BUPOBHMKa
MOREPEN LABORATORIES LIMITED; 3minu | Tuny -
nofaHHsi OHOBIEHOro cepTudikata BiAnNoBiAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-179 - Rev 03
ans gitoyoi pevouHu Atorvastatin calcium trinydrate
Micronised Big Bxe 3aTBEpO)KEHOr0 BUPOOHMKA
MOREPEN LABORATORIES LIMITED

3a
peuenmom

UA/15677/01/02

45,

ATOPBAKOP®

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 40
mr; no 10 TabneTtok
y 6nicTepi; no 3

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:aMiHum | Tuny
- NO[@HHSA OHOBIEHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-179 - Rev 00
ans gitoyoi pevouHu Atorvastatin calcium trinydrate
Micronised Big B)e 3aTBEpAKEHOr0 BUPOOHUKA

3a
peuernmom

UA/15677/01/03




15

[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

6nictepu y nayui

MOREPEN LABORATORIES LIMITED; 3MiHu | Tuny -
noAaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€poneickkin hapmakonei Ne R1-CEP 2012-179 - Rev 01
ans gitoyoi pevoBuHu Atorvastatin calcium trinydrate
Micronised Big, Bxe 3aTBEpAKEHOrO BUPOBHMKa
MOREPEN LABORATORIES LIMITED; aminu | Tvny -
noAaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponewicbkin papmakonei Ne R1-CEP 2012-179 - Rev 02
Ons gitoyoi pevoBuHu Atorvastatin calcium trihydrate
Micronised Big Bxe 3aTBEpAKEHOrO BUPOBHMKa
MOREPEN LABORATORIES LIMITED; 3miHu | Tuny -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2012-179 - Rev 03
ans gitoyoi pevoBuHu Atorvastatin calcium trinydrate
Micronised Big Bxxe 3aTBepa)KeHOro BUpobHUKa
MOREPEN LABORATORIES LIMITED

46.

ATOPBAKOP®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 80
Mr no 6 Tabnetok y
Gnictepi; no 5
GnicTepiB y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny
- NOAaHHSA OHOBMNEHOro cepTudikaTa BiANOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP 2012-179 - Rev 00
ans gitoyoi pevoBuHu Atorvastatin calcium trinydrate
Micronised Big Bxxe 3aTBepaKeHoro BUpobHMKa
MOREPEN LABORATORIES LIMITED; 3miHu | Tuny -
noAaHHsi OHOBNEHOro cepTudikara BignNoOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2012-179 - Rev 01
ans gitoyoi pevoBuHu Atorvastatin calcium trinydrate
Micronised Big Bxe 3aTBEpOKEHOro BUPOOHUKA
MOREPEN LABORATORIES LIMITED; aminu | Tvny -
noAaHHsi OHOBNEHOro cepTudikara BignNoOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-179 - Rev 02
ans gitoyoi pevouHu Atorvastatin calcium trihydrate
Micronised Big Bxe 3aTBEpOKEHOr0 BUPOOHUKA
MOREPEN LABORATORIES LIMITED; 3miHu | Tuny -
NnofaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2012-179 - Rev 03
Ans pitoyoi pevosunHu Atorvastatin calcium trihydrate
Micronised Bif Bxe 3aTBepOkeHOro BUPOGHUKa
MOREPEN LABORATORIES LIMITED

3a
peuernmom

UA/15677/01/04

47.

ATPONIHY
CYNIb®AT

PO34MH Anis iH EKUIN,
1 mr/mMn no 1 mn B
amnynax; no 10
amnyn y nayuij 3
KapToHy; no 1 mn B
amnynax; no 10
amnyn y 6nictepi; no
1 6nictepy B nayui 3
KapTOHy; no 1 mn B

ToBapucTBO 3
oBMeXeHo
BianoBiganbHi
CTHO
"®apmaueBTn
YHa KOMMaHis
"3popos's"

YkpaiHa

KOHTPOIb SKOCTI,
BUMYCK cepii:
ToBapucTBO 3
obmexeHoto

BiANoBiganbHiCTIO
"[locnigHuin 3aBog
"THUJIC", YkpaiHa;

BCi cTaail
BUPOOHMLTBA,

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHa
3asiBHUKA (BMacHUKa peecTpaLinHoro NocBig4eHHs) (3rigHo
Haka3y MOS Big 23.07.2015 Ne 460): OHOBNEHHS TEKCTY
MapKyBaHHS! yMakoBOK MiKapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOM 3asiBHUKa (BnacHWKa peecTpauiniHoro
nocBig4eHHs1) 3 ToBapuCTBO 3 0BMEXEHOI0
BignosiganeHicTio "docnigHuii 3aBog "MLUNC", YkpaiHa
Ha ToBapuCTBO 3 06MEXEHOI0 BiANOBiAanbHICTIO
"®apmaueBTryHa komnaHis "3gopos'a”, YkpaiHa.

3a
peuernmom

UA/5461/02/01
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
amnynax; no 5 KOHTPOIb SKOCTI, BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
amnyn y 6nictepi; no BMNYCK cepii: 3aTBepAKeHHS. 3MiHu | Tuny - 3MiHK Wwoao
2 6nictepu y nayui 3 ToBapucTBo 3 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeeaeHHs
KapTOHY obmexeHoto abo 3MiHW [0 y3aranbHEeHUX AaHWX NPo cucTeMy
BiAMOBIAANBHICTIO apmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHUX Npo
"®apmaueBTyHa cuctemy chapmakoHarnsgy, 3MiHa ynoBHoBa)eHoi ocobu,
KOMMaHis BiANOBIAANbLHOI 3a 3AiNCHEHHS bapmakoHarnsay;
"3popos's", YkpaiHa KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
3AiMCHEHHS hapMakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi ynoBHOBaXkeHOT ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIOYavn KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHi MacTep-daiina cuctemm
dapmakoHarnagy) 3miHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapmakoHarnsag. [itoya pegakuis:
MnakciHa OneHa BonoammupisHa. NponoHoBaHa
pepakuis: LleByeHko Onena IropiBHa.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
BignoBiganbHoI 3a 34iMCHEHHS b apMakoHarnsaay.
48. | ATPONIHY PO34MH ANS iH'eKLN, ToBapucTso 3 YkpaiHa ToBapwucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiinx martepianis:aminuv | Tuny 3a UA/5461/02/01
CYNb®AT 1 mr/mnno 1 mn B obmexeHo obmexeHo - 3MiHM 3 aKocTi. [oToBMI Nikapcbkui 3acib. 3miHn y peuenmom
amnynax; no 10 BigNoBiganbHi BiANOBIgaNbHICTIO BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkntoYakoum dianasoH
amMnyn y navui 3 CTHO "[ocnigHuii 3aBog po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLUeHHs
KapToHy; no 1 mn B "OocnigHnin "THUNC", Ykpaina A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) -
amnynax; no 10 3aBof (KOHTpOIb SKOCTI, BBEJEHHS oAaTKoBOro po3mipy cepivi 3.
amnyn y 6nictepi; no "rHUnc" BUMYCK cepii); BanponoHoBaHo: 40 nn a6o 40 000 amnyn 100 n abo 100
1 6nicTepy B nayui 3 ToBapucTBo 3 000 amnyn 195 n a6o 195 000 amnyn 425 n a6o 425 000
KapToHy; no 1 mn B obmexeHoto amnyn 580 n abo 580 000 amnyn
amnynax; no 5 BiAnoBiganbHiCTIO
amnyn y 6nictepi; no "®apmaueBTuiHa
2 6nictepu y nayui 3 KOMnaHis
KapTOHY "3popos's", YkpaiHa
(Bci cTagji
BUPOGHMLTBA,
KOHTPOIb SIKOCTI,
BMNYCK cepii)
49. | AUETUNUMUCT TabneTku Wwmnydi no TOB "TeBa YkpaiHa Mepkne 'm6X, HimeuumHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:aminu | Tuny be3 UA/18609/01/01
EIH-TEBA 600 mr, no 10 YkpaiHa" HimeyunHa - BHECEHHSI 3MiH B aHaniTU4Hy METOAMKY 3a NokasHukamn | peuenma
Tabnetok y Tybi, no (BUpOBHMLTBO «laeHTudikauis, KinbkicHe BU3HaYeHHSs, BUNPoOyBaHHS Ha
1 Ty6i y KapTOHHIN Hepo3adacoBaHoOro OAHOPIAHICTb BMICTY i XiMiYHa YNCTOTa aueTUNUUCTEIHY»
KopobLi nNpoAaykTy, NepBUHHE (meTop BEPX) ans konTponto skocTi 13 npu Bunycky Ta
Ta BTOPUHHE NPOTAroM TepMiHy NPUAATHOCTI, BiANOBIAHO 3MIHIOETHCS
nakyBaHHs); Mepkne KoayBaHHs1 MeToauku B cneuumdikadii 13 (3 Bepcii D-
'M6X, HimeuunHa 02004504 po Bepcii D-02004505). Kputepii npuiHATHOCTI
(koHTpOnb cepil, He 3miHunucs. BBegeHHs 3MiH npoTarom 6-Tu micauis
[03BiN Ha BUMYCK nicns 3aTBEpPOXKEHHS
cepii)
50. | AUMKNOBIP Ma3b 2,5 %; no 5, TOB "OKN YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: MiHu | Tuny be3 UA/11566/01/01
10 r y 1y6i; no 1 1y6i "®apmaueBTn "®apmaueBTnyHa - 3miHu 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. Cuctema peuenma
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B navui YHa ¢pabpuka” abpuka" KOHTeNHep/3akynoptoBarnbHuiA 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO MikapCbKoro 3acoby (3miHa
macwu/ob'eMy BMICTy KOHTeHepa 6araTofo30BOro
nikapcbkoro 3acoby Ansi HenapeHTepanbHOro
3acTocyBaHHs (abo 0gHOA030BOr0, YaCTKOBOrO
BMKOPWCTaHHs)) - 3MiHa NoB’A3aHa i3 BBEAEHHSIM
[00aTKoBOI ynakoBku - Tyba 5 r, 3 BignoBiaHMMM 3MiHaMu
Ao Macw Bwmicty ynakosku (Cneuudikauis/MeTtoam
KOHTpOMo SIKOCTi). 3MiHM BHeceHi B po3ain "Ynakoska"
(BBEAEHHSA AOAATKOBOI yNnakoBku no 5 r y Tybax) B
IHCTPYKLUIiO ANS MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby, ik HacnigoK - 3aTBEPAXXEHHSA TEKCTY MapKyBaHHS
HOBOI yMakoBKM 40OAATKOBO A0 BXe 3aTBEPAXKEHOI.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
51. | BEH3UWOAMIHY | nopoluok CninbHe YkpaiHa KEOAP IDXXKAHAHI IHAisa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:aminu | Tuny - UA/16527/01/01
FIAPOXNOPUA | (cybecTaHuis) y YKpaiHCbKO- XEMMNACT - 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
NOABINHNX icnaHcbke MNBT.ITA., IHgis BigNoOBIigHOCTI €BponeWchkin thapmakonei/MoHorpadii.
nonieTUNeHoBnx nianpMeEMCTBO (B1poBHMLTBO 3MiHK, NoB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
MilKax ans "CMEPKO HaniBNpoaykTy); BiAMOBIAHICTbL A0 MoHorpadii AdPY abo €sponericbKol
hapmaLeBTUYHOro YKPAIHA" LlenTayp capmakonei, abo iHWoi HauioHanbHOI hapmakonei
3aCToCyBaHHA dapmachbioTikans nepxasu €C - BHeceHHs 3MiH 8o Crneundikauii Ta
Met.J114., IHAia MeTogiB koHTpornto akocTi Ha ADI BeHangamiHy
(BMpPOBHMLTBO Ta rigpoxnopug —a came: npuBeAeHHs y BigNOBIAHICTb A0
KOHTPOIb, BUMYCK MoHorpadii EP
cepii)
52. | BENMAHTEH®N kpem no 100, 30 r Banep LLisenuapis M MpeHsax HimeuumHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny be3 UA/7805/01/01
ntoc abo 3,5y T1y6i; no KoHcblomep MpogykTioHc MMBX - 3MiHM BHECEHO B TEKCT MapKyBaHHSA NEPBMHHOI YNakoBkn | peyenma
1 Ty6i B KAPTOHHIN Kep AI' nikapcbkoro 3acoby y nyHkTn 3 i 4. BBeAeHHS 3MiH
KopoobLi NPOTAroM 6-T MicAUIB NiCNsA 3aTBEPAKEHHS
53. | BIE Tabnetkn, 210 wmr; TOB YkpaiHa NMOBHUIA LINKN YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHu | Tuny be3 UA/16126/01/01
BYTINnAaA® no 10 Tabnetok y "OMHI®APMA BMPOBHMLTBA, - 3MiHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenma
6nicTepi; no 1 abo 3 KuiB" KOHTPOIb SIKOCTI, KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
Gnictepu B BUMYCK cepii: yNaKoBKW roTOBOro MikapCbKoro 3acoby (3MiHa KinbKOCTi
KapTOHHIN nayui; no TOB "®APMEKC oavHULb (Hanpvknag TabneTok, amnyn ToLo) B yNakoBLi:)
12 TabneTtok y reyn", - 3miHa no3a Aiana3oHoM 3aTBEPAXEHNX PO3MIpIB
GnicTepi; no 2 YkpaiHa; ynakoBku - BBegeHHs O00aTKOBOrO NakyBaHHS
6nictepu B MOBHU LKN nikapcbkoro 3acoby; 3miHu | Tuny - 3MiHK 3 SKOCTi.
KapTOHHIN nayui; no BUPOGHMLTBA, [oToBWI Nikapcbkuii 3aci6. 3MiHM y BUpOOHUUTBI. 3MiHa
100 Tabnetok y KOHTPOIb SIKOCTI, iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTeWHepi; no 1 BUNYCK cepii: KOHTPOMIO SIKOCTi FOTOBOTO NikapcbKkoro 3acoby (3amiHa
KOHTeNHepy B MAT HBL, abo nopaBaHHS BUPOGHUMKa, LU0 BiANOBIAAE 3a BBE3EHHS
KapTOHHIN navui «Bbopuariscbkuin Ta/abo Bunyck cepii) - Bknrovatoum

X®3», YkpaiHa

KOHTponb/B1npobyBaHHs cepii - BBeaeHHs goaaTkoBoro
BMpOGHKKa nikapcbkoro 3acoby MAT HBL,
«Bopuiariscbkuii XP3» BignoBigansHOro 3a NOBHWUIA LMK
BUPOBHMLUTBA, KOHTPOSIb SIKOCTi Ta BUMYCK Cepii; 3MiHM |




18 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TNy - 3MiHK 3 sKoCTi. [OTOBWI nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHUL
BMPOOHMLTBA ANSA YacTUHM abo BCbOro BUPOBHMYOro
npouecy rotoBoro nikapcbkoro 3acoby (AinbHUUSA, Ha AKin
npoBoAsTbCS Oyab-siki BUPOOHUYI cTagji, 32 BUHATKOM
BUMYCKY Cepiil, KOHTPOIIO SKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHs, ANs1 HECTEPUIbHUX NiKapCbKUX
3acobiB)
CynyTHS 3MiHa
- 3MiHK 3 siKoCTi. MoTOBWI NikapcbkuiA 3aci6. 3miHu y
BUPO6HMUTBI. 3amiHa abo BBeAEeHHSA AO4ATKOBOI AiNbHUL
BMPOOHMLTBA ANSA YacTUHM abo BCbOro BUPOBHMYOro
npouecy roToBOro fikapcbkoro 3acoby (AinbHuUs Ans
BTOPWHHOIO NaKyBaHHS);
- 3MiHK 3 gKkocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BUpo6HMUTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AiNbHULL
BMPOBHMLUTBA ANA YacTMHM abo BCbOro BUPOBHNYOro
npoLecy roToBoro nikapcekoro 3acoby (AinbHnus Ans
NepBUHHOIO NakyBaHHs) - BBeAeHHs AoaaTkoBoro
BMpOBGHWKa nikapcbkoro 3acoby MNMAT HBL|
«Bopuariecbknin X3 BignosigansHOro 3a NOBHUIA LMK
BMPOGHMLTBA, KOHTPONb SKOCTI Ta BUMYCK cepii
54. | BILUUIH-3 NOPOLLIOK (CyMiLu TOB "TK YkpaiHa PerioHr Kutan BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny - UA/15936/01/01
CTEPUNbHUX "ABpopa" dapmacktoTikan Ko., - 3MiHK 3 sikocTi. A®L. KoHTponb A®L. 3miHa y napameTpax
cybcTaHuin) B Ira. cneundikaui Ta/abo AoNyCTUMKX MEX, BUSHAYEHUX Y
anoMiHieBUX crneundikauisx Ha A®l, abo BUXigGHUA/NPOMIXKHUIA
6igoHax ans npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
dapmaLeBTU4HOro BUpobHMUTBa A®I - nokasHuk «Cyma AOMILLOK» (He
3acToCyBaHHs 6inbwe 5%) BkntoyeHnin y Crneumndikauito APl 3a
nokasHukom «CynpoBigHi gomiwkuy (€ 2.2.29)
55. | BILUUNIH-3 NOPOLLIOK (CyMiLu TOB "TK YkpaiHa PerioHr Kutan BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny - UA/15936/01/01
CTEPUNBHNX "Apopa" dapmachbtoTikan Ko., - 3MiHK 3 sikocTi. A®L. KoHTponb A®L. 3miHa y napameTpax
cybcTaHuin) B Iro. cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
antoMiHieBUX crneundikauisx Ha A®l, abo BUXigGHUA/NPOMIXKHUIA
6igoHax ans npoayKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
hapmMaLEeBTUHHOIO BMpobHMLUTBa AD| (BUNYYEHHSI HE3HAYHOrO NOKa3HWKa
3acToCyBaHHs AKOCTi (Hanpuknag BUIy4YeHHs 3acTapinoro nokasHuka)) -
BunyveHHs 3i Cneundikadii A®I biumniH-3 nokasHuka
«AHOMarnbHa ToKCUYHICTbY (ED, 2.6.9) BignosigHo Ao
pekomeHAaLin €Bponencbkoi hapmMaLeBTUYHOT KOMICIT
56. | BAKCIFrPUN® cycneHsis ans CaHodi PpaHuis CAHO®I BIHTPOIN PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis:amiHu | Tuny 3a UA/16141/01/01
TETPA/ iH’ekuin, no 0,5 mny Mactep IHOACTPIA, YropwmHa/ | - 3mMiHu WwWopao 6e3nekun/edeKTUBHOCTI Ta dhapmakoHarnagy. | peuernmom
VAXIGRIP nonepegHLO ®paHuia Benbrisa BeeneHHs abo 3miHu [0 y3aranbHeHVX AaHNX Npo
TETRA CNniT- 3aMnoBHEHOMY (3anoBHeHHs, cuctemy cbapmakoHarnsay (BBeAeHHs y3aranbHeHUX
BAKUMHA ONA | wnpwui; no 1 nepBUHHE Ta AaHvX nNpo cuctemy hapmakoHarnsgy, aMiHa
NPO®INAKTUK | nonepeaHbo BTOPUHHE YNOBHOBaXXEHOI 0COOU, BiANOBIAaNbHOI 3@ 34iCHEHHS
nrevny 3aMnoBHEHOMY nakyBaHHs1, apmMakoHarnsagy; KOHTaKkTHoi ocobu 3 dhapmakoHarnsay
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YOTUPLOXBA | wnpuuy 3 KOHTPOMb SKOCTI); 3asBHUKA ANA 34INCHEHHS dhapmakoHarnsaay B YkpaiHi,
JIEHTHA, NPUKPINMeHo CaHodi MNactep , AIKLLO BOHA BiAMiHHA Bif YNOBHOBaXeHOT 0cobu,
IHAKTUBOBAH | ronkoto y KapTOHHi# PpaHuis (MoBHMI BiANoBiganbHOI 3a 3aiicHeHHst hapmakoHarnsay
A kopobui; no 0,5 mn'y LMK BUPOBHULTBA, (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MILLEHHI
nonepegHbLo 3aroBHEHHS, macTtep-darina cuctemmn apmakoHarnagy) - amiHa
3arnoBHEHOMY nepBUHHE Ta yMNOBHOBaXeHOi 0cobu 3asiBHUKa, Bi4MOBiAanbHOI 3a
Lwnpuui; no 1 BTOPUHHE dapmakoHarnsa.
nonepenHLo nakyBaHHs, MponoHoBaHa peaakuis: Xarke LWonnep, goktop
3arnoBHEHOMY KOHTPOIb SKOCTI, meanumnm / Heike Schoepper, MD. 3MiHa KOHTaKTHUX
wnpuuy 6e3 ronku y BUMYCK cepii; [OaHVX YNOBHOBaXEHOI 0cobU 3asiBHVKA, BiAnoBiganbHoi
KapTOHHIN kopobuyj; BTOPUHHE 3a 3pincHeHHs papmakoHarnagy. 3miHa mMicus 34iMCHEHHS
no 0,5mny nakyBaHHs, OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
nornepegHbLo KOHTPOIb SKOCTI, MicLe3HaxoaXXeHHsA macTep-caiina cucremu
3arnoBHEHOMY BUMNYCK cepii); apmakoHarnsgy
wnpuui; no 1 CaHodi-ABeHTic
nonepegHLo Mpawsit Ko. N14.,
3anoBHEHOMY MnaTtdpopma
Lwnpuuy 3 norictukv Ta
MPUKPINMEHo AncTpubyuii y m.
TFOMKOI0 Y KapTOHHIN Bypanew,
kopobui; no 0,5 mn'y YropwmHa
nonepegHLo (BTopuHHE
3arMoBHEHOMY nakyBaHHs, BUNYCK
wnpwui; no 1 cepii); CPHA CA,
nonepegHLO Benebris (BropuHHe
3arnoBHEHOMY naKyBaHHs)
Lwnpuuy 6e3 ronku y
KapTOHHIN kopobui
57. | BAJIMICAP 160 | TabneTku, BKpUTI Makneonc IHais Makneonc IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/16186/01/03
NniBKOBOIO dapmacbloTUK dapmacbloTmkanc - 3miHu 3 skocTi. FoToBMIA Nikapchkuii 3acib. Cuctema peuenmom
obornoHkoto, no 160 anc Jliviteq Nimiten KOHTeVHep/3aKkynoptoBanbHui 3aci6. 3MiHa y NnepBuHHIN
mr; no 10 TabneTok YMaKoBLli FOTOBOIO NiKapCbKOro 3acoby (TUn KOHTeWHepa
y 6nictepi, no 1 abo abo goaaBaHHS HOBOTO KOHTeHepa) - BunyyeHHs
3 bnictepu y NEePBUHHOI YNAKOBKW, LLIO HE NPU3BOAUTE OO MOBHOMO
KapTOHHIl kopoOLi BUMYYEHHS NMikapcbkoro 3acoby 3 NeBHOK cunoto Aii abo y
neBHin nikapcbkin dopmi - BunyyeHHs nepBUHHOT
YMNaKOBKW - hrakoHW Ansi BCiX 403yBaHb 3 BiAMNOBIAHMMMU
3MiHaMu B p. «YNnakoBkay. 3MiHM BHECEHI B iHCTPYKLito Ans
MeAMYHOro 3acTOCyBaHHSI NikapCbkoro 3acoby y po3ain
"YnakoBka", (BUNy4eHHs NepBUHHOI YNaKkoBKW - (ONaKoH
Ans BCiX 403yBaHb). BBeAeHHA 3MiH npoTarom 6-Tu
MicsiLiB 3 4aTV 3aTBEPKEHHS
58. | BAIIMICAP 320 | TabneTku, BKpUTI Makneonc IHAis Makneoac IHAis BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3MiHu | Tuny 3a UA/16186/01/04
NniBKOBOO dapmMacbloTUK dPapmacbloTUkanc - 3miHu 3 AkocTi. [oToBMIA Nikapcekuii 3acib. Cuctema peuernmom
obonoHkot, no 320 anc Jiviteg TimiTen KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa y nepBUHHIN

mr; no 10 TabneTok
y 6nicTepi, no 1 abo
3 Bnictepu y
KapTOHHI kopobui

yMakoBLji FOTOBOrO NikapCbKoro 3acoby (Tvn KoHTenHepa
abo foaaBaHHSA HOBOTO KOHTeWHepa) - BunyyeHHs
NMepBMHHOT YNaKoBKMK, L0 He NPVU3BOANTL A0 NOBHOIO
BUITYYEHHS NiKapCbKoro 3acoby 3 NeBHOK curoto Aji abo y
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
neBHiN nikapcbkin dopmi - Buny4yeHHs nepBUHHOI
yNaKoBKW - hnakoHW Ansi BCiX 403yBaHb 3 BiAMNOBIAHMMMU
3MiHaMu B p. «YnakoBkay. 3MiH1 BHECEHI B iHCTPYKLIito Ans
MeaMYHOro 3acTOoCyBaHHSI Nikapcbkoro 3acoby y po3ain
"YnakoBka", (BUNy4EHHsI NEPBUHHOI YNaKoBKW - (ONaKoH
Ons BCix go3yBaHb). BBeaeHHst 3mMiH npoTsarom 6-u
MicsLIB 3 4aTV 3aTBEPKEHHS
59. | BAJIMICAP 40 TabneTkn, BKPUTI Makneonc IHAis Makneoac IHpis BHECEHHS 3MiH 0 peecTpaliiHiX MaTepianis: 3MiHu | Tuny 3a UA/16186/01/01
NniBKOBOKO dapmacbrThK dapmackloTrKarnc - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema peuenmom
o6onoHkoto, no 40 anc Jliviteg Nimiten KOHTenHep/3akynoptoBanbHuin 3aci6. 3MiHa y NepBUHHIl
mr; no 10 TabneTok YMaKoBLli FOTOBOIO NiKapCbKOro 3acoby (Tun KoHTewHepa
y 6nictepi, no 1 abo abo goaaBaHHS HOBOrO KOHTeWHepa) - BunyyeHHs
3 6nictepu y NEePBUHHOI YMaKOBKM, O He NMPU3BOANTL A0 NOBHOMO
KapTOHHiI kopoOui BUMYYEHHS NikapCcbKoro 3acoby 3 NeBHOK cunoto Aii abo y
neBHiIn nikapcbkin dopMi - BunyyeHHs nepBUHHOT
YMaKOBKW - hrakoHW Ansi BCiX 403yBaHb 3 BiAMNOBIAHMMMU
3MiHaMu B p. «YNakoBkay. 3MiHW BHECEHI B iHCTPYKLitO Ansi
ME[MYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3gin
"YnakoBka", (BUNyYEHHsI MEPBUHHOI YNaKoBKW - (ONaKoH
Ons BCix o3yBaHb). BBegeHHs 3MiH npoTarom 6-tm
MiCALIB 3 AaTW 3aTBEPKEHHS
60. | BAIIMICAP 80 TabneTkn, BKPUTI Makneoac IHaisa Makneonc IHais BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/16186/01/02
NniBKOBOKO dapmacbkloThK dapmackroTmKanc - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
o6onoHkoto, no 80 anc Jliviteq NimiTen KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa y NepBUHHIN
mr; no 10 TabneTok YMaKoBLli FOTOBOrO NiKapCbKoro 3acoby (TUn KoHTeWHepa
y 6nictepi, no 1 abo abo goaaBaHHS HOBOTO KOHTeHepa) - BunyyeHHs
3 Bnictepu y NepBUHHOI YNaKoBKY, LLIO HE NPU3BOAUTL 40 NOBHOMO
KapTOHHIl kopoOLi BUMYYEHHS Mikapcbkoro 3acoby 3 neBHO cunoto aji abo y
neBHin nikapcbkin dopmi - BunyyeHHs nepBUHHOT
yrNakoBKU - pnakoHn Ans BCiX 403yBaHb 3 BiANOBIAHMMMU
3MiHaMu B p. «YNnakoBkay. 3MiHWM BHECEHI B iHCTPYKLito Ans
MELMYHOro 3aCTOCyBaHHs nikapcbkoro 3acoby y po3gin
"YnakoBka", (BUNy4YEHHs1 NEPBUHHOI YNaKOBKU - ONaKoH
Ons BCix Ao3yBaHb). BBeaeHHst 3MiH npoTsarom 6-tu
MicsLIB 3 ATV 3aTBEPKEHHS
61. | BAIICAPTAH TabneTkn, BKpUTI TOB "TeBa YkpaiHa Axrtasic NTA, ManbTa/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/5744/01/01
H-TEBA NniBKOBOKO YkpaiHa" ManbTa; Bonrapis - MOJAHHSA OHOBMNEHOTO cepTudikaTy BiAMOBIAHOCTI peuenmom
obonoHkoto, no 160 BankaHdapma- €sponeiicbkint papmakonei R1-CEP 2012-338-Rev 01
mr/12,5 mr; no 10 OynHuus AT, (nonepeaHs Bepcist R1-CEP 2012-338-Rev 00)Ha AdI
Tabnetok y 6nictepi; Bonrapis BancapTaH, Bif BXe 3aTBepa)keHoro BupobHuka DIVI'S
no 3 abo 9 6nictepis LABORATORIES LIMITED-UNIT II, IHais.
Y KapTOHHIl kopobui BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUMY - po3aineHHs meToay
Bu3HayeHHs gomiwok NDBA ta NMPA B A®I BancapTaH
3a gonomoroto metoay BEPX-MC/[] Ha aBa meToau:
3aTBEepMAKEHNI MeTog 3a gonomoroto BEPX-MC ans
Bu3HavyeHHs NDBA Ta HoBuin MmeTop 3a gonomoroto 'X-MC
ans BusHaveHHss NMPA. BeegeHHst 3MiH npoTsrom 6-tu
MicsILB NMicnsi 3aTBEPOXKEHHS;
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHW | TUNY - 3BY>XXEHHS JOMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii Ha A®I Big BupobHuka M3, Ans gomilok
NDMA ta NDEA po mexi «He 6inbwe 0,03 ppm»,
BignosigHo oo sBumor EMA
62. | BAIICAPTAH TabneTkn, BKpUTI TOB "TeBa YkpaiHa AkTasic 1T, Manbta/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/8900/01/01
H-TEBA NniBKOBOIO YkpaiHa" ManbTa; Bonrapis - MOAAHHSA OHOBNEHOrO cepTudikaTy BiANOBIAHOCTI peuenmom
obonoHkot, no 320 BankaHdapma- €sponeicbkin bapmakonei R1-CEP 2012-338-Rev 01
mr/12,5 mr; no 10 Oynuuus AT, (nonepeaHs Bepcis R1-CEP 2012-338-Rev 00)Ha AdI
Tabnetok y 6nictepi; Bonrapis BancapTaH, Bif BXe 3aTtBepakeHoro BupobHuka DIVI'S
no 3 abo 9 bnicTtepis LABORATORIES LIMITED-UNIT II, IHgis.
Y KApTOHHI Kopobui BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS; 3MiHM | TUNY - po3gineHHs meToay
Bu3Ha4yeHHs gomiwok NDBA ta NMPA B A®I BancapTaH
3a gonomorot metogy BEPX-MC[] Ha aBa meToau:
3aTBEepMAKeHun MeTog 3a gornomoroto BEPX-MC ans
Bu3HaveHHss NDBA Ta HoBuin meTopg 3a gonomoroto N'X-MC
ans BusHayeHHss NMPA. BeegeHHs1 3mMiH npoTsirom 6-tu
MicAUiB Nicnsa 3aTBEPAXEHHS;
3MiHW | TUNY - 3BYXXEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii Ha A®I| Big BupobHwvka 13, ans gomilok
NDMA ta NDEA po mexi «He Ginbwe 0,03 ppmy,
BignosigHo oo sBumor EMA
63. | BAIICAPTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa Axrtasic NTA, ManbTa/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/5743/01/01
H-TEBA NniBKOBOIO YkpaiHa" ManbTa; Bonrapis - No[aHHs1 OHOBMNEHOro cepTudikaTy BiANOBIAHOCTI peuernmom
obornoHkoto, no 80 BankaHdapma- €sponevicbkin bapmakonei R1-CEP 2012-338-Rev 01
mr/12,5 mr; no 10 OynHuus AT, (nonepepaHs Bepcis R1-CEP 2012-338-Rev 00)Ha AdI
Tabnetok y 6nictepi, Bonrapis BancapTaH, Bif BXe 3aTBepaxeHoro BupobHuka DIVI'S
no 3 abo 9 brictepis LABORATORIES LIMITED-UNIT II, IHgis.
Y KapTOHHIln kopobui BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBEPAKEHHA3MIHM | TUNY - pO3AinNeHHs meToay
Bu3HayeHHs gomiwok NDBA ta NMPA B A®I BancapTaH
3a gonomoroto metogy BEPX-MC[] Ha aBa meToau:
3aTBEPKEHUI MeTog 3a gonomoroto BEPX-MC ans
Bu3HaveHHss NDBA Ta HoBuin meTopg 3a gonomoroto 'X-MC
ons BusHayeHHss NMPA. BeegeHHs1 3mMiH npoTsirom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHM | TUNY - 3BYXXEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii Ha AP Big BupobHuka 13, ans gomilok
NDMA ta NDEA po mexi «He binbe 0,03 ppmy,
BianosigHo oo sBumor EMA
64. | BAIICAPTAH TabneTku, BKPUTI TOB "TeBa YkpaiHa Axrtasic NTA, ManbTa/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/5744/01/02
H-TEBA NNiBKOBOIO YkpaiHa" ManbTa; Bonrapis - NoAaHHs OHOBMEHOro cepTudikaTy BiANOBIAHOCTI peuenmom
obornoHkot, no 320 BankaHdapma- €sponevicbkin bapmakonei R1-CEP 2012-338-Rev 01
Mr/25 mr; no 10 OynHuus AT, (nonepeaHs Bepcist R1-CEP 2012-338-Rev 00)Ha AdI

TabneTtok y 6nictepi;

Bonrapis

BancapTaH, Bif BXe 3aTBepaxeHoro BupobHuka DIVI'S
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 3 abo 9 Gnictepis LABORATORIES LIMITED-UNIT II, IHgis.
Y KapTOHHIl kopobLi BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - po3aineHHs meToay
Bu3Ha4yeHHs gomiwok NDBA ta NMPA B A®I BancapTaH
3a gonomoroto metogy BEPX-MC[] Ha aBa meToau:
3aTBEepMAKEeHNIN MeTog 3a gonomoroto BEPX-MC ans
Bu3Ha4veHHss NDBA Ta HoBui meTog 3a gonomoroto MX-MC
ans BusHaveHHss NMPA. BeegeHHst 3miH npoTsirom 6-11
MicAUiB Nicnsa 3aTBEpAXEHHS;
3MiHM | TUNY - 3BYXXEHHS AONYCTUMMUX MEX, BUSHAYEHMUX Y
cneundikadii Ha A®I| Big BupobHwuka 13, ans gomilok
NDMA ta NDEA po mexi «He Ginbwe 0,03 ppmy,
BignosigHo oo sBumor EMA
65. | BAIICAPTAH TabneTkn, BKPUTI TOB "TeBa YkpaiHa AxTasic T, Manbta/ BHECEHHS 3MiH O peecTpauiHMx maTtepianis:3mMiHu | Tuny 3a UA/5743/01/02
H-TEBA NniBKOBOKO YkpaiHa" ManebTa; Bonrapis - MOAAHHSA OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI peuenmom
obornoHkoto, no 160 BankaHdapma- €sponeicbkin bapmakonei R1-CEP 2012-338-Rev 01
mr/25 wr; no 10 OynHuug AT, (nonepeaHs Bepcia R1-CEP 2012-338-Rev 00)Ha AdI
Tabnetok y 6nictepi, Bonrapis BancapTaH, Bif Bxe 3aTtBepaykeHoro BupobHuka DIVI'S
no 3 abo 9 bnicTtepis LABORATORIES LIMITED-UNIT II, IHgis.
Y KApTOHHI Kopobui BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAXKEHHA3MIHM | TUNY - PO3AiNeHHs meToay
Bu3HayeHHs gomiwok NDBA ta NMPA B A®I BancapTaH
3a gonomorot metogy BEPX-MC[] Ha aBa meToau:
3aTBEPKEHUI MeTog 3a gonomoroto BEPX-MC ans
Bu3HayeHHss NDBA Ta HoBuin meTop 3a gonomoroto MX-MC
ons BusHaveHHss NMPA. BeegeHHs1 3mMiH npoTsirom 6-tu
MicsILiB MicNsi 3aTBEPOXKEHHS.
3MiHM | TUNY - 3BY)XEHHSA JONYCTUMUX MEX, BUSHAYEHMX Y
cneundikadii Ha AP Big BupobHuka 113, anst fomilok
NDMA ta NDEA po mexi «He 6inbwe 0,03 ppmy,
BianosigHo oo sBumor EMA
66. | BEHKIIIKCTO® | TtabneTku, BKpUTI E66BI LLisenuapis E668i AipneHg HI IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amitu || Tuny 3a UA/16667/01/01
NniBKOBOIO Biocapmachkto B.B., IpnaHgis HimeuyunHa - 3MiHV BHECEHO B KOPOTKY XapaKTepUCTUKy fikapcbkoro | peuenmom
obornoHkoto, 10 Mr Tikans MM6X (BMpOBHMLTBO 3acoby go po3sginy "®apmakonoriyHi BnacTmBocTi".
Ne 14 (no 2 nikapcbkoro 3acoby, BBeaeHHsA 3aMiH npoTarom 6-Tu MicsuiB nicns

Tabnetku y Gnictepi,
no 7 onictepis B
KapTOHHiIN kopobLyi)

TecTyBaHHs); EGGBI
Houneng M'moX i
Ko. KT, HimeuunHa

3aTBEePAKEHHS; 3MiHu |l TUny - 3MiHW BHECEHO B iHCTPYKLLIO
ONs MEAUYHOIO 3aCTOCYBaHHS Ta KOPOTKY XapaKTepucTuky
nikapcbkoro 3acoby ao posginy "lNokasaHHs" (aopaHo

(BUpOGHULITBO, nokasaHHs: "fikapcbkuii 3aci6 BeHknikcTo® B kombiHaLii 3
nakyBaHHs Ta rinOMEeTUMIOIYMM areHTOM MNoka3aHui Ans nikyBaHHSA
TEeCTyBaHHs [0poCnMX NauieHTIB i3 BnepLue A4iarHOCTOBaHNM rOCTpUM
NPOMIXXHOTO MienoigHum nerikozom (FMJ1), skum He Moxe ByTu
ekcTpyaary npusHayeHa iHTeHCcBHa ximioTepania") Ta, gk Hacnigok, Ao

BEHEeTOKIaKCy; po3ginis iHCTpyKUii "®apmakonorivyHi BnactueocTi",
nepBrHHe Ta "MpoTunokasaHHs", "B3aemogaisa 3 iHLWMMM nikapCbkuMmn

BTOPUHHE 3acobamu Ta iHwWi Buam B3aemopin”, "OcobnmBocCTi
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHS, BUMYCK 3acTocyBaHHs", "30aTHICTb BNAMBAaTU Ha LWBWAKICTb
cepii rotoBoro peakLii Npy kepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
nikapcbkoro 3acoby) mexaHiamamu", "Cnocib 3actocyBaHHs Ta fo3un", "[NobivHi
peakuii" Ta 4O po3AiniB KOPOTKOI XapakTepucTuky "[losm Ta
cnoci6 3actocyBaHHs", "lMpoTunokasaHHs", "Ocobnusi
3acTepexeHHs Ta 3anobixHi 3aX0Au Npu 3acTocyBaHHI",
"B3aemogis 3 iHWMMM nikapcbkumMmn 3acobamu Ta iHLWi Buau
B3aemogin", "Bnnve Ha 3aaTHICTb kepyBaTu
TpaHcnopTHMMKM 3acobamm abo npauoBaTHt 3 iHWMMK
aBTOMaTu3oBaHNMmM cuctemamu”, "MoGidHi peakuii”,
"®apmakonoriyHi BnactmeocTi". BBeaeHHs 3MiH npoTsrom
6-TW MicaLiB NicNs 3aTBEPAXKEHHSA
67. | BEHKNIKCTO® | Ttabnetku, BKpUTI E66Bi LLisenuapis E668i AnprieHp HI IpnaHais/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:aminu || Tuny 3a UA/16667/01/02
NniBKOBOKO Biocapmachkto B.B., IpnaHgis HimeuunHa - 3MiHVM BHECEHO B KOPOTKY XapaKTepUCTUKy MikapCbKoro | peuenmom
obonoHkoto, 50 mr Tikan3 MM6X (BUpOBHMLTBO 3acoby go po3sginy "®apmakonoriyHi BnactmBocTi".
Ne 7 (no 1 TabneTui nikapcbkoro 3acoby, BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
y bnictepi, no 7 TecTyBaHHs); EGGBI 3aTBEPKEHHS; 3MiHU || TUMY - 3MiHWM BHECEHO B iHCTPYKLIO
GnicTepis B DonuneHp Mm6X i AN MeAMYHOro 3aCTOCYBaHHS Ta KOPOTKY XapaKTepuCTUKY
KapTOHHIN kopobLyi) Ko. KT, Himeuunna nikapcbkoro 3acoby ao posainy "lNokasaHHs" (aopaHo
(B1pobHMLTBO, nokasaHHs: "fikapcbkuii 3aci6 BeHknikcTo® B kombiHaLii 3
nakyBaHHs Ta rinOMEeTUIMIOYMM areHTOM NoKasaHui Ans NikyBaHHA
TEeCTyBaHHs [0pOoCnMX NauieHTIB i3 BNepLue A4iarHOCTOBaHNM rOCTpUM
NPOMIDKHOTO mienoigHum nerikodom (FMJT), akum He moxe ByTn
ekcTpyaaty npusHayeHa iHTeHcMBHa ximioTepanisa") Ta, sk Hacnigok, 4o
BEHETOKINaKCy; posginis iHCTpyKUii "®apmakonorivyHi BnactueocTi",
nepBuHHe Ta "MpoTunokasaHHs", "B3aemopis 3 iHLIMMK fikapCbKuMm
BTOPUHHE 3acobamu Ta iHwWi Buam B3aemopin", "OcobnmBocTi
nakyBaHHS, BUMYCK 3acTocyBaHHsA", "30aTHICTb BNAMBAaTU Ha LWBUAKICTb
cepii roToBoro peakuii Mpy KepyBaHHi aBTOTPaHCMOpPTOM abo iHWMMHK
nikapcbkoro 3acoby) mexaHiamamu", "Cnocib 3actocyBaHHs Ta fo3un", "MNobivHi
peakuii" Ta 4O pO3AiniB KOPOTKOI XapakTepucTukm "[osm Ta
cnocib 3actocyBaHHs", "lMpoTunokasanHs", "Ocobnumsi
3acTepexeHHs Ta 3anobixHi 3axoau Npu 3acTocyBaHHI",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "Bnnve Ha 3aaTHICTb kepyBaTu
TpaHcnopTHUMMKM 3acobamm abo npauoBaTH 3 iHWMMK
aBTOMaTM30BaHMMK cuctemamu”, "MobivHi peakuii”,
"®apmakornoriyHi BnacTmBocTi". BBeAeHHS 3MiH NpoTsrom
6-TW MicaUiB nicnsa 3aTBepAXKEHHS
68. | BEHKNIKCTO® | Tabnetku, BKpUTI E66Bi LLiBenuapis E668i AnprieHp HI IpnaHais/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis:amiHu || Tuny 3a UA/16667/01/03
NniBKOBOKO Biocdapmachkto B.B., IpnaHgis HimeuyunHa - 3MiHN BHECEHO B KOPOTKY XapakTepuCTUKy MiKapCbKoro | peyenmom
o6onoHkoto, 100 mr Tikan3 MM6X (BUpPOBHMLTBO 3acoby go po3sginy "®apmakonoriyHi BnactuBocTi".

Ne 7 (no 1 TabneTui
y 6nicTepi, no 7

nikapcbkoro 3acoby,
TecTyBaHHs); E6GBI

BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPPKEHHS; 3MiHU || TUMY - 3MiHWM BHECEHO B iHCTPYKLItO

GnicTepis B Donuneng M6X i AN MeQU4YHOro 3aCTOCYBaHHS Ta KOPOTKY XapaKTepUCTUKY
KapTOHHiI kopobLyi); Ko. KI', HimeuunHa nikapcbkoro 3acoby ao posginy "lMNokasaHHs" (aopaHo
Ne 14 (no 2 (BpOBHULTBO, nokasaHHs: "Jlikapcbkuin 3aci6 BeHknikcTo® B kOMGiHaLii 3
TabneTku y bnictepi, nakyBaHHs Ta rinoOMeTUMIOYMM areHTOM NokasaHuin Ans NikyBaHHs
no 7 nictepis B TECTYBaHHsA [0pOCnuMX NauieHTIB i3 BNepLue AiarHOCTOBaHNM rOCTpUM
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN kopobLi); NPOMIDKHOTO mienoigHum nevikozom (FMJ1), sikum He moxe ByTn
Ne 112 (no 4 eKkcTpygarty npusHayeHa iHTeHcBHa ximiotepanisa") Ta, Ak Hacnigok, Ao
Tabnetku y 6nictepi, BEHETOKINAKCy; posginis iHCTpyKUii "®apmakonoriyHi BnactueocTi",
no 7 6nictepis B nepBuHHe Ta "MpoTunnokasaHHs", "B3aemogis 3 iHLWMMK flikapCbKuMm
KapTOHHiIl kopobuyj, BTOPUHHE 3acobamu Ta iHWi Buamn B3aemogdint”, "OcobnueocTi
no 4 KapTOHHi nakyBaHHsi, BUMYCK 3actocyBaHHs", "3gaTHiCTb BNNMBaTH Ha LWBMAKICTb
KOpOOKM y rpynosin cepii rotoBoro peakuii Npy kepyBaHHi aBTOTPaHCNIOPTOM abo iHLWMMK
ynakoBsLii) nikapcbkoro 3acoby) mexaHiamamu”, "Cnoci6 3actocyBaHHs Ta 4o3un", "MobivHi
peakuii” Ta 4o po3AainiB KOPOTKOI xapakTepucTukn "0o3un Ta
cnoci6 3actocyBaHHs", "lMpoTunokasaHHs", "Ocobnusi
3acTepexXeHHs Ta 3anobixHi 3aX0Aun Npu 3acToCyBaHHI",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "Bnnve Ha 3aaTHICTb kepyBaTu
TPaHCMOPTHUMYK 3acobamu abo NpauBaTH 3 iHWMMU
aBTOMaTM3oBaHMMK cucteMmamu”, "lMobivHi peakuii”,
"®apmakonoriyHi BnactueocTi". BBeaeHHs 3mMiH npoTsrom
6-TK MicALIB Nicns 3aTBepPAXKEHHS
69. | BEC-HOPMA rpaHynu, no 10 ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny bes UA/3812/01/01
neHani "HaujioHanbHa [omeonaTtnyHa - MepeHeceHHs BUPOBHMYOT AinbHuULi AnTeka peuenma
nonimepHomy; no 1 [omeonaTuyH Cninka" "HauioHanbHa NomeonaTtuyHa Cninka"Ne1 ans A®I Sulfur
neHany B nayui 3 a Cninka" 30CH; 3anponoHoBaHo: KuiB, Byn. TypreHescbka, 76-78,
KapTOHY rpyna npum. Ne45 Ykpaina; 3mitu | Tuny - nepeHeceHHs
BUPOBHMYOT AinbHULi AnTeka "HauioHanbHa
[omeonaTtuyHa Cninka"Ne1 gnsa A®| Gelsemium 30CH,;
3anponoHoBaHo: Kuis, Byn. TypreHescbka, 76-78, rpyna
npum. Ne45 YkpaiHa; 3miHu | Tuny - nepeHeceHHs
BMPOGHMYOI AinbHUUI AnTeka "HauioHanbHa
[omeonaTtnyHa Cninka"Ne1 ans A®I Cimicifuga 200CH,;
3anponoHoBaHo: Kuis, Byn. TypreHescbka, 76-78, rpyna
npuM. Ne45 YkpaiHa; 3miHu | Tuny - nepeHeceHHs
BUPOBHMYOT AinbHULi AnTeka "HauioHanbHa
FomeonaTtnyHa Cninka"Ne1 ana A®I Ammonium
carbonicum 200CH; 3anponoHoBaHo: Kuis, Byn.
TypreHeBcbka, 76-78, rpyna npum. Ne45; amiHu | Tuny -
nepeHeceHHsi BUpoOHUYOI AinbHUL AnTeka "HauioHanbHa
FomeonaTnyHa Cninka"Ne1 ans A®I Lycopodium 1000CH.
B3anponoHosaHo: Kuis, Byn. TypreHeBcbka, 76-78, rpyna
npum. Ne45 YkpaiHa
70. | BITAnNMA KOHLeHTpaT Ans DdpeseHiyc HimeuunHa Ppeseniyc Kabi Ab LLsewis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:amiHu | Tuny 3a UA/16590/01/01
pO34nHy Ang Kabi - OHOBJIEHHS BXeE 3aTBEPIKEHNX METOAIB KOHTPOIIO SIKOCTi | peuernmom
iHdpysin; no 10 mny Honunang N3, a came BMKNageHHS TEKCTY AEPXKABHOK MOBOKO
CKMSHIA amnyni; no 6X

10 amnyny
KapTOHHiI kopobLyi

3riaHo cyyacHux Bumor. MprBeaeHHs MeTOAIB KOHTPOIO
AKOCTi 3a nokasHukamu «KinbkicHe BU3HaYEHHs!
eprokanbumdepony», «KinbkicHe BU3Ha4eHHs anbda-
ToKodbepony, peTuHony, itomeHagioHy», «KinbkicHe
BU3HAYEHHS mMiuepuHy», «KinbkicHe BUSHAYEHHs!
Tpurniuepuaisy, «KinbkicHe BU3HaYeHHs dpocdoninigis» y
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BiAMNOBIAHICTb 4O aHaniTUYHUX METOAMK BUPOOHMKa
(peaakuinHi npaskn)
71. | BITAMIH C 500 | TtabneTtku xyBasnbHi AT YkpaiHa AT "KNIBCbKNM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny bes UA/5623/01/01
3 anerbCHOBUM "KNIBCbKUM BITAMIHHWW - BUNYYeHHS nokasHuka «Baxki metanu» 3i cneuudikauii | peuenma
cmakom no 500 wr, BITAMIHHA 3ABOLO" A®I| AckopbiHoBa KucnoTa; 3miHu | Tuny - 3amiHa
no 10 Tabnetok y 3ABOLO" BUPOBHMYOI OinbHUUI Bif BXe 3aTBEpAXEHOro BUPOOHMKa
6nictepi; no 3 Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
Gnictepu B naywi; no AckopbiHoBoi kucnoTtu «Northeast Pharmaceutical Group
30 Tabnetok y Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
KOHTEWHepi Shenxiliu Dong Road, Economic Technology Development
(6aHouui); no 1 District, Shenyang, China/lLleHrkcuny OoHr Poag, 29, 30Ha
KOHTeWHepy EkoHomivHoro Ta TexHonoriyHoro Po3sutky, LUeHsHr,
(6aHouui) y nayuj; Kutan
no 10 tabnetok y
6nictepax; no 30
Tabnetok y
KOHTeWHepax
(6aHo4Kax)
72. | BITAMIH C 500 | Tabnetku xyBarbHi AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny bes UA/5624/01/01
3 JIMMOHHNM CMaKoM "KNIBCbKUW BITAMIHHUN - BUNYYeHHs nokasHuka «Baxki meTtanuy 3i cneumadikawii peuenma
no 500 mr, no 10 BITAMIHHA 3ABOLO" A®| AckopbiHoBa kucnoTa; 3MiHu | Tuny - 3amiHa
TabneTtok y 6nictepi; 3ABOO" BMPOBHMYOI AiNbHULI Bifg BXe 3aTBepaXeHOro BUpobHvka
no 3 Gnictepu B Ha HOBY AiNbHULIIO Bif 3aTBEPOXEHOrO BUPOGHMKA
navui; no 30 AckopbiHoBoi kucnotu «Northeast Pharmaceutical Group
Tabnetok y Co., Ltd.», Kutan. lNMponoHoBaHa pepakuisa: Ne.29,
KOHTeNHepi Shenxiliu Dong Road, Economic Technology Development
(6aHouui); no 1 District, Shenyang, China/lLeHrkcuny OoHr Poag, 29, 3oHa
KOHTEWHepy EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLeHsiHr,
(6aHouui) y navuj; Kutaw
no 10 Tabnetok y
6nictepax; no 30
Tabnetok y
KOHTeWHepax
(6aHouKax)
73. | BITAMIH C 500 | TtabneTtku xyBasnbHi AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny be3 UA/1861/01/01
3 NepPCUKOBUM "KUIBCBKUI BITAMIHHAW - BUNYYeHHs nokasHuka «Baxki meTtanuy 3i cneundikauii | peuenma
cmakom o 500 mr BITAMIHHAWM 3ABOO" A®I AckopbiHoBa KucnoTa; 3amiHm | Tuny - 3amiHa
no 10 Tabnetok y 3ABOL" BMPOGHMYOT AiNbHULI Big BXe 3aTBEpPOXEHOrO BUPOOHMKa

GnicTepi; no 3 abo 6
GnicTepis B nauvwy;
no 30 TabneTtok y
KOHTeWHepi
(6aHouuij); no 1
KOHTeWHepy
(6aHouUi) y navuj;
no 10 Tabnetok y
Gnictepax; no 30

Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
AckopbiHoBoi kucrotn «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. MponoHoBaHa peaakuisi: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny foHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLUeHsHr,
Kurtawn
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TabneTok y
KOHTeWHepax
(6aHo4Kax)
74. | TEMOMPOKT cynosuTopii TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny bes UA/12641/01/01
pekTanbHi no 5 "®APMEKC reyn" - 3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHicTb. | peuenma
CynosuTopiiB y reyn" 3MiHa y TepmiHax npyaaTHOCTi abo ymoBax 36epiraHHs
cTpwvni; no 2 ctpunu roTOBOIO MiKapCbKoro 3acoby (36inbLUeHHs TepMiHY
B NauLi 3 KAPTOHY NpUAATHOCTI FOTOBOrO fikapcbKoro 3acoby) - [ins Toprosoi
ynakoBku (NiATBEPAKYETECA AaHUMM pearnbHOro 4acy) -
36iNnbLUeHHs1 TepMiHY NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby. 3aTtBepaKeHO: 2 poku. 3anponoHOBaHO: 3 POKM.
3MiHU BHECEHI B iHCTPYKL0 ANs MEAWYHOIO 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTI".
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
75. | TEPLUENTUH® niodinisat ans . XocpdbmaHH- | Lsernapis BrpobHuuTBO CLIA/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/13007/01/01
KOHLeHTpaTy Ans Na Pow Jl1g Hepo3dacoBaHoI HimeyunHa/ - 3asIBHUKOM HagaHo oHoBReHwn NMnaH ynpasniHHS peuenmom
PO34nHYy Ans NPOAYKLUii, NepBuUHHE LLiBenyapia pusukamm (MYP) Bepcisa 23.0. 3MiHM BHECEHO A0 YaCTUH:
iHdpysin no 150 wr; nakyBaHHs: Il «MnaH 3 chapmakoHarnsgy», VIl «Jogatkun» y 3B'A3Ky 3
nioginisat anga [>xeHeHTeK IHK., npvBeAeHHSAM MaTepianis peecTpauinHoro Aocbe y
KOHLeHTpaTy Ans CLA; BnpobHuuteo BiOMOBIAHICTb 0 AOKYMeHTaLii 3asBHuKa
PO34MHY And HeposdacoBaHoi
iHOY3iN y donakoHi, NPOAYKLUii, NepBuUHHE
no 1 dnakoHy B nakyBaHHs,
KapTOHHiI kopobLyi BTOPUHHE
nakyBaHHs,
BUNpPOOYBaHHs
KOHTPOMIO SIKOCTI,
BUnyck cepii: Poww
HiarHocTuke M6X,
HimeyunHa
BTopuHHe
nakyBaHHs1,
BMNPOOYBaHHS
KOHTPOMIO SIKOCTI,
BUMYCK cepii:
®.XocbdpmaHH-Ia
Pow g,
LLiseviuapis
76. | TEPLUENTUH® niodinisat ans . XocpdbmaHH- | Llsernapis Brpo6HuuTBO CLIA/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny 3a UA/13007/01/02
KOHLeHTpaTy Ans Jla Pouw JlTg Hepo3adhacoBaHoI LLisenuapis - 3asIBHUKOM HagaHo oHOBMeHwN NMnaH ynpasniHHS peuenmom
PO34nHy Ans npoayKuii, nepBuHHe pusukamu (MYP) Bepcisa 23.0. 3MiHM BHECEHO [0 YacTWH:
iHdpysin no 440 wr; nakyBaHHs, Il «MnaH 3 bapmakoHarnaay», VIl «dogatkun» y 3B'A3Ky 3
niodpinizat gns BUNPOOYBaHHS. npvBeAeHHsIM MaTepianis peecTpauinHoro Aocbe y
KOHLeHTpaTy Ans KOHTPOIIO SKOCTI BiQNOBIAHICTb 10 AOKYMeHTaLii 3asiBHUKa
pO34nHy AnA (TinbKn
iHOY3iN y donakoHi, CTEPUIbHICTb Ta
pasom 3 20 mn MeXaHiYHi

PO34YUHHUKa

BKIMIOYEHHS):
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

(PO3YMHHMK:
GakTepiocTaTuyHa
Boda Ans in'ekuin 20
MI1, WO MICTUTb
1,1% 6eH3nnoBoro
cnupTy Ta Bogy Ansi
iH'exuin) y cpnakoHi B
KapTOHHiI kopobui

[bxeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPOIIO SKOCTI
(Tinbkn
CTepuUnbHIiCTb Ta
MeXaHiYHi
BKITIOYEHHS):
[>XKeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPOIO AKOCTi:
®.XocbdpmaHH-Ia
Pow JTg,
LLBenuapis;
BTopuHHe
nakyBaHHs1,
BUNpPoOYBaHHS
KOHTPOIMIO AKOCTI,
BMNYCK cepii:

& . XopdpmaHH-J1s
Pow JTg,
LLiBeviuapis;
Po34nHHuKK:
BupobHuLTBO
Hepo3dhacoBaHoi
NpoAyKLii, NepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO SIKOCTI,
BUMYCK cepii:
®.XodbdpmaHH-Ia
Pow JTg,
LLisenuapis;
BunpobyBaHHs
KOHTPOIO SIKOCTi:
& . XopdpmaHH-J15
Pouw NTa,
LLisenuapis

77.

rAPOKOPTU3
OHY ALUETAT

cycneHsisa ans
iH'ekuin, 25 mr/mn,
no 2 mn B amnyni 3i
ckna; no 10 amnyny
nayui; abo no 5
amnyn y 6nictepi; no
2 6nictepu y nauui

AT "BIONIK"

YkpaiHa

AT "BIONIK"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema
KOHTeWHep/3aKynoptoBanbHuUi 3aci6 (iHWwi 3MiHn) -
BHECEHHS A0AATKOBOro nakyBaHHs aMmnyn y 6nicrepi, a
came no 2 Mn B amnynax 3i ckna, no 5 amnyn y 6nicrepi,
no 2 6nictepy y nayui, 63 3aMmiH1u nepBUHHOIO
nakyBanbHOro MaTepiany, 3 BiANoBiAHUMN 3MiHaMK Y p.
«Ynakoka» MKA 13. Mpu nakyBaHHi amnyn 3 KinbLem

3a
peuernmom

UA/5626/01/01
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3namy abo ToYKo 3namy ckapudikaTop He BKNagaeTbCs.
3MiHN BHECEHI B iIHCTPYKLiO ANS MEAWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska"
78. | MAPOKCUCEM | kancynu no 500 mr Mepak Himeuunna Mepak Nesenbwadt HimeyvumHa BHECEHHS 3MiH A0 peecTpauiiHnx martepianis:amiHu | Tuny 3a UA/6720/01/01
OBUHA MELAK | no 10 kancyn y [esenbladT rop KniHiwe - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuenmom
Gnictepi; no 10 rop KniHiwe Lneuianenpenapat BeegeHHs abo 3MiHM [0 y3aranbHeHVX AaHnX Npo
6nictepis y kopobui LWneuiansnpe e M6X, HimeuumnHa cuctemy cpbapmakoHarnsay (BBeAeHHS y3aranbHeHNX
3 KapTOHY napate M6X (BMPOBHWK, WO AaHUX Npo cuctemy apMakoHarnsagy, amiHa
Bignosinae 3a ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3AiNCHEHHS
BTOPUHHE hapmMakoHarnsagy; KOHTakTHoi ocobu 3 chapmakoHarnsay
nakyBaHHs, 3asBHUKA ANA 34iNCHEHHs dhapmakoHarnsay B YkpaiHi,
MapKyBaHHS SIKLLIO BOHA BigMiHHa BiJ yNOBHOBaXeHoI ocobu,
NepBUHHOI BiANOBIAANbLHOI 3a 3AiNCHEHHsT bapmakoHarnsay
yrnaKkoBKu, (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
KOHTponb/Bunpobys macTtep-darina cuctemmn hapmakoHarnagy) - amiHa
aHHA cepii Ta 3a yMOBHOBaXeHOi 0cobu 3asiBHUKa, BiAMOBIAANbHOI 3a
BWMYCK cepii); XaynT 3AiNCHeHHA hapmakoHarnsgy. [NponoHoBaHa peakuis:
dapma Amaper Dr. Barbara Jogereit. 3MiHa KOHTaKTHVX AaHUX
'm6X, HimeuunHa, YNOBHOBaXEHOT 0cObU 3asiBHMKA, BignoBiganbHoi 3a
HimeyunHa 3AiCHeHHs hbapmakoHarnsgy
(BUPOBHWK, LIO
Bignosigae 3a
BMPOBHMLTBO
nikapcbkoro 3acoby,
nepBYHHE, BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTponb/Bnnpobys
aHHs cepii)
79. | TMEHUET TabneTku, BKpUTI "meHmapk IHAgis "meHmapk IHAis BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/13538/01/01
EOBAHC NniBKOBOO dapmMacboTUK dapmacboTukan3 - HE3HAYHI 3MiHM Y MeTOoANL BU3HAYEHHS MOKa3HMKa peuenmom
060noHKolo, no 7, ans JlTa. nTo. «BwmicT Bogn» ans koHTponto skocti A®|. BctaHoBneHo
abo no 14, abo no po3mip HaBaxku 3paska, «Big 0,25 r go 1,00 r» siky 6epyTb
28, abo no 50 Ons TUTPyBaHHS, BignosigHo no USP <921>
Tabnetok y
KOHTeWHepi; no 1
KOHTEeWHepy B
KapTOHHI kopobui
80. | MMILEPUHOBI PO3YUH peKTanbHUiA, KYM®OEP JluToBcbka E.l. 3APBIC eHg Mpeuis BHECEHHS! 3MiH 10 peecTpaUiiHnx maTtepianis:amiHu | Tuny 6e3 UA/18738/01/01
MIKPOKNI3MU 1,8r1/2,5mn; no 2,5 BIOTEX, YAb Pecnybnika Ko., 1M - BBeZIeHHS1 HOBOro cepTudikaty ignosigHocTi R1-CEP peuenma
rniuuK gnsa M B annikaTopi B 2008-014-Rev 01 ans A®I MiuepwH Big HOBOrO
MAIIOKIB nnisyj; no 4 BupobHuka OLEON S.A.S., France; 3anponoHoBaHo:

annikaTtopu B nniBLi
B KapTOHHIl kopobLi

SPIGA NORD S.P.A./CMIF'A HOP[ C.IN.A. OLEON S.A.S.,
France; 3amiHu | TUny - 3meHLwWeHHsi po3mipy cepii M3 3 13
104 annikatopa go 12 000 annikatopis. BeegeHHs 3MiH
npoTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHSs; 3MiHu | Tuny -
BHECEHHS 3MiH Ao Cneumdikauii / MeToais BunpobyBaHHsi
N3, 30kpema: - 3BY)XEHHs1 MEX 3a Noka3HVKoM "BigHocHa
ryctuHa (20° C)" 3 «1,160 - 1,175» Ha «1,155 — 1,171y, -
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3amiHa nokasHuka "CepegHs maca" Ha "Maca HanoBHEHHS
KOHTenHepy" 3i 3MiHOlO MeToAy BUNPOGYBaHHS
(saTBepmxeHo: 2,95 r-3,13 r; 3anponoHoBaHo: 3,49 +
5%); - YTOYHEHHS KpUTEPIiB MPUAHATHOCTI Ta OAVHULL
BMMIipY 3a nokasHukom "KinbkicHe BU3Ha4YeHHs rniuepuHy”
Ta He3HauyHi 3MiHM y MeTopi BUNpobyBaHHs
(3anponoHoBaH0:62,0+5% (1,8 r/no3a +5%). BeegeHHs
3MiH NPOTArom 6-Tn MicALIB NicNs 3aTBEPMKEHHS; 3MiHN |
TUMy - BHECEHHs 3MiH o Cneuwndikadii / MeTtogis
BMNpobyBaHHs 113, 3okpema: BBEAEHHS HOBOTO
nokasHuka "O[HOPIAHICTb JO30BaHNX OAMHMUL PO3YVHIB B
OAHOA030BUX KOHTENHepax" 3 BiANOBIAHUM METOAOM
BuNpobyBaHHs. BBeaeHHs 3MiH MpPOTSAromM 6-Tu micsAuiB
nicns 3aTBepAXKEHHS; 3MiHW | TUny - BHECEHHA 3MiH A0
Cneuumdbikauii 113 Ha TepMiH NnpyuaaTHOCTI, 30Kpema:
BUITyYEHHS NokasHuka "laeHTudikauis D gns rniuepuny”.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS;3MiHM | TUNY - BHECEHHS 3MiH [0
Creundpikauii / MeTtogis BunpobysaHHs 13, 3okpema: -
BHECEHHS1 YTOUHEHHS B MeTOAi BUNpoOyBaHHS 3a
nokasHukom "Onuc"; - 3amiHa nokasHuka "KucnoTtHicte abo
NYXHICTb" Ha nokasHuk "pH" 3i amiHo MeToay
BUNPOOYBaHHS; - BHECEHHS yTOYHEHHS B MeTOAj
BunpobyBaHHs "lgeHTudikauis C Ta D". BBegeHHs 3miH
NpoTArom 6-Tn MicAUIB NicNsA 3aTBEPKEHHS
81. | DA3ATUHIB- TabneTkn, BKpUTI Mictpan AHrnis i | Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17829/01/01
BICTA nniBKOBOO Kenitan dapmachbtoTikanc Yecbka - BHECEHHS HE3HaYHUX 3MiH Y 3akpuTini yacTuHi ASMF, a | peuenmom
obornoHkoto, no 20 MeHepXMeHT Iltp, Bonrapis Pecnybnika/ | came: goAaroTbCsi mocTavanbHUKU BUXIGHUX PEYOBUH A4S
Mr, no 60 TabneTok NimiTen (nakyBaHHs); ITECT Icnanis BUpobHuLTBa ADI [azaTuHidy
y dnakoHi 3 nntoc, ¢.p.o., Yecbka
nonieTunexy Pecnybnika
BVICOKOI LLiNIbHOCTI i3 (KOHTpOMb SKOCTI
noninponineHoBo (mikpobionoriyHun));
KPULLIKOIO 3 KBiHTa-AHanituka
CUCTEMOIO 3axXUCTy c.p.o., Yexisa
Bif BiOKpUTTS (KOHTpOIb SIKOCTI
AiteMu, 1o 1 (dbisuko-ximiuHWR));
cnakoHy B CiHTOH XicnaHis
KapTOHHiIl kopobui C.N., IcnaHia
(BPOBHULTBO
(noBHWI LK)
82. | DA3ATUHIBG- TabneTku, BKPUTI Mictpan AHrnis i | Bonrapis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/17829/01/02
BICTA NniBKOBOO Kenitan dapmachbtioTikanc Yecbka - BHECEHHS1 He3HaYHMX 3MiH y 3akpuTi yactuHi ASMF, a | peyenmom
o6ornoHkot, no 50 MeHepXMeHT Iltp, Bonrapis Pecnybnika/ | came: goAaroTbCsi mocTavanbHUKU BUXIGHUX PEYOBUH AMS
Mr, no 60 TabneTok TNimiteq (nakyBaHHs1); ITECT Yexis BUpoGHMLUTBa ADI [lasatuHiby
y donakoHi 3 nnoc, ¢.p.o., Yecbka /Icnanisa

nonieTuneHy

Pecnybnika
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMCOKOI LLNbHOCTI i3 (KOHTpOIb AKOCTI
noninponineHoBo (mikpobionoriyHui));
KPULLIKOKO 3 KBiHTa-AHanituka
CUCTEMOIO 3axXuUCTy c.p.o., Yexis
Bif BiAKPUTTS (KOHTpOrb AKOCTI
aitbmu, no 1 (pisvko-ximiuHMR));
¢nakoHy B CiHTOH XicnaHis
KapTOHHiI kopobuyi C.J1., IcnaHis
(BUpOBHMLTBO
(noBHWUM LKKI))
83. | DA3ATUHIB- TabneTkn, BKpUTI Mictpan AHrnis i | Bonrapis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/17829/01/03
BICTA NniBKOBOIO Kenitan dapmachbioTikanc Yecbka - BHECEHHS1 He3Ha4YHUX 3MiH y 3akpuTi yacTuHi ASMF, a | peyenmom
obornoHkoto, no 70 MeHepXmeHT Iltp, Bonrapis Pecnybnika/ | came: goAaroTbCs mocTavanbHUKU BUXIAHNX PEYOBUH A4S
mr, no 60 Tabnetok TNiviteq (nakysaHHs); ITECT Yexis BnpobHuuTBa A®I [lasatuHidy
y dnakoHi 3 nnc, ¢.p.o., Yecbka /lcnanis
nonieTunexy Pecny6nika
BVICOKOI LLNIbHOCTI i3 (KOHTpOnb SAKOCTI
noninponineHoBo (mikpobionoriyHui));
KPULLIKOIO 3 KBiHTa-AHanituka
CUCTEMOIO 3aXUCTy c.p.o., Yexisa
Bid BigKpUTTA (KOHTpOIb SIKOCTI
Aitbmu, o 1 (diznko-ximivHMR));
¢nakoHy B CiHTOH XicnaHis
KapTOHHIl kopobui C.J1., IcnaHis
(BUpoBHMLTBO
(noBHM LMKN))
84. | DA3ATUHIB- TabneTkn, BKpUTI Mictpan AHrnis i | Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17829/01/04
BICTA NniBKOBOKO Kenitan dapmachbioTikanc Yecbka - BHECEHHS1 HE3HAYHWX 3MiH y 3akpuTin yactuHi ASMF, a | peuenmom
obonoHkoto, no 140 MeHemKMeHT Ita, Bonrapis Pecny6nika/ came: JoAaloTbCsA NocTavyanbHUKWM BUXIAHUX PEYOBUH ANS
mr no 30 TabneTok y Nimiteq (nakyBaHHs1); ITECT Yexis/ BUpo6HMUTBa ADI [lasatuHiby
dnakoHi 3 nntoc, ¢.p.o., Yecbka Icnanis
nonieTuneHy Pecnybnika
BWUCOKOI LLiNbHOCTI i3 (KOHTpOIb SIKOCTI
noninponineHoBo (mikpobionoriunun));
KPULLIKOIO 3 KBiHTa-AHanituka
CUCTEMOIO 3aXUCTY c.p.o., Yexia
Bif BiAKpUTTS (KOHTpOMb SKOCTI
AiteMu; 1o 1 (dbisunko-ximiuHWR));
drnakoHy B CiHToH XicnaHis
KapTOHHIl kopoOLi C.J1., Icnanis
(BPOGHULTBO
(noBHM LMKN))
85. | AE3O®PEMIH TabneTkn, BKpUTI TOB "MIBE YkpaiHa Mibe MmM6X HimeyumHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis:amitu || Tuny 3a UA/17211/01/01
30 NNiBKOBOIO YKPAIHA" ApuHanmiTTens - 3MiHK 3 sikocTi. [o0TOBMIA Nikapcbkuin 3aci6. KoHTponb peuenmom

ob6ornoHkoto, no 0,03
mr/0,15 mr; no 21
Tabnetui y 6nictepi,
no 1, aéo no 3, abo
no 6 Gnicrepis y

roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaLii Ta/abo JoNyCcTUMMX MEX FrOTOBOro
nikapcbkoro 3acoby (3miHa 3HaxoauTbCs No3a
3aTBEpPOKEHUMU AOMYCTUMUMK MEXaMU crieumdikauin) -
BHeCeHHs 3MiH fo Cneuudikauii 113 Ha BUNycK, 3okpema:




31 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHi kopobui 3MiHa KpuTepiiB NPUUHATHOCTI 3a NokasHukoM "KinbkicHe
BM3Ha4veHHs. Tokodepon" 3 "90-110%" Ha "70-110%"
86. | AEKAMEBIT® TabneTtkn, BKPUTI AT YkpaiHa AT "KNIBCbKNM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny bes UA/4850/01/01
NniBKOBOO "KNIBCbKWM BITAMIHHUIA - BUNYYeHHS nokasHuka «Baxki metanu» 3i cneuudikauii | peuenma
obonoHkoto; no 10 BITAMIHHA 3ABOLO" A®I| AckopbiHoBa k1cnoTa; 3miHu | Tuny - 3amiHa
Tabnetok y 6nictepi; 3ABOLO" BUPOBHMYOI OinbHULI Bif BXe 3aTBEPAKEHOro BUPOOHMKa
no 2 6nictepn y Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
nauui AckopbiHoBoi kucnoTtu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny fownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3sutky, LUeHsHr,
Kutan
87. | AEKCAINIMH®C | rpaHynu ans MeHapiHi ITrokcembypr JTaBGopaTopioc Icnania BHECEHHS! 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/9258/02/01
ALWUE oparnbHOro po3vnHy IHTEepHeLloHan MeHapiHi C.A. - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuenmom
no 25 wmr; no 10 abo OnepenwoHc BeeaeHHs abo 3miHu [0 y3aranbHeHVX AaHnx npo
no 30 ogHOA030BMX ITrokcembypr cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHnX
nakeTiB 3 rpaHynamu C.A. AaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
Y KApTOHHI Kopobui YMOBHOBaXEHOi 0COOM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3 hapmakoHarnsay
3asBHVKa ANS 34iNCHeHHA dhapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BiAMIHHA Big yNnoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
macTtep-darina cuctemmn apmakoHarnagy) - 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoT 3a
cbapmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis: Kyyep
MapuHa BacuniBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANoBiaanbHOI 3a 30iNCHEeHHS
bapmakoHarnagy B YkpaiHi
88. | AEMNAKIH TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN ®paHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/10298/01/01
XPOHO® 300 060mnoHKol0, ABeHTIC IHOACTPIA - MOJAaHHA HOBOrO cepTudikaTa BignoBigHOCTI peuenmom
Mr NPOOHroBaHoi A, YkpaiHa" €sponevicbkin dpapmakonei R1-CEP 2003-108-Rev 05 gns
no 300 mr; Ne 100 HoBoro BMpo6Huka APl Banbnpoesa kucnota SCI
(50x2): no 50 PHARMTECH, INC., Taiwan
Tabnetok y
KOHTeWHepi,
3aKPUTOMY KPULLIKOKO
3
BOIIOronornuHayeM;
no 2 KOHTEeNHepu y
KapTOHHIN kopobui
89. | AENAKIH TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN ®paHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny 3a UA/10118/01/01
XPOHO® 500 000mnoHKoI0, ABeHTIC IHOACTPIA - MoJaHHSA HOBOrO cepTudikaTa BignoBiAHOCTI peuenmom
Mr NPONOHroBaHoi gii YkpaiHa" €sponevicbkin papmakonei R1-CEP 2003-108-Rev 05 gns




32 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 500 mr; Ne 30: no HoBoro BupobHuka A®Il Banbnpoesa kucnota SCI
30 TabneTok y PHARMTECH, INC., Taiwan
KOHTENHepi,
3aKPUTOMY KPULLIKOIO
3
BOSIOTOMOINMHaYeM,
B KapTOHHI Kopobui
90. | AUrOKCUH PO34MH A4S iH EKUIN, ToBapucTBO 3 YkpaiHa KOHTPOSb SIKOCTI, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHa 3a UA/5751/02/01
0,25 mr/mn; no 1 mn obmMexeHow BMNYCK cepii: 3asBHUKa (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3rigHo | peyenmom
B amnyni; no 10 BiANoBiAanbHi ToBapucTso 3 Haka3y MOS Big 23.07.2015 Ne 460) TepmiH BBeAEHHS
amnyn y nayui 3 CTIo obmexxeHoto 3MiH MPOTAroM 6 MiCALIB MiCNS 3aTBEPMAXEHHS; 3MiHM |
KapToHy; no 1 mn B "®apmaueBTu BiANOBIgaNbHICTIO Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
amnyni; no 10 amnyn | 4YHa KOMMaHis "NocnigHni 3aBog dapmakoHarnsay. BeegeHHs abo 3MiHM 4o y3aranbHEeHWX
y 6nictepi; no 1 "3popos's" "THUJIC", YkpaiHa; [aHuX npo cuctemy dapmakoHarnsay (BBeAeHHs
6nicTepy B nauui 3 BCi cTaaii y3aranbHeHUX AaHnx Npo cuctemy hapmakoHarnsgy,
KapToHy; no 1 mn B BMPOBHMLTBA, 3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoI 3a
amnyni; no 5 amnyn KOHTPOIb SKOCTI, 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
y 6nicTepi; no 2 BUMYCK cepii: dapmakoHarnagy 3asBHUKa Ans 30iNCHEHHs
Gnictepn B nayui 3 ToBapwucTso 3 dapmakoHarnsaay B YKpaiHi, AKLWO BOHa BiAMIHHA Bif
KapTOHY 0BMexeHo YMOBHOBaXEHOi 0CO6M, BignoBiganbHOI 3a 30iNCHEHHS
BianoBiganbHicTO hapmakoHarnsay (BkIoYarym KOHTaKTHI AaHi) Ta/abo
"®apmaueBTniHa 3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
KOMNaHisi dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi ocobu
"3popos'a", YkpaiHa 3asBHMKa, BigNoBiganbHoI 3a hapmakoHarnag. fitoya
pepakuis: MNnakcina OneHa BonogvmupisHa.
lMponoHoBaHa pepakuisi: LLleByeHko OneHa IropiBHa. 3miHa
KOHTaKTHWX AaHWNX YNOBHOBAXEHOT 0CObY 3asBHYKa,
BiAMOBiAanbHOI 3a 34iNCHEHHS hbapmakoHarnsgy
91. | AUrOKCUH PO34MH ANs iH'eKUin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/5751/02/01
0,25 mr/mn, no 1 mn obmexeHoto obmexeHoto - 3MiHK 3 siKoCTi. [OTOBMI Nikapcbkuin 3aci6. 3MiHK y peuenmom
B amnyni; no 10 BignoBiganbHi BignoBiganbHiCcTO BUpPOBHMUTBI. 3MiHa po3mipy cepii (BKNoyakum gianasoH
amnyn y navui 3 CTIo "OocnigHui 3aBog po3mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLIeHHst
KapToHy; no 1 mn B "OocnigHuni "THUNC", YkpaiHa 8o 10 pasiB NOPIiBHSHO i3 3aTBEPAXXEHUM PO3MIPOM) -
amnyni; no 10 amnyn 3aBoa (KOHTpOIb AKOCTI, BBEOEHHS oAaTKOBUX po3mipiB cepin M3 ans BupobHuka
y bnicTepi; no 1 "rHUnc" BUWMNYCK cepii); "®apmaueBTyHa komnaHis "3aopos'a”. 3anponoHoBaHo:
6nicTepy B nauui 3 TosapucTBo 3 40 n a6bo 40 000 amnyn 100 n a6o 100 000 amnyn 195 n
KapToOHy; no 1 mn B 0obMexeHo abo 195 000 amnyn 425 n abo 425 000 amnyn
amnyni; no 5 amnyn BiANoBiganbHiCTIO
y 6nicTepi; no 2 "®apmaueBTnYHa
Gnictepu B nayui 3 KoMnaHis
KapTOHY "3popos'a", YkpaiHa
(Bci cTagii
BUPOOHMLTBA,
KOHTPOIb SKOCTI,
BUNYCK cepii)
92. | ABUKNO®EHAK | cynosuTopii MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny 3a UA/7239/01/01
pekTanbHi no 0,1, akuioHepHe akuioHepHe - 3MiHM 3 sikocTi. CepTudikaT BignosigHocTi/l'E-cepTuddikaT | peyenmom
no 5 cynosutopiie y TOBapuCTBO TOBapuUCTBO "lekxim BiANOBIgHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
GnicTepi, o 2 "JTekxim- - XapkiB" 3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Gnictepu B nayui

Xapkis"

BiAMNOBIAHICTb A0 MoHorpadii AdPY abo €Bponericbkol
apmackonei, abo iHLWOI HauioHanbHOi hapmakonei
aepxasu €C (3miHa y cneumdikauisx, nos'azaHa 3i

3miHamu B [1®Y, abo €Bponelickkint hapmakonei, abo

iHWIiN HauioHanbHIn dapmakonei aepxasun €C); cynyTHs
3MiHa - 3MiHu 3 sikocTi. CepTudikat BignosigHocTI/lE-
cepTudikar BiaNoBiAHOCTI EBpONENChKIN
chapmakonei/moHorpadii. 3mMiHu, NoB'a3aHi 3 HeobxigHiCTO
npuBeaeHHs y BiANoBigHICTb Jo MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HauioHanbHoI
dapmakonei gepxasu €C. BunyyeHnns i3 cneuudikauii Ta
mMeToaiB koHTponto APl nokasHuka «3anukoBa KinbKicTb
OpPraHiYHMX PO3YMHHMKIBY»; 3MiHM | TUNY - NOJaHHsA
OHoBreHoro cepTudikaTty signosigHocti E® Ne R1-CEP
1997-066-Rev 04 (3atBepmxeHo R1-CEP 1997-066-Rev
03) Big Bxe 3aTBEepAkeHOro BupobHuka APl Amoli
Organics Private Limited, IHgis, Ta sk Hacnigok 3amiHa
posginy «TepmiH npugatHocTi» MKA J13 Ha po3gin
«TepMiH NepeKoHTPOrO», a TaKoX B pO3dini «YnakoBka» -
«KapTOHHI 6apabaHn» Byno 3amiHEHO Ha «MONIETUIIEHOBI
abo ¢ibposi 6apabaHn»

93.

OUKINO®EHAK

Tabnetkn no 0,05 ;
no 10 tabnetok y
6nictepax; no 10
Tabnetok y onicrepi;
no 1, no 3 abo 10
GnicTepiB y nayui 3
KapTOHY

MAT
"Ximbapmsas
of "YepBoHa

3ipka"

YkpaiHa

NAT
"Ximbapmsaso
"YepsoHa 3sipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | Tuny
- 3MiHM 3 KocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikaLii Ta/abo JoNyCTUMMX MEX rOTOBOrO
nikapcbKoro 3acoby (BUINyYeHHs HE3HaYHOro NokasHuKa
(Hanpwuknag 3acTapinoro NokasHWKa, Takoro sik 3anax Ta
cMak, abo iaeHTudikauis 6apBHUKIB YA CMAKOBMX
[o6aBoK)) - BUaaneHHs nokasHuka «KpemHito giokeng
KonoigHuin 6e3soaHuiiy 3i Cneuudikauii Ta MeToais
KOHTPOMHO, y 3B’A3Ky 3 MPUBEAEHHSAM [0 BUMOT MOHorpadii
Y, «TabneTkn». 3MiH y SKOCTi NikapcbKoro 3acoby He
BinbyBaeTbCA

3a
peuenmom

UA/0708/01/01

94.

OUKNO®EHAK

cynosuTtopii
pekTanbHi no 0,1 rin
bulk: Ne1000 (no 5
Cyno3unTopiiB y
6nictepi, no 200
GnicTepiB y SALIKKY)

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapuUCTBO "lekxim
- XapkiB"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminuv | Tuny
- 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/lE-cepTudikaT
BiANOBigHOCTI E€Bponenchkiii papmakonei/MmoHorpadii.
3MiHK, NoB'sI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb 40 MoHorpadcdii APY abo €BponencbKoi
dapmakonei, abo iHLWoi HaLioHanbHOT dhapmakonei
Aepxasu €C (3miHa y crneumdikaLisx, nos'a3aHa 3i
3miHamu B [1®Y, abo €Bponelichbkini hapmakonei, abo
iHWIiM HauioHanbHIN dapmakonei aepxasu €C); cynyTHs
3MiHa - 3MiHu 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €BpONENChKIN
apmakonei/MoHorpadii. 3miHW, NoB'sA3aHi 3 HeobxiaHiCcTIO
NpVBEAEHHS Y BiANOBIAHICTb A0 MoHorpadii AdPY abo

UA/13933/01/01
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

€Bponelicbkoi hapmakonei, abo iHWOoT HauioHanbHoI
dapmakonei gepxasu €C. BunyyeHnns i3 cneuudikadii Ta
mMeTogiB koHTponto APl nokasHuka «3anukoBa KinbKicTb
OpraHiYHMX PO3YMHHMKIBY»; 3MiHM | TMNY - NOgaHHsA
OHoBreHoro cepTudikaty signosigHocti E® Ne R1-CEP
1997-066-Rev 04 (3atBepmxeHo R1-CEP 1997-066-Rev
03) Big BXXe 3aTBEpPKEHOro BUpoOHMKa APl Amoli
Organics Private Limited, IHais, Ta sk Hacnigok 3amiHa
posginy «TepmiH npugatHocTi» MKA J13 Ha po3gin
«TepMiH NepeKoHTPOIo», a TaKoX B pO3dini «Ynakoska» -
«KapTOHHiI 6apabaHn» Byno 3amiHEHO Ha «MONIETUIIEHOBI
abo ¢ibposi 6apabaHn»

95.

OUKINO®EHAK
HATPIIO

NOPOLLIOK
(cybeTaHuis) y
NOABINHUX nakeTax 3
nonieTuneny ans
dapmaLleBTU4HOro
3acTocyBaHHSA

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

Awmoni Opranikc lMBT.
Ira.

IHais

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny
- 3MiHM 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BigNoBigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANoBIgHICTb 40 MoHorpadii APY abo €sponencobKoi
capmakonei, abo iHWoi HauioHanbHOI hapmakonei
Aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i
3miHamu B [1®Y, abo €Bponelicbkini papmakonei, abo
iHWIiN HauioHanbHIN dapmakonei aepxasun €C); cynyTHst
3MiHa - 3MiHu 3 gkocTi. CepTudikat BignosigHocTi/l'E-
cepTudikar BiANOBIAHOCTI €EBPONENCHKIN
apmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiaHICTO
NPVBEAEHHS Y BiAMOBIAHICTb A0 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHOT
apmakonei aepxasu €C. BunyyeHHs nokasHuka «Baxki
meTanu» 3i cneundikauii BupobHmka APl Amoli Organics
Pvt. Ltd., India. NprBeaneHHs meToguku 3a n. «Btpata
Macu npu BUCYLLYBaHHI 4o BUMOr MmoHorpadii EP; amiHun |
TUMY - BUNYYEHHS 3i cneumndikaLii 3acTapinoro nokasHuka
eTuneHgmamiHteTpaourtosa kucnota (EDTA);
3MiHK | TUNY - BUNPaBNeHHA NOCUMaHHS Y 3aTBePAKEHUX
mMeTofax BUNpobyBaHHS , @ came 3a n. «KonbopoBicTb» Ta
npuBeAeHHA METOANKN «3arnuLLIKOBI KiNbKOCTi OpraHiyHnx
PO3YMHHUKIB» 40 BUMOT JOKYMEHTaLi BUpobHuka (in
house & ICH guideline)

UA/13857/01/01

96.

OIA30NIH®

npaxe no 0,05, no
10 gpaxe y
6nictepax; no 10
apaxe y bnictepi;
no 2 6nictepu y
naywi 3 KapToHy

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny
- BUNYYEHHS TEKCTY METOANKN BU3HAYEHHS NMOKa3HUKa
«MikpobionoriyHa YicToTa», MeToauka Ta HOpMyBaHHS!

3anuwweHo 6e3 3miH, MmeTo aHanisy BknoyeHo Ao AdY Ta
€p.Papm., 3an1LIEHO NOCUNaHHSA Ha 3ararnbHi CTaTTi;

3MiHM | TUNY - 3MiHa HallMeHyBaHHS Ta agpecu BUPOOHMKa
A®I| MebrigponiH, 6e3 3MiHM MicLs BUPOOHMLTBA;
3anpornoHoBaHo: AT «®apmak» YkpaiHa, M. Kuis, Byn.
Kupuniscbka, 74; 3MiHu | Tuny - 3MiHa HaiMeHyBaHHs
BUpo6HvKa AP MebrigponiH BupobHuuTtea AT «Papmaky,

be3
peuyenma

UA/0270/02/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Ykpaina (M. WocTka), 6e3 3MiHn Micus BUpOBHMLTBA;
3anpornoHoBaHo: AT «®apmak» YkpaiHa, Cymcbka obn., M.
WocTka, Byn. larapina, 1/174; 3amitm | Tvny -
BCTaHOBIEHHS NEPIOANYHOCTI KOHTPOIIO MOKa3HMKa
«MikpobionoriyHa unctoTay «*KoHTponb NnpoBoauTLEA
BMBIPKOBO: NepLLy Cepito MOTOYHOrO POKY Ta KOXHY AeCATY
cepito, ane He pigwe 1 pasy Ha pik»; 3MiHu Il Tuny: 3miHn 3
sikocTi. A®l. BupobHuuTtBO. 3MiHU B Npoueci BUpobHMUTBa
A®Il. NonaBaHHsA nepekpuctanisadii (penpouecuHr) APl Ta
cTagii po3amony 3 BiAMNOBIAHMMW 3MiHamMK B po3ain
3.2.S.2.2. Onnc BUpOoBHMYOro npoLecy Ta Moro KOHTPOIo
(Cragis 4. «Cywka MebrigponiHy»). Micns ctagji 4
«Cywka MebrigponiHy» 3a3HaveHa npumiTka «Ans
[OCSATHEHHS 3aaHNX NOKa3HUKIB AKOCTI MOXNMBE
NoBTOPHE NPOBeAEHHS nepekpucTanisadii (ctagia 3 Ta
ctagia 4)»

97.

OIA30NIH®

gpaxe no 0,1, no
10 gpaxe y
6nictepax; no 10
apaxe y bnictepi;
no 2 Gnictepn y
nayui 3 KapToHy

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny
- BUNYYEHHSA TEKCTY METOANKN BUSHAYEHHS MOKa3HUKa
«MikpobionoriyHa unctoTa», METOAUKA Ta HOPMYBaHHS

3anuiieHo 6e3 3miH, MeTo aHanisy Bkno4deHo go OdY Ta
€sp.Papm., 3an1LLIEHO NOCUNAaHHA Ha 3arasbHi CTaTTi;

3MiHM | TUNY - 3MiHa HalMeHyBaHHS Ta agpecu BUPOOHVKa
A®| MebrigponiH, 6e3 3MiHn MicLs BUPOBHMLTBA;
3anponoHoBaHo: AT «®apmak» YkpaiHa, M. Kuis, Byn.
Kupwuniscbka, 74; 3MiHn | Tuny - 3MiHa HaiMeHyBaHHS
BUpo6HuKa AP| MebrigponiH BupobHuutea AT «Papmaky,
YkpaiHa (M. LocTka), 6e3 3MiHn MicLs BUPOGHMLUTBA;
3anpornoHoBaHo: AT «®apmak» YkpaiHa, Cymcbka obr., M.
LocTka, Byn. arapiHa, 1/174; 3miuu | Tuny -
BCTAHOBMEHHS NepPioANYHOCTI KOHTPOMIO NOKa3HMKa
«MikpobionoriyHa unctotay «*KoHTponb NpoBOANUTLCS

BMBIPKOBO: NepLUy Cepito MOTOYHOIO POKY Ta KOXHY AECHATY

cepito, ane He pigwe 1 pasy Ha pik»; 3miHu Il Tuny: 3miHun 3

skocTi. A®l. BupobHuuTBo. 3MiHM B npolieci BUpobHuuTBa

A®I|. NogaBaHHA nepekpucTanisauii (penpouecuHr) A®l Ta

cTagii poamony 3 BignoBigHMMM 3MiHaMu1 B po3Ain
3.2.8.2.2. Onuc BUpOBOHMYOro NpoLiecy Ta oro KOHTPOIo
(Cragis 4. «Cywka MebrigponiHy»). Micns cragii 4
«Cyuwka Meb6rigponiHy» 3a3HayeHa npumiTka «Ons
[OOCSATHEHHS 3ajaHNX NMOKa3HUKIB AKOCTi MOXNMBe
NOBTOPHE NPOBeAEHHSA nepekpucTanisadii (ctagia 3 Ta
ctagis 4)»

be3
peuenma

UA/0270/02/02

98.

OOP30ONTUK
KOMBI EKO

Kpanni O4Hi, po34uH
20 mr/mn+5 mr/mn
no 5 mn npenapary
y dnakoHi-

dPapmaueBTUy
HWIN 3aBOf,
“MONb®APM
A’ C.A.

Monbwa

BapluaBcbkuii
dhapmaLleBTU4HNUIA
3aBog Monbda AT

Monbuwa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsa HoBoro abo

3a
peuernmom

UA/18413/01/01
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KpanenbHuui; no 1
abo 3 cnakoHu B
KapTOHHIl kopobui

OHOBIIEHOTO cepTudikaTa BiaNoBiAHOCTI abo BUMyYeHHS
cepTudikaTa BiANoOBIAHOCTI €Bponenchbkin dapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npomiKHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULTBI ADI; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BiAnNoBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikaT Big,
yXe 3aTBepXeHOro BUpobHuUKa - NofaHo OHOBIEHWIA
ceptudikart signosigHocTi €® No. R1-CEP 2003-239-Rev
05 ons gitovoi peyoBMHM TUMOMONY Maneary Bif
3aTBepakeHoro BupobHuka OLON S.P.A., Itania Ha
3amiHy cepTudikaty signosigHocti €® No. R1-CEP 2003-
239-Rev 04; 3miHu | Tuny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(AOMOMDKHMX peYoBMHAX) FOTOBOTO NiKapCbKOro 3acoby
(iHLWi 3MiHK) - 3MiHa Ha3BW LOMNOMIXKHOI PE4YOBUHM 3 «BOAA
BMCOKOOYMLLIEHa» Ha «BOAA OYMLLEHA» 3 MiABULLEHUMN
BMMOramu o0 SKOCTi AONOMIKHOT peqoBUHM. | Ik Hacnigok
Biabynockb OHOBMNEHHS BiMOBIAHMX MiApo34inis
peecTpaLinHOro AoCbe. 3MiHN BHECEHI B iHCTPYKLiO Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y posainu
"Cknag" (BONoMiXXHI pe4OBMHM) 3 BiQMNOBIAHNMMW 3MiHAMU B
TEKCTi MapKyBaHHS ynakoBok. BBeeHHS 3MmiH npoTarom 6-
TV MiCSILiB Micnsi 3aTBEPOXKEHHS; 3MiHM | Tuny - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHu y npoueci BUPOGHMLITBA rOTOBOrO NiKapCbKOro
3acoby, BKMOYa4M NPOMIKHUIA NPOAYKT, WO
3aCTOCOBYETLCSI NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
3acoby (iHWi 3MiHK) - YTOYHEHHs iHdopMaLii Wwoao
po3mipy cepii Ta LinbOBOro 06’eMy HaroBHEHHS y
posginax 3.2.P.3.2.Cknap Ha cepito Ta 3.2.P.3.3.0nuc
BMPOGHMYOrO MPOLECy Ta KOHTPOO Npouecy
peecTpaLiiHOro Jocke; 3MiHM | TMny - 3MiHM 3 SIKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikaTt BignoBigHOCTI
€Bponeicbkin bapmakonei/moHorpadii. NMogaHHa HoBoro
abo oHoBReHoro cepTudikarta BianoBigHOCTI abo
BUINYyYEHHS cepTudikaTa BignoBiaHOCTi EBpoNenchbKin
capmakonei: gna A®l; ana BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI €EBponenchki
dapmakonei) - HoBui ceptudikaT Ha HecTepunbHun AdI,
sIKMA Byae BUKOPUCTOBYBATUCS ANst BUPOBHULTBA
CTepUIbHOro nikapcbkoro 3acoby, sKLLo Boda
BMKOPVCTOBYETLCH Ha OCTaHHIX eTanax cuHTe3y Ta
maTepian He BinbHWI Big H6akTepianbHUX eHOOTOKCUHIB -
nogaHo HoBwiA cepTudikat BignosiaHocTti €O No. R1-CEP
2011-102-Rev 06 Ha HecTepuIbHY Ailo4y pevyoBUHY
aop3onamigy rigpoxnopuay Big HoBoro Bupo6Huka MICRO
LABS LIMITED, IHgisi, Ans BUpobHULTBA CTEPUIBHOTO
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nikapcbkoro 3acoby
99. | APOTABEPUH Tabnetkn no 0,04 r, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHuv | Tuny bes UA/2014/01/01
no 10 Tabnetok y "Ximcpapm3aas "Ximcbapmaasoq - BUAarneHHsi nokasHuka «KpemHito giokeua konoigHumn peuenma
6nictepi, no 1 abo 2 oA "YepsoHa "YepsoHa 3ipka" 6e3BogHW» 3i Cneuudikauii Ta MeToaiB KoHTponto, y
Gnictepu B nayui 3 3ipka" 3B’513Ky 3 NpMBEAEHHSAM 40 BUMOT MoHorpadii PY,
KapTOHY «Tabnetkn». 3MiH y sIKOCTi nikapcbkoro 3acoby He
BinbyBaeTbCA
100.| AyonrPocCT Kpanni O4Hi, pO34mnH K.T. Pomcbapm PymyHis K.T. Pomcapm PymyHis BHECEHHS 3MiH [0 peecTpaLliliHix maTepianis:amitu || Tuny 3a UA/15824/01/01
no25wmvny Komnawi Komnani C.P.J1. - 3a8BHUKOM HagaHo oHoBreHwN NMnaH ynpasniHHS peuenmom
dnakoHi- C.P.JL pusukamm Bepcis 3.0 3MiHn BHeceHo A0 YacTuH: |
KpanenbHuui; no 1 «3aranbHa iHdopmauis» Il «Cneumndikauis 3 6eanekm»
dnakoHy- (mogyni Cl «Enigemionorisi nokazaHb 40 3aCTOCYyBaHHS Ta
KpanenbHuui y uineosa(i) nonynauis(i)», CV «[lMicnapeectpauinHuimi
KapTOHHIl kopobui noceig», CVIl «lgeHTrdikoBaHi Ta NOTEHLiHI PU3NKNY,
CVIII «Pestome npobnem 6esnekun» V «3axoam 3
MiHimi3auii pusukisy, VI «Pe3iome nnaHy ynpasniHHA
puankammny» VIl «dogatkmy» y 3B’A3Ky 3 3MiHO nepeniky
BaXITMBUX PU3UKIB Ha NiACTaBi OHOBMEHHS iHdopmauii 3
6e3neku Ailo4oi pevoBUHM, Lo onybnikoBaHa Ha cawTi
CMDh
101.| EK3U®IH Tabnetkn no 250 mr €Bpo IHais &LIC Nimiten IHpia BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu | 3a UA/1678/02/01
no 7 tabnetok y TNandkep Tuny - AQMiHiICTpaTuBHI 3MiHW. 3MiHa Ha3BM NiKapCcbKoro | peyernmom
6nicTepi; no 1 abo MpawBit 3acoby 3ateepmxeHo: IAMIJEPM LAMIDERM
no 2 6nictepu B NimiTen B3anponoHoBaHo: EK3N®IH EXIFINE 3miHn BHeceHi woao
KapTOHHIl kopoOLi Ha3BW NikapcbKoro 3acoby A0 iIHCTPYKUii AN MeguyHoro
3acTocyBaHHs, 3 BigNOBIHMMM 3MiHAMM Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS
102.| EKCTPAKT NOpPOLLIOK AT "®apmak” YkpaiHa Biocbopy C.A. Icnanis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - UA/17587/01/01
NACUDNIOPU (cybeTaHuis) y - AgMiHicTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
CYXun MiLLkax noaBifiHMX agpecu 3asBHUKa (BNacHUKa peecTpaLiiHoro
nonieTUNeHoBnX NOCBIAYEHHS) - 3MiHa Ha3BY 3asiBHMKA. 3MiHu | Tvny -
ans 3MiHu 3 akocTi. API. (iHLWi 3MiHW) - OHOBMEHHSA MancTep-
dapmaLeBTU4HOro canna Ha A®| EkctpakT MNacudnopu cyxun Big
3acToCyBaHHs BUpoGHuMKa Biosearch S.A., Icnanis 3 BignosiaHUMuK
3MiHaMu y cneumdikauii Ta MeTogax KOHTPOIHO.
3aTBepaxeHo: Bepcist DMF, v.6 (April 2015).
3anponoHoBaHo: Bepciss DMF, v.7 (April 2020).
103.| EJIOHBA PO3YUH ANS iH'eKLiN OpraHoH LLiBenuapis BetTtep Papma- HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/13125/01/01
no 100 mkr/0,5 mn CeHTpan lct PepTuryHr NM6X i Hinepnanam | - amiHu wopo 6e3neku/edhekTUBHOCTI Ta chapmakoHarnsay. |peuyenmom
no 0,5 mn po3uuHy B m6X Ko KI', Hime4uunHa BeeneHHs abo 3miHM [0 y3aranbHeHVX AaHNX Npo

nonepegHeo
HanoBHEHOMY
wnpwdi; no 1
nonepegHe0

(BrpobHuLTBO
Hepo3adhacoBaHoi
npoaykuii Ta
nepBrHHA YMaKoBKa,

cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
[AaHuX nNpo cuctemy cpapmakoHarnsgy, 3aMiHa
YNOBHOBaXXEHOI 0COOU, BiANOBiAaNbHOI 3@ 3AiINCHEHHS
dapmakoHarnsay; KOHTaKTHOi ocobu 3 hapmakoHarnsgy
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HarnoBHEeHOMY KOHTPOIb SKOCTI, 3asBHUKA ANA 34INCHEHHS dhapmakoHarnsaay B YkpaiHi,
LUNpULY pasom 3i TeCTyBaHHs AIKLLO BOHA BiAMiHHA Bif YNOBHOBaXeHOT ocobu,
CTEpPUIbHO CTepUnbHOCTI Ta BiANoBiganbHOI 3a 3aiicHeHHst hapmakoHarnsay
iH’EKLIIHOIO rONKoto GakTepianbHux (BKNOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLIeHHI
y BigKpUTOMY €HOOTOKCUHIB macTtep-darina cuctemmn apmakoHarnagy) - amiHa
NNacTUKOBOMY FOTKY roToBOro ynoBHOBaXeHOi 0cobu 3asBHUKa, BigMoBiAanbHOI 3a
B KapTOHHIl Kopobui nikapcbkoro 3acoby dapmakoHarnsa.
(kOHTpOnb 5KOCTi), lMponoHoBaHa pepakuis: MapiaHHa Bank- KopteHpaag.
BidyanbHa iHCneKuis; 3MiHa KOHTaKTHWX AaHNX YNOBHOBAaXXEHOI 0CObU 3asBHWKa,
); Bettep ®apma- BiAMNOBiAanNbHOI 3a 3AiNCHEHHs hbapmakoHarnsagy. 3miHa
DepTuryHr FmM6X i KOHTaKTHOI 0cO0M 3asiBHUKa, BignoBiganbHOI 3a
Ko. KT, HimewunHa cbapmakoHarnag B YkpaiHi. NponoHoBaHa pedakuis:
(BisyanbHa MoTuniHceka OneHa BitaniiBHa. 3MiHa KOHTaKTHVX AaHWX
iHcnekuis); Bettep KOHTaKTHOI 0cobu 3asBHMKa, BiAMOBIiAanbHOI 3a
Papma-depTuryHr 34iACHEHHs hapmakoHarnsgy B YkpaiHi. 3miHa micus
Mv6Xi Ko. KT, 3[iNCHEHHS OCHOBHOI AISNbHOCTI 3 hapmakoHarnagy.
HimeyunHa 3MiHa Micue3HaxomKeHs macTep- danna cuctemm
(KoHTponb sikocTi, dhapmakoHarnagy Ta noro Homepa
TeCTyBaHHs
CTepunbHOCTI Ta
BakTepianbHNx
€HOOTOKCUHIB
roToBOro
nikapcbKkoro 3acoby
(kOoHTpOnb SKOCTi),
BidyanbHa
iHcnekuis); H.B.
OpraHoH,
Hinepnangn
(koHTpOnb AKOCTI Ta
TeCTyBaHHs
cTabinbHOCTI,
BTOPVHHA YNaKoBKa,
[03BIN Ha BUMYCK
cepii)
104.| ENOHBA PO34MH ANS iH'eKLin OpraHoH LLisenuapis BeTtTtep Papma- HimeuunHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/13125/01/02
no 150 mkr/0,5 mn CeHtpan lct PepTuryHr Mrm6X i HipepnaHan | - 3miHn wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuenmom
no 0,5 mn po3uuHy B m6X Ko KI', Hime4uunHa BeeneHHs abo 3miHu [0 y3aranbHeHVX AaHNX Npo
nonepeaHL0 (BnpobHuLTBO cuctemy cbapmakoHarnsay (BBeAeHHS y3aranbHeHNX
HarnoBHEHOMY Hepo3dhacoBaHoi AaHuX Npo cuctemy cbapmakoHarnsgy, amiHa
wnpwui; no 1 npoaykuii Ta YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
nonepeaHL0 nepBYHHA YNakoBKa, apmMakoHarnsagy; KOHTakTHoi ocobu 3 chapmakoHarnsay
HarnoBHEHOMY KOHTPOIb SKOCTI, 3asiBHUKA ANA 34iCHeHHs dhapmakoHarnsay B YkpaiHi,
wnpuly pasom 3i TEeCTyBaHHs AKLLIO BOHA BiAMiHHA BiJ yNOBHOBaXeHoI ocobw,
CTEPUnbHO CTEepUrbHOCTI Ta BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
iH’EKUIHOIO ronKoto BakTepianbHUX (BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
y BiKpUTOMY €HOO0TOKCUHIB macTtep-darina cuctemmn apmakoHarnagy) - 3miHa
NNacTUKOBOMY FNOTKY roToBOro yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
B KapPTOHHII Kopobui nikapcbkoro 3acoby dapmakoHamsga.
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(koHTpOnb 5KOCTi), lMponoHoBaHa pepakuis: MapiaHHa Bank- KopteHpaag.
BidyanbHa iHCneKuis; 3MiHa KOHTaKTHWX AaHMX YNOBHOBAaXEHOI 0CObU 3asiBHMKa,
); Bettep ®apma- BigMOBiAanbHOI 3a 3ailicHeHHsi hapmakoHarnsagy. 3miHa
depTuryHr MNM6X i KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBiganbHOI 3a
Ko. KT, Himeuunna dapmakoHarnsg B YkpaiHi. [fponoHoBaHa pepakuis:
(BisyanbHa MoTuniHcbka OneHa BitaniiBHa. 3MiHa KOHTaKTHUX AaHNX
iHcnekuis); Bettep KOHTaKTHOi 0cobu 3asiBHWKa, BiANOBiAanbHoOI 3a
Papma-dPepTuryHr 3AiNCHEHHA apmakoHarnsgy B YkpaiHi. 3mMiHa micus
'm6X i Ko. KT, 3[iNCHEHHS OCHOBHOI AisSiNbHOCTI 3 hapmakoHarnsgy.
Himeuunna 3miHa micue3HaxoaxXeHs mactep- danna cuctemm
(KoHTponb sAkocTi, hapmakoHarnsay Ta uoro Homepa
TecTyBaHHS
CTepunbHOCTI Ta
bakTepianbHUX
€HOO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(KOHTpOnb sIKOCTi),
BidyanbHa
iHcnekuis); H.B.
OpraHoH,
Hinepnanan
(koHTpOnb sIKOCTI Ta
TeCcTyBaHHS
cTabinbHOCTI,
BTOPWHHA YNaKoBKa,
[03BiN Ha BUNYCK
cepii)
105., EMTPILUTABI TabneTkn, BKPUTI FETEPO IHAis FETEPO JTAB3 IHgis BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/13859/01/01
H TEHO®OBIP | o6onoHkoto, no 30 JNIAB3 NIMITEQ marepianis:BuUNpaBneHHsa TEXHIYHOT MOMUIKW, MOB’A3aHOI 3 | peuermom
Tabnetok y NIMITEQ nepeknagomM abo nepeHeceHHsM iHdopmauii. byna

KOHTeWHepi; no 1
KOHTeNHepy B
KapTOHHIN kopobLyi

AonyLieHa nomurka npu onuci npobonigroToBkn
CTaHAapTHOro PO34MHY Yy Po3Aini NPonyLLEeHO PO3BEAEHHS
po3umnHy. HeobxigHO HeBecTuM iHOpMaLio Npo AoaaTkoBe
po3BefeHHs: 5,0 mn BiadINbTPOBHOrO PO34MHY AOBOAATH
0o 50,0 Mn po34nHHKMKOM i nepemilytoTb. MNponoHoBaHa
penakuisi. Metogu koHTponto sikocTi. 8.0 KonnyectBeHHoe

onpepenexune, BOXX ... MNMpurotoBneHve craHgapTHOroO
pacTBopa
TOYHO B3BELUMBAIOT U NEPeHOCST okono 40 Mr paboyero
cTaHpapTa amMTpuumTabuHa n 60 mr paboyero ctaHgapTa
TeHodoBUp Amsonpokeun dymapara B 100 mn mepHyto
konby. [lobaBnsAT okono 60 mn pactBopuUTENS U
obpabaTbiBaloT ynbTpasBykoM A0 pacTBopeHus [oBoaaTt
Ao obbema pacTBopuTenem u nepemetuvsatoT. 5,0 mn
OTUNLTPOBAHHOIO pacTBopa AoBoasaT Ao 50,0 mn
pacTBopuTerneM 1 nepemelLnBaroT. 3a3HayeHe
BUNpaBneHHs Bignosigae matepianam peectpauinHoro
[OCbeE, SIKi NpeAcTaBneHi B apXiBHUX MaTepianax
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[TponoBxeHHs nogaTka 3

Ne
n/

Haszea

JliKapcbK020

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

peecTpauinHOro AOCheE.

106.

EMTPILUUTABI
H TEHO®OBIP

TabneTkn, BKpUTI
obornoHkot, in bulk:
no 1000 TabneTok y
KOHTENHepI

TETEPO
NAB3
NIMITER

IHAis

FETEPO JIAB3
JIMITEQ

IHgia

BHECEHHS 3MiH 40 peecTpaLuiiHnX
MaTepianis:BUNpaBreHHs TEXHIYHOT NOMWIIKK, NOB’A3aHOI 3
nepeknagom abo nepeHeceHHsM iHcopmalii. Byna
JonyLieHa noMmuska npu onuci NpobomnigroToBKu
CTaHAapTHOrO PO34MHY Y PO3Aini NPONyLWEeHO PO3BEeAEHHS
po3unHy. HeobxigHo HeBecTu iHchopmalLito npo goaaTkose
po3BefeHHs: 5,0 mn BigdiNbTPOBHOrO PO34MHY AOBOAATb
0o 50,0 Mn po3unHHUKOM i nepemilwytoTb. MNponoHoBaHa
penakuist. Metogu koHTponto sikocTi. 8.0 KonnyecteBeHHoe
onpegenexune, BOXX ... MNMpurotoBneHve craHgapTHOro
pactBopa
To4HO B3BELUMBAIOT 1 NepeHocsT okono 40 Mr paboyero
cTaHgapTa amTpuumTabuHa n 60 mr paboyero ctaHgapTa
TeHodoBUp Amsonpokeun oymapara B 100 mn mepHyto
konby. [lobasnsoT okono 60 mn pactBopuTens n
obpabaTbiBaloT yNbTPa3BykOM A0 pacTBopeHus HosBoasT
po obbema pacTBopuTenem u nepemelunsaoT. 5,0 mn
0TunbLTPOBaHHOTO pacTBopa AosoaaT Ao 50,0 mn
pacTeopuTeneM n nepemelunBaroT. 3a3HayveHe
BUNpaBNeHHs BigNOBiAae maTepianam peecTpauinHoro
AOCbE, AKi NpeAcTaBreHi B apxiBHNX matepianax
peecTpaLinHOro 4OChE.

UA/13858/01/01

107.

EPMITAJb 10

000

Kancynm
racTpOpPE3UCTEHTHI
TBepai; no 20 abo
no 50, a6o no 100
Karcyn y nnsiwui; no
1 nnawui y
KapTOHHiI kopobui

Hopamapk
dapma 'M6X

HimevuunHa

Hopamapk ®apma
mbX

Himeyumna

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3aMiHa
3asBHUKA (BracHUKa peecTpaLinHoro NocBig4eHHs) (3rigHo
Haka3y MOS3 Big 23.07.2015 Ne 460) BeegeHHs1 3miH
NpOTArom 6-Tu MicsILiB NicNs 3aTBEPOXKEHHS; 3MiHu | Tuny -
3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BeeneHHs abo 3MiHM [0 y3aranbHeHWX AaHNX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
AaHuX nNpo cuctemy hapmakoHarnsgy, 3amiHa
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEeHHS
dapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34iNCHEHHs dhapmakoHarnsay B YkpaiHi,
AKLLIO BOHA BiAMiHHA Bif yNOBHOBaXeHOoI ocobw,
BignoBiganbHOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHi
macTep-darna cuctemu dapmakoHarnagy) - 3miHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3aiicHeHHs cbapmakorHarnagy. ditowa pegakuis: Dr. llona
Schonn. MNMponoHoBaHa pepakuis: Barbara Brunhuber.
3MiHa KOHTaKTHUX JaHNX YNOBHOBAaXEHOI 0COOU 3asiBHYMKA,
BiZNOBIganbHOI 3a 34iMCHEHHS hapmakorHarnsgy. 3MiHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BignosigansHoi 3a
dapmakoHarnsg B YkpaiHi. Jitoya pepakuisi: Stanislav
Prusskiy. lNponoHoBaHa peaakuis: Gots Tetiana. 3miHa

be3
peuenma

UA/7948/01/01
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[TponoBxeHHs nogaTka 3

Ne
n/

Haszea

JliKapcbK020

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOHTaKTHUX JaHWUX KOHTAKTHOI 0COOU 3asiBHUKA,
BignoBiganbHoI 3a hapMakoHarnsg B YkpaiHi. 3miHa
HOoMepa MacTep-danna cuctemun papmMakoHarnagy; aMiHu
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHSA
Ta/abo agpecu MicLs NPOBaMKEHHS QisnNbHOCTI
BMpOGHKMKa/iMnopTepa roToBoro Nnikapcbkoro 3acooy,
BKIIOYatouy AinbHuLi BUNycky cepii abo micue
NpoBeAeHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3a AKy
BigMNOBiAae BUPOOHMK/IMMOPTEp, BKIOYAKOUN BUNYCK Cepilt)
- 3MiHa Ha3BM BUpoOGHWKa 13, 6e3 3miHu micus
BUPOOHMLTBA. BBEAEHHSI 3MiH MpoTArom 6-Tn micsuiB
nicns 3aTBepAKEHHs!

108.

EPMITAJb 25

000

Karncynm
racTpoOpPe3nUCTEHTHI
TBepai; no 20 abo
no 50, a6o no 100
Kancyn y nnsiui; no
1 nnawui y
KapTOHHIN kopobLi

Hopamapk
dapma 'M6X

Himeyuunna

Hopamapk ®apma
mbX

Himewumna

BHECEHHS 3MiH [0 peecTpaLiiHUX MaTepianis: 3MiHa
3asBHUKA (BracHUKa PeeCTPaLinHOro NocBig4YeHHS) (3rigHo
Haka3y MOS3 Big 23.07.2015 Ne 460) BeegeHHs1 3miH
npoTArom 6-Tu MicsUiB Nicns 3aTBepkeHHs; 3MiHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeaeHHA abo 3MiHM 40 y3aranbHeHWX A4aHnX nNpo
cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
AaHnX nNpo cuctemy bapmakoHarnsgy, aMiHa
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
apmakoHarnsay; KOHTaKTHOI ocobu 3 bapmakoHarnsgy
3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHa BiJ yNOBHOBaXeHoI ocobu,
BignoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
macTep-darina cuctemu capmakoHarnagy) - 3miHa
yMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
3AiNcHeHHA dapmakorHarnagy. fitoya pepakuis: Dr. llona
Schonn. MNponoHoBaHa peakuisi: Barbara Brunhuber.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
BiZNoOBIganbHoOI 3a 34iMCHEHHS dhapmakorHarnsgy. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoI 3a
cbapmakoHarnsg B YkpaiHi. [litoua pegakuisi: Stanislav
Prusskiy. MNponoHoBaHa peaakuis: Gots Tetiana. 3miHa
KOHTaKTHMX AaHWX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiANoBiAanbHOI 3a hapmakoHarnag B YkpaiHi. 3MiHa
HOMepa MacTep-anna cuctemu papMakoHarnagy; 3miHu
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHYBaHHS!
Ta/abo agpecy Micua NPOBaMKEHHST OiANbHOCTI
BMpPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BKIOMAO4M AinbHULI BUNYCKy cepii abo Micue
NpoBeAeHHS KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a AKy
BiAMOBiAae BUPOOHWMK/IMMOPTEp, BKIOYAKOUN BUMYCK CEPilt)
- 3MiHa Ha3BU BUpoOHuKa 13, 6e3 3miHu micus
BUPOGHMLTBA. BBEAEHHSI 3MiH MPOTAromM 6-Tn MicsuiB
nicns 3aTBepAKEHHs

be3
peuenma

UA/7948/01/02

109.

EPMITAJb 36

000

Kancynm
racTpOPE3UCTEHTHI

Hopamapk
Papma 'M6X

Himevuunna

Hopgmapk ®apma
mbX

Himeuunna

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHa
3asBHUKA (BracHUKa peecTpaLiniHoro Noceig4eHHs) (3rigHo

6e3

peuenma

UA/7948/01/03
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

TBepai; no 20 abo
no 50, a6o no 100
Kancyn y nnsiwuj; no
1 nnawui y
KapTOHHiI kopobui

Haka3y MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
npoTarom 6-Tn MicsuiB nicns 3aTBepaXXeHHs; 3MiHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay.

BBeaeHHs1 abo 3MiHM [0 y3aranbHEHWX AaHKX Npo
cuctemy papmakoHarnsagy (BBe4eHHs y3aranbHEeHUxX
[AaHuX Npo cuctemy chapmakoHarnsgy, aMiHa
yNoBHOBaXeHOI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
hapmMakoHarnagy; KOHTakTHoi ocobu 3 chapmakoHarnsay
3asiBHUKA ANA 34iicHeHHs dhapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXKeHOI ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
macTtep-darna cuctemu dpapmakoHarnagy) - 3miHa
yMOBHOBaXeHOoi 0cobu 3asiBHUKa, BiAMOBIAANbHOI 3a
3aivicHeHHs dhapmakorHarnagy. Hitova pegakuis: Dr. llona

Schonn. MNMponoHoBaHa pepakuis: Barbara Brunhuber.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,

BiQMNOBiganbHOI 3a 3gilicHeHHs hbapmakorHarnsgy. 3miHa
KOHTAKTHOI 0cOobM 3asiBHUKA, BiANOBiAanbHOI 3a
bapmakoHarnsg B YkpaiHi. itoua pegakuis: Stanislav
Prusskiy. MNponoHoBaHa pepakuis: Gots Tetiana. 3miHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0COOU 3asiBHUKA,

BiANOBiAanbHOI 3a hapmakoHarnag B YKpaini. 3miHa
HOMepa MacTep-danna cuctemun hapMakoHarnagy; aMmiHu

| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA

Ta/abo agpecy MicLa NPOBAMKEHHST OiANbHOCTI
BUPOGHYMKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micLe
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BigMNOBigae BUPOOHMK/iMNOPTEp, BKIOYAKUN BUNYCK CEPilt)
- 3MiHa Ha3Bu BUpobHuka 13, 6e3 3amiHu micua

BUPOOHMLTBA. BBEAEHHSI 3MiH NPOTAromM 6-Tn micsuiB

nicns 3aTBEpPAXKEHHS!

110.

ECMNYMI3AH®
L

Kpanni oparnbHi,
emynbcis, 40 mr/mn;
no 30 mn a6o no 50
My donakoHi 3
KpanenbHuLeto-
BCTaBKOIO Ta
npo6koto; no 1
dnakoHy B
KapTOHHiI kopobui

BEPNIH-XEMI
Al

Himeyuunna

BEPNIH-XEMI Al

Himeyumna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHsA abo 3MiHM A0 y3aranbHeHVX 4aHuX npo
cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNnoBHOBaXeHoI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay
3asiBHUKA ANA 34iCHEHHs dhapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHa Bif yNOBHOBaXeHOI ocobu,
BiANOBIAanbHOI 3a 3AiCHEHHst dbapmakoHarnsay
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLiEHHI
mMacTtep-darina cuctemm hapmakoHarnsgy) - amiHa
KOHTaKTHOT 0cobu 3asiBHMKA, BianosigansHoi 3a
dapmakoHarnsag B YkpaiHi. [ponoHoBaHa pepakuis: Kyuep
MapuHa BacuniBHa. 3MiHa KOHTAKTHUX JAHUX KOHTaKTHOT
ocobu 3asiBHMKA, BiAMOBiAANbHOI 3a 34iNCHEHHS

be3
peuenma

UA/0152/01/01




43 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakoHarmnsay B YKpaiHi
111, ECNYMI3AH®B | kpanni opanbHi, BEPJIIH-XEMI HimeyunHa BEPNIH-XEMI Al HimeuyunHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis:aMiHn | Tuny bes UA/10476/01/01
EBI emynbcis, 100 Al - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. | peyenma
mr/mn; no 30 mn abo BBeneHHs abo 3miHM A0 y3aranbHeHVX 4aHuxX npo
no 50 mn y donakoHi cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHNX
3 Hacagkoto Ans AaHUX Npo cuctemy apMakoHarnsagy, amiHa
[03yBaHHA Kpanens, yNoBHOBaXeHOI ocobu, BianoBiaansHoi 3a 3aiCHEHHS
KPWLLIKOIO, LLO dapmMakoHarnagy; KOHTakTHoi ocobu 3 chapmakoHarnsgy
3arBMHYYETLCH, Ta 3asiBHUKA ANA 34iicHeHHs dhapmakoHarnsay B YkpaiHi,
MipHUM SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXKeHOI ocobu,
CTakaH4MKoM; no 1 BiAMNOBIAANbLHOI 3a 3AiCHEHHsT bapmakoHarnsay
nakoHy y (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
KapTOHHIN kopobLi macTtep-darina cuctemmn apmakoHarnagy) - 3miHa
KOHTaKTHOI 0cobu 3asBHMKa, BiAMOBIAAnbHOI 3a
capmakoHarnag B YkpaiHi. [lponoHoBaHa pegakuis: Kyvep
MapwuHa BacuniBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu 3asBHMKa, BiAMOBIAANbHOI 3@ 34iNCHEHHS
bapmakoHarnagy B YkpaiHi
112 ETAUMA crpew HasanbHUi, yopPng TypeyuunHa yoprng MEgUUMH TypeyuunHa BHECEHHS 3MiH O peeCcTpaLiHMX MaTepianiB:TeEXHIYHY 3a UA/16256/01/01
[030BaHuN, MEOVLUNH INTAY CAH. BE NOMUIKY BUMMPaBEHO B TEKCTi MapKyBaHHSA Ha BTOPUHHIA | peuenmom
cycneHsis, 50 OPTAJIIbMIKC TIODK. A.LL. ynakoBLi nikapcbkoro 3acoby. 3anponoHoBaHo: 11.
MKr/gosano 18 r INTAYTIAPI HAMMEHYBAHHA | MICLIE3HAXOKEHHA
(140 po3) y pnakoHi, NTh. Wl BUPOBHWKA TA/ABO 3AABHUKA 3asiBHuK/BNacHUK
no 1 dnakoHy B peecTpaLinHOro NocBig4YeHHs:
KapTOHHI kopobLyi YOPNA MEOVNLUMH OPTANBMIKC INAYNAPI NTA. LWTI.,
TypeuuunHa. BupobHuk: YOPIO MEOVNUMH INAY CAH. BE
TIODXK. A.LL., TypeuunHa (15 Temmys Maxannewi Jxami
WMony Oxanaeci Ne50 Mowewwni Barmxunap/Ctaméyn,
TypeuuunHa). 3a3HaueHe BUNpPaBreHHs Bignosigae
mMaTepianam peecTtpauiiHoro ocbe
113.| 30KAPOIC® TabneTkn, BKpUTI MeHapiHi ITrokcembypr A. MeHapiHi ITanis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/6736/01/01
NIOC 30/12,5 nniBKOBOO IHTEepHeLwoHan MaHyakTypiHr HimewyunHa | - 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy. | peuenmom
obonoHkoto no 14 OnepenwoHc TNoricTikc eHa BeeneHHs abo 3MiHM [0 y3aranbHeHWUX AaHNX Npo
TabneTtok y 6nictepi; TTrokcembypr Cepsicec C.p.J1,, cuctemy chapmakoHarnsaay (BBeAeHHS y3ararnbHeHnX
no 1 abo 2 6nictepu C.A. ITanis (BUpoGHULTBO AaHuX Npo cuctemMy chapmMakoHarnsgy, aMmiHa
Y KapTOHHIl kopobLi in bulk, kiHueBe ynoBHOBaeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
nakyBaHHs, BUMyCK dapmakoHarnsaay; KOHTaKTHOi ocobu 3 dbapmakoHarnsagy
cepinn); A. MeHapiHi 3asBHVKa ANs 34iNCHeHHs dapmakoHarnagy B YkpaiHi,
MaHydakTypiHr SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXeHOoI ocobu,
ToricTikc enn BiANOBIAanbHOI 3a 3AiCHEHHst dbapmakoHarnsay
Cepsicec C.p.J1,, (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
ITanis (koHTponb mMacTtep-darina cuctemm hapmakoHarnsgy) - amiHa
cepin); Qomne KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
capmaveyTiui capmakoHarnsg B YkpaiHi. [lponoHoBaHa peaakuis: Kyvep
C.n.A., ltania MapuHa BacuniBHa. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOI
(koHTpoOnb cepin); ocobu 3asBHMKA, BiANOBIAANbHOI 3a 34iNCHEHHS
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeHapiHi-®PoH dapmakoHarnsay B YkpaiHi
XengeH MvoX,
HimeyuunHa
(BMPOBHMLTBO in
bulk, kiHueBe
nakyBaHHS,
KOHTPOMb Ta BUNYCK
cepin)
114 IMET® And cycrneHsis oparnbHa, BEPJIIH-XEMI HimeyunHa BEPJIIH-XEMI ATl, Himeuuunna/ BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis:aMiHn | Tuny bes UA/14969/01/01
OITEN 2% 100 mr/5 mn, no 100 Al HimeuuunHa (Bunyck Icnania - 3MiHM Wopo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. | peyenma
M abo no 150 mn, cepil); BeeageHHs abo 3MiHu [0 y3aranbHeHVX AaHnX Npo
abo no 200 mn y JlabopaTtopioc cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHNX
cdnakoHi, no 1 Ankana ®apwma, OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
¢nakoHy B C.J1., Icnanis YMOBHOBaXEHOi 0CcobM, BignoBiganbHOI 3a 34iNCHEHHSA
KOMMNIEKT 3 (BMpOBHMLTBO "in dapmakoHarnsay; KOHTaKkTHoi ocobu 3 dhapmakoHarnsay
[03Yy04M bulk", nakyBaHHs, 3asBHUKA ANA 34iNCHEHHS dhapmakoHarnsay B YkpaiHi,
NPUCTPOEM Y KOHTPOIb Ta BUMYCK AKLLIO BOHA BiAMIHHA Bif yNOBHOBaXeHOI ocobw,
KapTOHHIl kopobui cepin) BignoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
macTtep-darina cuctemmn apmakoHarnagy) - 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
tapmakoHarnsag B YkpaiHi. [ponoHoBaHa pepakuis: Kyvep
MapuHa BacuniBHa. 3MiHa KOHTaKTHUX JAHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsagy B YkpaiHi
115/ IHOAHPUKC™ cycneHsis ans nakcoCmiTKn Benuka "makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/15120/01/01
KOMBIHOBAH iH’ekuin no 1 gosi sanH Ekcnopt Bputanis Bionogxikans C.A. - BUNYy4eHHs1 BUpo6HMYOi AinbHuui GlaxoSmithKline peuenmom
A BAKLUMHA (0,5mn)y Nimiteq Biologicals Branch of SmithKline Beecham Pharma GmbH
ana nonepeaHL0 & Co0.KG, 40 Zirkusstrasse, 01069 Dresden, Germany
MPO®INAKTUK | 3anoBHeHoMy (Building H), BignosiaansHoi 3a cTagii MapKyBaHHs Ta
N OUDTEPII, wnpwui Ne1 y nakyBaHHs1 rOTOBOI NPOAYKLi;
NMPABLUA, KOMMNEKTi 3 ofHie0 3MiHN | TUNY - BUNYYeHHS BUPOBHMYOI OinbHUL
KALLUNIOKY abo aBoma ronkamu; GlaxoSmithKline Biologicals S.A., 89, rue de I'Institut
ALENIONAPHA | no 1 nonepefHso (Building RX46), 1330 Rixensart, BignosigansHoi 3a cragii
OYMLLEHA HarnoBHEHOMY HanoBHEHHA Ta POPMyBaHHS
IHAKTUBOBAH | wnpwuui y komnnekTi
A PIOKA 3 ofHieto abo aoBoma
ronkamu y
nnacTUKOBOMY
KOHTeWHepi; no 1
NNacTUKOBOMY
KOHTeNHepy B
KapTOHHI kopobui
116.| IH®ITAPAKC Ma3b no 15rabo 25 | Tosapucteo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:aminu || Tuny 3a UA/10175/01/01
r, abo 50 r, abo 100 obmexeHo obmexeHo - 3MiHM 3 sikocTi. A®I. BupobHuuTBO. 3MiHa BUpoOHuMKa peuenmom
ry Ty6i; mo 1 Ty6i y BignNoBiAanbHi BiAMOBIAANbHICTIO BWXiAHOro/NPOMIDKHOTO MPOAYKTY/peareHTy, Lo
KapTOHHI kopobui CTIO "®apmaueBTnyHa BMKOPMCTOBYOTbCS Y BUpoBHUYoMy npoueci AdI, abo




45 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"®apmaueBTun komMnaHis "3gopos's"” 3MiHa BUpPOGHMKa (BKIoYakouu, e HeobxigHo, micue
YHa KoMnaHis npoBeaeHHs KOHTponio sikocTi) ADI (3a BiACyTHOCTI
"3popos's" cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEPAKEHOMY 0ChE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HagaHHAaM macTep-dainna Ha A®l) - BBeAEHHS HOBOro
BUpobHMKa APl BeHsankoHito xnopuag BMpobHULTBa
UNILAB CHEMICALS & PHARMACEUTICALS PVT. LTD.,
India nopaTkoBO A0 3aTBEpAKEHOro BUpobHMka NOVO
NORDISK PHARMATECH A/S, Denmark.
117 KANEBICTA TabneTkn, BKpUTI Mictpan AHrnis Pewmegpika Jltg Kinp BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/17936/01/01
NNiBKOBOKO Kenitan - 3MiHM BHECEHIi 0 iHCTPYKUiT 4NnA MeguyHoro peuenmom
obornoHkoto, no 150 MeHepXmeHT 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMNobiyHi
mr no 10 TabneTtok y TNiviteq peakuii" BiANoBiAHO 40 OHOBMEHOI iHbopMmalii 3 6e3neku
GnicTepi; no 6 Ail040I pevyoBUHM
GnicTepis B nayi 3
KapTOHY
118, KANEBICTA TabneTkn, BKpUTI Mictpan AHrnis Pewmegika 14, Kinp BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17936/01/02
NNiBKOBO Kenitan - 3MiHW BHECEHIi A0 iIHCTPYKLIT 4ns MegnyHoro peuenmom
obornoHkoto, no 500 MeHegXmeHT 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMNo6iyHi
mr no 10 TabneTok y TNiviteq peakuii" BiANOBIAHO 4O OHOBMEHOI iHbopMmalii 3 6e3neku
Gnictepi; no 12 Lil0401 peyoBUHU
GnicTepis B nayi 3
KapTOHY
119./ KANEUUBEKC TabneTkn, BKPUTI Akkopg Benwuka BupobHuLTBO IHgis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB: TeXHiYHa 3a UA/14799/01/01
150 NniBKOBOIO Xernckea BpuTaHis roToBOro Benuka nomurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460) peuenmom
o6onoHkoto, no 150 Nimiteq nikapcbkoro 3acoby, BpuTanis/ BunpaBneHo TexHiYHi TOMUIKKW, a came - rpaMmaTuyHi Ta
mr; no 10 TabneTok nepBuHHe ITanis/ NEeKCUYHI MOMWIKM B iIHCTPYKLIT ANS MeanyHOro
y 6nictepi; no 3, 6 nakyBaHHs, Icnania 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainax
abo 12 6nicTepiB y BTOPUHHE "®apmakornorivyHi BnactusocTi”, "lNMoka3aHHs",
KapTOHHI kopobLyi nakyBaHHs, "OcobnusocTi 3actocyBaHHA", "Cnocid 3acTocyBaHHA Ta
KOHTPOIb AKOCTi po3n", "MobiuHi peakuii
cepil:
IHTac

dapmacbioTikana
NimiTen, IHAis;
BupobHuuTBO
roToBOro
nikapcbkoro 3acoby,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI
cepii
(anbTepHaTMBHWIA
BUPOBHNK):
IHTac
dapmacbioTikans
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Homep

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

peecmpauyiliHo2o
noceio4yeHHs1

3acoby

ynakoeka)

NimiTen, IHpis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHsi:
Akkopp Xernckea
JlimiTeq, Benuka
BpuTaHis;
BTOPUHHE
naKyBaHHs:
O4n Canni Yein,
ITanis CMNA, Itanis;
KOHTPOrb SKOCTI
cepil:
AcTpoH Pe3bopy
JlimiTeq, Benuka
BpuTaHis;
KOHTPOIb AKOCTI
cepil:

AJIC Jlabopartopic
(FOKew) imitea,
Benuka BpuTaHis;
KOHTPOIb AKOCTI
cepil:
JlabopaTopi
dyHpacio JAY,
Icnanis;
BignosiganbHui 3a
BUNYCK cepii:
Akkopp Xernckea
JimiTen, Benuka
BputaHis

3a

UA/14799/01/02

120.

KANEUMBEKC
500

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkot, no 500
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 12 GnictepiB y
KapTOHHiI kopobLyi

Akkopg
Xenckea
NimiTen

Benuka
BpuTaHis

BupobHuLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHe
nakyBaHHs1,
BTOPUHHE
naKyBaHHs,
KOHTpPOIb SKOCTI
cepil:

IHTac
dapmachbioTikans
Nimiten, IHAois;
BupobHuuTBO
roToBOro
nikapcbkoro 3acooy,
nepBUHHE
nakyBaHHs1,

IHgis/
Benuka
Bpuranis/
ITanis/
IcnaHia

BTOPUHHE

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB: TexHiYHa
nomMurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460)
BunpaBneHo TexHi4Hi noMunku, a came - rpamaTuyHi Ta
TNIEKCUYHI NOMUIKM B IHCTPYKLIT Ana MeAUYHOro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y posginax
"®apmakornorivyHi BnactueocTi”, "lNMoka3aHHs",
"OcobnusocTi 3acTocyBaHHA", "Crocib 3acTocyBaHHsA Ta
po3n", "MobiuHi peakuii

peuernmom
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Peecmpauitina npouyedypa

Ymosu

Homep

Ne

n/ JNliKapcbKo20

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

nakyBaHHs,
KOHTPOIb AKOCTI
cepii
(anbTepHaTUBHUIA
BUPOBHUK):
IHTac
dapmachbioTikans
NimiTen, IHpis;
[NepBuHHE Ta
BTOPUHHE
naKyBaHHsi:
Akkoppg Xenckea
JlimiTen, Benuka
BpuTaHis;
BignosiganbHui 3a
BMNYCK cepii:
Akkopp Xernckea
JlimiTeq, Benuka
BpuTaHis;
BTopuHHe
nakyBaHHs:
O4n Canni Yein,
ITanis CMNA, Itanis;
KoHTponb sikoCTi
cepin:
AcTpoH Pe3bopy
JimiTen, Benuka
BpuTaHis;
KOHTpPOIb AKOCTI
cepil:
JlabopaTopi
dyHpacio JAY,
Icnanis;
KOHTpPOIb AKOCTI
cepil:
AJIC Na6opatopic
(KOKen) Nimiten,
Benvka bpuTanis

3a

UA/15821/01/01

121.

KANEUWUTABIH
KPKA

TabneTku, BKPUTI
NniBKOBOO
obornoHkot, no 150
mr; no 10 TabneTok
y bnictepi; no 3, 6
abo 12 6nicTepis B
KapTOHHiI kopobui

KPKA, a.4.,
Hoso mecto

CnoBeHisi

IHTac
dapmacbioTukana
Nimiten, IHaisa
(BignoBiganbHWi 3a
BMPOGHMLUTBO "in
bulk", nepsuHHY
ynaKkoBKY, BTOPUHHY
ynakoBky); KPKA,
n.4., Hoso mecTo,
CnoBeHisi

Inpis/
CnoBeHis/
ManbTa

(BignoBiganbHWn 3a

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHum | Tuny
- nogaHHs Hoeoro CEP R0O-CEP 2015-325-Rev 00 Big
3aTBepakeHoro BupobHuka INTAS PHARMACEUTICALS
LIMITED, India ans A®Il kaneuutabiHy, sik HAacniaoK,
3MiHMnace agpecu BupobHuka A®l; 3anponoHosaHo RO-
CEP 2015-325-Rev 00 BnacHuk CEP Intas
Pharmaceuticals Limited Sage House 319, Pinner Road
United Kingdom-HA1 4HF North Harrow, Middlesex
BupobHuya ginbHuus ans APl Intas Pharmaceuticals
Limited Plot No. 457/458 & 191/218P, Sarkhej-Bavla

Highway, Matoda Taluka-Sanand, -India-382 210

peuernmom
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Bunyck cepii); KPKA,
n.4., Hoso mecTo,
CnoBeHis
(BignoBiganbHWi 3a
BTOPWHHY YMaKOBKY);
dapmakap MNMpemiym
JIta., ManbTta
(BignoBiganbHWi 3a
KOHTpOrb cepii )

Ahmedabad, Gujarat; 3miHn | Tuny - nogaHHs Hosoro CEP
RO-CEP 2014-332-Rev 00 Big 3aTBEpAXEHOrO BUPOOHUKA
SHILPA MEDICARE LIMITED, India ans A®I
kaneunTabiHy, ik HacnigoK, 3MiHUNack agpecy BUpobHUKa
A®I; 3anponoHoBaHo; RO-CEP 2014-332-Rev 00 BnacHuk
CEP Shilpa Medicare Limited No. 12-6-214/A1, Hyderabad
Road India-584 135 Raichur, Karnataka Bupo6Huya
ainbHuug ana A®I Shilpa Medicare Limited Plot No. 33,
33A and 40 to 47, Raichur, Industrial Growth Centre,
Wadloor Road, Chiksugar Cross, Chiksugar India-584 134
Raichur, Karnataka; 3amiHu | TMny - nogaHHs HOBOro
cepTudikaTy BignoBigHoOCTI €Bponeinchki hapmakonei
RO-CEP 2013-309-Rev 03 Big HoBOro BupobHuka
Acebright (India) Pharma Private Limited ans gitouoi
peyoBUHM KaneunTabiHy. [logaBaHHs BUPOOHNYMX
AinbHUUE Jo p. 3.2.5.2.1 BupobHukmn: Shanghai Acebright
Pharmaceuticals Co., Ltd.; Yancheng Desano
Pharmaceuticals Co., Ltd.; Acebright (India) Pharma
Private Limited BHacnigok noganHs HoBoro CEP; 3miHm |
TVNy - BBEAEHHS [0OOATKOBOro po3mipy cepii 2000 000
Tabnetok ana KAMNELUMTABIH KPKA, TabneTku, BKpUTI
nniBkoBOK 060noHKow, No 150 Mr; 3anponoHoBaHo: 120
000 Tabnetok; 500 000 Tabnetok; 840 000 TabneTok;
2000 000 TabneTok; 3MiHW | TUMY - OHOBIEHHSI BXe
3aTBEPAKEHNX METOAIB KOHTPOMIO SKOCTi MiKapCbKoro
3acoby, a came BUKNAAEHHS TEKCTY AepXKaBHOK MOBOIO
3rigHO Cy4acHUX BUMOr

122.

KANEUWUTABIH
KPKA

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 500
mr; no 10 TabneTok
y bnictepi; no 3, 6
abo 12 6nicTepis B
KapTOHHIN kopobLyi

KPKA, a.4.,
Hoso mecto

CrnioBeHis

IHTac
dapmacboTukan3
Nimiten, IHaia
(BignoBiganbHW 3a
BMPOGHMLUTBO "in
bulk", nepBuHHYy
YMaKOBKY, BTOPUHHY
ynakoBky); KPKA,
a.a., Hoso mecto,
CrnioBeHis
(BignoBiganbHWn 3a
Bunyck cepii); KPKA,
a.4., Hoeo mecTo,
CnoBeHisa
(BignoBiganbHWi 3a
BTOPWHHY YNaKkoBKy);
Papmakap MNMpemiym
Jlta., ManbTa
(BipnoBiganbHWn 3a
KOHTPOMb cepii )

IHgis/
CnoeHis/
ManbTa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny
- nogaHHs HoBoro CEP R0O-CEP 2015-325-Rev 00 Big
3aTBepgkeHoro BupobHuka INTAS PHARMACEUTICALS
LIMITED, India anst A®I kaneunTabiHy, K Hacnigok,
3MiHMnace agpecu BupobHuka A®l; 3anponoHosaHo RO-
CEP 2015-325-Rev 00 BnacHuk CEP Intas
Pharmaceuticals Limited Sage House 319, Pinner Road
United Kingdom-HA1 4HF North Harrow, Middlesex
Bupo6Huya ginbHuus anst A®I Intas Pharmaceuticals
Limited Plot No. 457/458 & 191/218P, Sarkhej-Bavla
Highway, Matoda Taluka-Sanand, -India-382 210
Ahmedabad, Gujarat; 3miHu | TUny - nogaHHs Hosoro CEP
RO-CEP 2014-332-Rev 00 Big 3aTBEpAXEHOro BUPOOHMKa
SHILPA MEDICARE LIMITED, India ans Ad®l
kaneunTabiHy, ik HacnigoK, 3aMiHUNack agpecy BUpobHUKa
A®I; 3anponoHoBaHo; RO-CEP 2014-332-Rev 00 BnacHuk
CEP Shilpa Medicare Limited No. 12-6-214/A1, Hyderabad
Road India-584 135 Raichur, Karnataka Bupo6Huya
ninbHuUs ana A®I Shilpa Medicare Limited Plot No. 33,
33A and 40 to 47, Raichur, Industrial Growth Centre,
Wadloor Road, Chiksugar Cross, Chiksugar India-584 134
Raichur, Karnataka; 3miHu | Tuny - nogaHHs HoBoro

3a
peuenmom

UA/15821/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepTudikaTy BigNoBiAHOCTI €Bponencekin dapmakonei
RO-CEP 2013-309-Rev 03 Big HOBOro BUpobGHUKa
Acebright (India) Pharma Private Limited ans gitouoi
peyvoBuHYM KaneuuTabiHy. [lonaBaHHS BUPOBHNUMNX
AinbHULe Ao p. 3.2.S.2.1 BupobHuku: Shanghai Acebright
Pharmaceuticals Co., Ltd.; Yancheng Desano
Pharmaceuticals Co., Ltd.; Acebright (India) Pharma
Private Limited BHacnigok nogaHHs HoBoro CEP; 3miHm |
TUNy - BBEAEHHSA AoAaTKoBOro po3mipy cepii 2000 000
Tabnetok ans KANEUWTABIH KPKA, TabneTku, BKpuUTi
nniBkoBoK 060noHKow, No 150 mr; 3anponoHoBaHo: 120
000 TabneTtok; 500 000 TabneTok; 840 000 TabneTok;
2000 000 TabneTok; 3MiHW | TUMY - OHOBIEHHS BXe
3aTBEPAKEHNX METOAIB KOHTPOMIO SKOCTi MiKapCbKOro
3acoby, a came BUKNAAEHHS TEKCTY AepXXaBHOKO MOBOIO
3rifHO Cy4aCHWX BUMOT
123.| KAPOIOMATHI TabneTkn, BKpUTI AciHo ®apma LLisenuapis BMPOBHMLTBO 3a HimeyunHa BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3mMiHn | Tuny |Ne 30 — 6e3 UA/10141/01/02
1 ®OPTE NniBKOBOO Al NOBHUM LIMKIOM: - AOMiHiCTpaTMBHI 3MiHW. Buny4yeHHs BUpOBHWYOT AinbHuUi | peyenma;
obonoHkoto, no 150 Takepa 'M6X, micue (BKkntovaroum ginbHuui ana APl npomixxHoro npoaykty abo |Ne 700 — 3a
mr; no 30 abo 100 BUpoBHMUTBA roTOBOrO MikapcbKoro 3acoby, AiNbHULI ANst NPOBEAEHHS | peuernmom
TabneTok y prakoHi; OpaHieHbypr nakyBaHHsi, BUpoOHWKa, BiAnoBigansHoOro 3a BUNYyCcK cepiin,
no 1 dnakoHy y MicLie NPOBEeAEHHS KOHTPOIO cepii) abo noctavanbHuka
KapTOHHIN kopobLi BMXiQHOro mMartepiany, peareHTy abo JOMOMiIXHOI
PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCHE) - BUMYYEHHS
BUPOBHMYOT OinbHULi, BiaNOBiAanbLHOI 32 BUPOOHULITBO
Hepo3dacoBaHoi npoaykLii, BupobHuka Takega ®apma
A/C, OaHia
124 KBAUT® TabneTkn, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTepianis:amitu || Tuny bes UA/17603/01/01
3ACI10KII;1]1VIB nniBKOBOO - 3MiHM 3 sikocTi. A®I. BupobHuuTBOo. 3MiHa BUpobHUKa peuernma
nm o6onoHkoto; no 10 BWXiAHOrO/MPOMDKHOIO NMPOAYKTY/peareHTy, Lo
TabneTtok y 6nictepi; BMKOPUCTOBYIOTbCH Y BUpobHn4omy npoueci AdI, abo
no 2 a6o 4 6nictepu 3MiHa BUpOGHMKa (BKMovatouu, e HeobxigHo, micue
y nayui 3 KapToHYy npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BigNoBigHOCTI €BponeWichbkin dapmakonei y
3aTBEpAKEHOMY [0Che)(BBEAEHHS HOBOTO BUpOGHMKa AdI
3 HagaHHsM MacTep-caiina Ha Adl) - BBeaeHHS
anbTepHaTUBHOro BUpo6Hnka Euromed SA, IcnaHis ans
A®| EkcTpakT KopeHeBuLLa BanepiaHn BOAHO-CMUPTOBUIA
cyxuii. 3anponoHoBaHo: Finzelberg GmbH &Co. KG.,
HimeuumHa, Euromed SA, Icnanisa
125 KNCNOTA Tabnetku, no 10 AT YkpaiHa AT "KUIBCBKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis:amiHu | Tuny be3 UA/4572/01/01
ACKOPBIHOBA | tabnetoky "KUIBCBKUI BITAMIHHAW - BUNYYeHHs nokasHuka «Baxki meTanu» 3i cneuudikauii | peuyenma
3 MIKO3O0K | Gnictepax; no 10 BITAMIHHAN 3ABO[T" A®| AckopbiHoBa KucnoTa; 3miHu | Tuny - 3amiHa
Tabnetok y 6nictepi, 3ABOO" BUPOGHMYOT AiNbHULI Big BXe 3aTBEPOXEHOrO BUPOOHMKa

no 3 6nictepu B
nayui

AckopbiHoBoi kncnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
District, Shenyang, China/lllenrkcuny Jownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLUeHsHr,
Kutan
126, KNIHAAMILUWH NOPOLLIOK CninbHe YkpaiHa Ximiko- Icnanis BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3miHu | Tuny - UA/11131/01/01
Y ®OCPAT KpUCTaniyHum YKPaiHCbKO- apMaLeBTUYHE - 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
(cybeTaHuis) y icnaHcbke ob'egHaHHsA, C.A. cepTudikaT BiaNoBiaHOCTI €BpONENChKin
NnoABIMHNX nignpruemMcTBo (YKIPA) apmakonei/moHorpadii. NMoaaHHs HoBoro abo
nonieTuneHoBmx "Cnepko OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
MilLKkax ons YkpaiHa" cepTudikaTa BignoBigHoOCTIi €BponeWnchkin dapmakonei:
dapmaLeBTU4HOro ans A®l; onsa BMxigHOro martepiany/peareHTy/npomiKHOTO
3acToCyBaHHsA NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLUTBI ADI; Ans
[OOMOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€ponelicbkin bapmakonei) - OHoBNeHWn cepTudikaT Big
yXe 3aTBepa)XeHoro BUPO6HMKa - MogaHHA OHOBMEHOTO
cepTudikaTa BignoBigHoOCTIi €Bponewnchkin dapmakonei Ne
R1-CEP 2000-097-Rev 03 (3atBepaxeHo: R1-CEP 2000-
097-Rev 02) ans A®I. Ak Hacnigok 3miHWM y meToauui
BM3HAYEHHS 3a NokasHMKoM «CynpoBigHi JOMILLKNY;
BBEAEHHS nepioay nepekoHTponto 3 poku (byno: TepMiH
npuaaTtHocTi 3 pokun). Bunpasnexa nomunka Lwoao
nopsiakoBoi Hymepadii metogis y MKA J13
127 KOrHYM Tabnetku no 250 wmr, AT YkpaiHa AT "KMIBCbKUI Ykpaina BHeceHHs 3MiH 0 peecTpauiiHnx matepianis: 3miHu Il 3a UA/13717/01/01
no 10 Tabnetok y "KUIBCbKUIN BITAMIHHAW Tuny - 3MiHu 3 sikocTi. A®l. BupobHuuTBO. 3MiHa peuenmom
6nicTepi; no 5 BITAMIHHAN 3ABO[O" BMPOGHMKa BUXiZHOrO/MPOMIXKHOTO NPOAYKTY/peareHTy, Lo
GnicTepiB y navui 3ABOO" BMKOPUCTOBYIOTbCH Y BUpobHU4oMy npoueci AdI, abo
3MiHa BUpOGHMKa (BKIovatouu, Ae HeobxigHo, micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BiANoBiAHOCTI €BponeWichbkin dapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUpo6HMKa ADI
3 HapgaHHsIM macTep-dainna Ha APl) - BBeaeHHs1 HOBOro
BMPOGHMKa AP| kanbLieBOi CONi roMaHTEHOBOI KNCNOTH
ToBapucTBo3 obmexeHoto BignosigansHicTio "GAPMXIM",
YkpaiHa 4o Bxe 3aTBepaxeHoro - PegepansHe aepxaBHe
yHiTapHe nignpmemctBo "CneuianbHe KOHCTPYKTOPCHKO-
TexHonoriyHe 6ropo "TexHonor" (®OYI "CKTB
"TexHonor"), Pociicbka ®enepadlis
128./ KOFHYM Tabnetku no 500 wmr, AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHeceHHs 3MiH f0 peecTpauiiHnx maTtepianis: 3miHu Il 3a UA/13717/01/02
no 10 TabneTtok y "KUIBCBKUI BITAMIHHAW TUny - 3MiHu 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHa peuenmom
GnicTepi; no 5 BITAMIHHAN 3ABO[O" BMPOGHMKa BUXiAHOrO/MPOMIXKHOTO NPOAYKTY/peareHTy, LWo
6nicTepiB y navui 3ABO[O" BVKOPVCTOBYIOTbCH Y BUpoBHUYoMy npoueci AdI, abo

3MiHa BUpPOGHMKa (BKIoYakouu, Ae HeobxigHo, micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €Bponeiichbkin dapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOrO BUpOOHMKa AdI
3 HagaHHsIM MacTep-dainna Ha Adl) - BBeaeHHs1 HOBOro
BMpo6HMKa AP| kanbLieBOi CoNi ronaHTEHOBOI KUCNOTH
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ToBapucTBo3 0bMexeHot BignosiganbHicTio "OAPMXIM",
YKpaiHa go Bxe 3aTBepaxeHoro - PefepansHe AepxasHe
yHiTapHe nignpmemctBo "CneuianbHe KOHCTPYKTOPChKO-
TexHonoriyHe 6ropo "TexHonor" (PAYIM "CKTH
"TexHonor"), Pocinceka ®enepauis
129.| KOMMNEBIT® Kancynu Teepgi; no AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny bes UA/2090/01/01
10 kancyn y "KNIBCbKWM BITAMIHHWW - BUNYYeHHS nokasHuka «Baxki metanu» 3i cneuudikauii | peuenma
Gnictepi; no 2 BITAMIHH/I 3ABOL" A®I| AckopbiHoBa kucnoTa; 3miHu | Tuny - 3amiHa
Gnictepu B nayui 3ABOLO" BUPOBHMYOI OinbHULI Big BXe 3aTBEPAKEHOro BUPOOHMKa
Ha HOBY AiNbHULIIO Bif 3aTBEPAXEHOro BUPOGHMKa
AckopbiHoBoi kncnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny fownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3sutky, LUeHsHr,
Kurtawn
130.| KOPBA3AH® TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/1371/01/02
NniBKOBOKO "Knismegnpen "KvuiBmegnpenapat" - 3MiHM 3 siKOCTi. [O0TOBMI Nikapcbkuin 3aci6. 3MiHN y peuenmom
obornoHkot, no 12,5 apat" BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMoYaym gianasoH
mr no 10 TabneTok y po3mipy cepii) roToBOro nikapcbkoro 3acofy (36inbLeHHst
Gnictepi; no 3 8o 10 pasiB NOPIBHSHO i3 3aTBEPHKEHUM PO3MIPOM) -
Gnictepu y navui BBeAeHHSA fodaTkoBoro po3mipy cepii [T13. KopektHe
3a3HauYeHHs BXe 3aTBepKeHUX po3MmipisB cepin;
3anponoHoBaHo: 103,30 kr (555 555 Tabnetok) 227 kr (1
222 222 tabnetok) 413,20 kr (2 222 222 TabneTok)
131.| KoconTt Kpanni 04Hi, pO34uH, CaHteH AT PiHnsHais TNabopaTopii Mepk PpaHuis/ BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/12581/01/01
nos5mny Wapn i Joym Hipepnanaun | - 3miHu wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuyenmom
nnacTMKoOBOMY LLinbpe, PpaHuis; | ®innangis/ BBeneHHs abo 3MiHM 00 y3aranbHEeHUX AaHWX Npo
cdnakoHi Tuny ManydaktypiHr AnoHis cucTemMy chapmakoHarnsay (BBeAeHHs y3ararnbHeHUX
OkymeTp Mnioc® Makarinr ®apmaka OaHuX Npo cuctemMy chapmMakoHarnsgy, amiHa
abo 6inomy (MMNo) b.B., YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
HaniBnNpo3opomy Higepnanan dapmakoHarnsay; KOHTaKTHoi ocobu 3 dhapmakoHarnsay
nNnacTUKoBOMy (anbTepHaTUBHUIA 3asBHVKa ANS 34iNCHeHHs dapmakoHarnagy B YKpaiHi,
dnakoHi Tuny 6 3 BUPOBHMK, AKLLIO BOHA BiAMIHHA Bif yNOBHOBaXeHOi ocobw,
6inoto KpULLKOHKD; Mo BignoBiganbHUN 3a BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
1 pnakoHy B BTOPUHHE (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
KapTOHi kKopoobui nakyBaHHs1); CaHTeH mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
AT, ®iHnangis yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
(anbTepHaTUBHUIA capmakoHarnsg.
BVPOGHWK, MponoHoBaHa pepakuisa: Aenbdiva beptpam, A.¢.H.,
BignoBiganbHUN 3a OOKTOp Hayk. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
BTOPUHHE ocobwu, BignosiganbHoi 3a hapmakoHarnsg
nakyBaHHs Ta
BUMYCK cepii,
BKIOYa0um
KOHTpOnb cepii);
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CaHteH
dapmacbTtukanc Ko.,
It Hoto lMnaHr,
AnoHis
(anbTepHaTUBHUIA
BUPOBHMK,
BignoBiganbHWM 3a
BUPOGHMUTBO in
bulk, nepBnHHe Ta
BTOPWHHE
nakyBaHHs)
132.| KOCOMNT BK Kpanni O4YHi, pO34mH; CaHteH AT diHnaHaisa CaHTeH AT, diHnaHgis/ BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis:3aMiHun | Tuny 3a UA/18106/01/01
no 10 mn y dnakoHi PiHnaHais ITanisa - BBEAEHHS [0AaTKoBOro po3mipy cepii 13. peuernmom
3 103aTOpOM Ta (BUPOBHUK, 3anponoHoBaHo: 100 i (10000 cnakonis); 150 n (15000
KpULLIKOIO; No 1 BignosiganbHWM 3a dnakoHiB); 300 n (30000 dbrakoHiB); 3MiHu | Tuny -
dnakoHy 3 BUMYCK cepii); BHECEHHS 3MiH 0 BUPOOHMYOro npolecy, 3okpema: Ans
[osaTtopom Ta Ty6intokc ®apma 36inbLueHoro po3mipy cepii I'J13 (300 n) BBeAEHHsI
KPULLIKOKO 3 C.N.A., ltanis 6inbLIOro cTepunbHOro INbTPy Ans 3abe3neveHHs BULLOT
KOHTpOIeM nepLuoro (BUPOBHMK, LLUBWUAKOCTI MOTOKY Mpwu pinbTyBaHHA (7,4 Mn/xB); 3MiHu |
PO3KPUTTS B BiAMNoOBiAaNbHUIA 3a TUMY - BHECEHHS 3MiH 40 BUPOBHMYOro npoLiecy, 3okpema:
KapTOHHIl kopobui BUPOBHMUTBO in- BBEAEHHA JOOATKOBUX NapameTpiB cTepunisadii ang
bulk, nepBuHHy Ta po3uuHy (FELL) Ha eTani 1 gng 36inbweHoro po3mipy cepii
BTOPWHHY YMNaKoBKY, N3 (300 n); 3MiHM | TUNY - BHECEHHS 3MiH OO
BUNPOBYBaHHS BMPOBHMYOro npoecy, 3okpema: 3miHa napameTpis
LOJ0 SKOCTI) nepemiwyBaHHsA ans 36inbLeHoro po3mipy cepii M3 (300
n)
133 KCUBYNAH NopoLLOK Ans AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/18686/01/01
PO34MHY ANS iH'EKLN M CA - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuyenmom
abo iHdysinno 1,21 BeeneHHs abo 3MiHM [0 y3aranbHeHWUX AaHNX Npo
(1000 mr/200 wmr), no cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
1 no 10, abo no 25 [aHuX Npo cuctemMy chapMakoHarnsigy, amiHa
drakoHiB y ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEeHHS
KapTOHHIN navui dapmakoHarnsay; KOHTaKTHoi ocobu 3 dhapmakoHarnsay
3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big yNnoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMmakoHarnsay
(BKITIOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHOI 3a
capmakoHarnsg B YkpaiHi. [lponoHoBaHa peakuis:
Kunpunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHWUX AaHNX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
3AiNCHEeHHNA dhapmakoHarnsgy B YKpaiHi
134.| NATAME[ Kpanni o4Hi, po3uuH; | TOB «YOPJ YkpaiHa K.O. Pomcapm PymyHis/ BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHu | Tuny 3a UA/14903/01/01
no2,5mny MEOVNUNH» Komnari C.P.J1., TypeyuunHa - 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y peuenmom
nakoHi- PymyHis; BUPOOHMUTBI. 3amiHa abo BBeAEeHHS AO4ATKOBOI OiNbHULL
KpanenbHuui; no 1 yoprng MEOVLMH BMPOGHMLUTBA ANs1 YacTMHM abo BCbOro BUpOBHUYOro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

dnakoHy-
KpanenbHuLi B
KapTOHHIl kopobui

IJTAY CAH. BE
TIOK. A.LL.,
TypeyunHa

npouecy rotoBoro nikapcbkoro 3acoby (AinbHULSA, Ha ki
npoBoAsTbCs Oyab-siki BUPOOHUYI cTagji, 32 BUHATKOM
BUMYCKY Cepii, KOHTPOMIO AKOCTi Ta BTOPUHHOTO NaKyBaHHS
ANs CTepunbHUX Nikapcbknx 3acobiB (BKNoYaoum
BMPOBeHi acenTMyHMM METOAOM), KPiM NiKapCbKUx
3acobiB 6ionoriYyHoro/iMyHONOrYHOrO NOXOMKEHHS).
CynyTHS 3MiHa - 3MiHK 3 AKOCTI. F0TOBUI NikapCbKMi
3aci6. 3MiHn y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPpOBHMLTBA 4NA YacTuHU abo
BCbOr0 BUPOGHWYOro NPOoLIeCy roTOBOrO MikapCbKOro
3acoly (AinbHULA ANA BTOPUHHOIO NakyBaHHs). BBeaeHHs
anbTepHaTMBHOIO BUPOOHMKa roTOBOrO NikapCbKoro
3acoby YOPJ1A MEOVNLWH INAY CAH. BE TIIDK. A.LL. /
WORLD MEDICINE ILAC SAN. VE TIC. A.S. (15 Temmy3
Maxannewi Dxami I7Iony xapneci Ne50 MoHewni
Bargxunap/Crambyn, TypeuunHa / 15 Temmuz Mahallesi
Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul,
Turkey), BignosiganbHoro 3a BUpo6HuLTBO J13, nepBuHHe
Ta BTOPVHHE MaKyBaHHA. BBeaeHHst 3amMiH npoTarom 6-tu
MicaUiB Micnsa 3aTBepMKeHHS. 3MiHu | Tuny - 3miHum 3
siKocCTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gopasaHHA BUPOOHWKa, LLIO BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkrrovatoun
KOHTpOnb/BUNpobyBaHHS cepii — 3MiHW, WO CTOCYThCS
BUMYCKY cepil Ta KOHTPOSIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby; B) 3amiHa abo gogaBaHHA BUPOOHWMKA, Lo
BifNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii: 2.
BKITH04aKUM KOHTPOMb/BUNpobyBaHHS cepii. BBegeHHs
anbTepHaTVBHOIO BUPOOHMKa roTOBOrO JlikapCbKoro
3acoby YOPJI1A MEOVNLWH INAY CAH. BE TIIDK. A.LL. /
WORLD MEDICINE ILAC SAN. VE TIC. A.S. (15 Temmy3
Maxannewi Ixami Mony Oxanaeci Ne50 Monewuni
Bargxunap/Crambyn, TypedunHa / 15 Temmuz Mahallesi
Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul,
Turkey), BianoBiganbHOro 3a BUMYCK cepii Ta KOHTPOIto
skocTi [M13. Ak Hacnigok, 3'ABNATLCS [oAaTKOBA BTOPUHHA
ynakoBka, e 3a3Ha4aTUMEeTbCS anbTepHaTUBHUN
BMPOBHWK roToBOro fikapcbkoro 3acoby. 3miHn BHeceHi B
iHCTPYKLUIiO ANs MeAUYHOTro 3aCTOCYBaHHS IiKapCbKOro
3acoby y po3ainu "BupobHuk", "Micue3HaxogKeHHs
BMPOOHWMKa Ta agpeca MicLsi NPOBaKeHHs oro
LisnbHOCTI", SIK HacMigoK Nosia 404ATKOBOTO MaKyBaHHSA
Ans anbTepHaTUBHOIO BUpobHWKa. BBeaeHHs 3miH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPKEHHS.

135.

JIEBEBPEWH

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkow, no 250

YOPI
MEOVLMH
INAY CAH. BE

TypeuunHa

YOPA MEAVLIVH
INAY CAH. BE
TIDK. AL

TypeuuunHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHu | Tuny
- 3MiHM Wopno 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
- OHOBMEHHA TEKCTY MapKyBaHHS YNakoBKW JTiKapCbKoro

3a
peuernmom

UA/16365/01/01
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr no 10 Tabnetok y TIDK. A.LL. 3acoby 3 BHeCeHHsM iHchopMaLii LoAo 3a3HavYeHHs
6nictepi, no 3 abo 5 OAMHULL BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH o
GnicTtepiB y po3giny “MapkyBaHHst” MKA 13: 3anponoHoBaHo:
KapTOHHiI kopobui MAPKWPOBKA. B cOOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKVUpOBKWU. BBeAeHHS 3MiH npoTarom 6-Tu
MicauiB nicnsa 3aTBepAXEHHSA
136.| NEBEBPEVH TabneTku, BKPUTI yorng TypeuunHa yopng MEOVUMH TypeuunHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/16365/01/02
NniBKOBOK MEOVLUNH INAY CAH. BE - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy | peyenmom
obornoHkoto, no 500 IJTAY CAH. BE TIIK. A.LL. - OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM fikapCbKOro
mr no 10 TabneTtok y TIDK. A.LL. 3acoby 3 BHECEHHAM iHchopMalLii LLoAo 3a3HavYeHHS
Gnictepi, no 3 abo 5 OAMHULb BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo
GnicTepiB y po3giny “MapkyBaHHst” MKA 13: 3anponoHoBaHo:
KapTOHHIN kopobLi MAPKWNPOBKA. B cOOTBETCTBUM C YTBEPXAEHHBIM
TEKCTOM MapKVpOBKWU. BBeAeHHS 3MiH npoTarom 6-Tu
MicAuiB NMicnsa 3aTBEPAXEHHSA
137.| NEBEBPEUH TabneTkn, BKPUTI yopPng TypeuuunHa yoprng MEgUUMH TypeyunHa BHECEHHS 3MiH O peecTpauiHMx maTtepianis:amMiHu | Tuny 3a UA/16365/01/03
NNiBKOBO MEOVLUNH INAY CAH. BE - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy | peyenmom
obonoHkoto, no 1000 | IJIAY CAH. BE TIOK. A.LL. - OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM fikapCbKOro
mr no 10 TabneTok y TIDK. A.LL. 3acoby 3 BHECEHHAM iHchopMalLii LLOAO 3a3HavYeHHS
6nictepi, no 3 abo 5 oOMHULb BUMIiptOBaHHS y cuctemi Sl. BHeceHHs 3amiH fo
GnicTepiB y po3giny “MapkyBaHHst” MKA 113: 3anponoHoBaHo:
KapTOHHI kopobLyi MAPKWNPOBKA. B cOOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKUpOBKK. BBeAEeHHS 3MiH NpoTAroM 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS
138./ NEBOMEHTON | nnacrisui abo TOB "TK YkpaiHa BAC® CE HimeuunHa BHECEHHS 3MiH IO peecTpaLiHux maTtepianis:3MiHu | Tuny - UA/17811/01/01
TBepAa maca "Apopa" - NoAAaHHSA OHOBNEHOrO cepTudikaTa BigNoBIgHOCTI
(cybcTaHuis); €sponelicbkint hapmakonei Ne R1-CEP 2012-390-Rev 01.
nnacrTiBLj y naketax Ak Hacnigok, 36inbLUEHHs Nepiogy NepekoHTponto 3 3
nonietTuneHosux abo pokiB 4o 5 pokiB Ans nnacTiBLuiB BiANOBIAHO A0
TBepAa maca B oHoBneHoro CEP
MeTaneBux
H6apabaHax ans
hapmMaLeBTUHHOIO
3aCcTOCyBaHHA
139.| NEBOPO TabneTku, BKPUTI AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:amiHu | Tuny 3a UA/18756/01/01
NNiBKOBOIO M CA - 3MiHM Wopno 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. |peuyenmom
obonoHkoto, no 500 BBepneHHs abo 3MiHM [0 y3aranbHEHUX 4aHUX Npo
mr; no 10 TabneTok cuctemy cbapmakoHarnsay (BBeAeHHS y3ararbHeHNUX
y 6nicTepi; no 1 OaHuX Npo cuctemMy chapMakoHarnsgy, aMmiHa
6nictepy B YNOBHOBaXXEHOI 0CO0M, BiANOBIAaNbHOI 3@ 34iCHEHHS
KapTOHHiIl kopobui dapmakoHarnsifly; KOHTaKTHoi ocobu 3 hapmakoHarnsay
3asBHVKa ANs 34iNCHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big yNnoBHOBa)eHoi ocobu,
BignoBiganbHoOI 3a 34iMCHEeHHs hapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
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n 3acoby ynakoeka) noceio4yeHHs1
macTtep-carina cuctemmn apmakoHarnagy) - amiHa
KOHTaKTHOi 0cobu 3asiBHWKa, BiANoBiAanbHoi 3a
capmakoHarnsg B YkpaiHi. [lponoHoBaHa pefakuis:
Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOi 0cobu 3asiBHWKa, BiANoBiAanbHoOi 3a
3[icCHeHHs hapmakoHarnagy B YkpaiH
140, NEHANIAOMIA- | kancynu TBepdi no TOB "TeBa YkpaiHa MNIBA XpsaTtcka XopsarTis BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17643/01/01
TEBA 2,5 mr, no 21 YkpaiHa" 0.0.0. - 3MiHN BHECEHI A0 iHCTPYKLii ANs Mean4yHoro peuenmom
Kancyni y énictepi; 3acTocyBaHHsI nikapcbkoro 3acofy y posain "OcobnmeocTi
no 1 6nictepy B 3acTocyBaHHs" BiANOBIAHO 4O OHOBIEHOI iHhopMauil
Kopobui; no 7 Loao G6esneku Aitoyoi pevoBnHU. BBeaeHHs 3MiH
Kancyn y énictepi; npoTsarom 3-x mMicsuiB 3 aTn 3aTBEPAXEHHS
no 3 6nictepn B
KopobLi
141 NEHANIAOMIA- | kancynu TBepai no 5 TOB "TeBa YkpaiHa MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:3aMiHun | Tuny 3a UA/17643/01/02
TEBA Mr, no 21 kancyni y YkpaiHa" A.o.o. - 3MiHN BHECEHI A0 iHCTPYKLii ANs MeanyHoro peuenmom
6nicTepi; no 1 3acTOCyBaHHsI Nnikapcbkoro 3acoby y po3ain "OcobnmeocTi
6nictepy B kopobuyj; 3acTocyBaHHs" BignoBigHO 4O OHOBMEHO! iHpopmauii
no 7 kancyny wono 6esneku aitoyoi pevoBuHU. BBeaeHHs 3MiH
Gnictepi; no 3 npoTsarom 3-x mMicsuiB 3 faTn 3aTBEPAXEHHS
Gnictepu B kOpoOLj
142 NEHANIAOMIA- | kancynu TBepAi no TOB "TeBa YkpaiHa MNIBA XpBaTcka XopsarTist BHECEHHS 3MiH [0 peecTpauinHmux maTepianis:aMiHun | Tuny 3a UA/17643/01/03
TEBA 7,5 wmr, no 21 YkpaiHa" 0.0.0. - 3MiHM BHECEHIi 10 iIHCTPYKUiT ANA MeauyHoro peuenmom
Kancyni y énictepi; 3aCTOCyBaHHsI Nnikapcbkoro 3acoby y po3ain "OcobnmeocTi
no 1 6nictepy B 3acTocyBaHHs" BignoBigHO 4O OHOBrEHO! iHpopmaLii
Kopobui; no 7 oo 6esneku Aitoyoi pevoBuHU. BBeaeHHs 3MiH
Kancyn y énictepi; nNpoTArom 3-X MicALiB 3 AaTh 3aTBEPOKEHHS
no 3 Gnictepu B
KopobLi
143.| NEHANIAOMIA- | kancynu TBepAi no TOB "TeBa YkpaiHa MNIBA XpBaTtcka XopsarTis BHECEHHS! 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/17643/01/04
TEBA 10 wmr, no 21 kancyni YkpaiHa" 0.0.0. - 3MiHM BHECEHIi 10 iIHCTPYKUiT ANA MeauyHoro peuenmom
y 6nicTepi; no 1 3aCcTOCyBaHHS Nikapcbkoro 3acoby y posain "OcobnusocTi
GnicTepy B kopobuyj; 3acTocyBaHHs" BignoBigHO 4O OHOBrEHO! iHpopmaLii
no 7 kancyny wono 6esneku aitoyoi pevyoBuHU. BBeaeHHs 3MiH
6nicTepi; no 3 npoTarom 3-x MicAuiB 3 AaTh 3aTBepaKeHHS
Gnictepu B kKopobui
144, NEHANIAOMIA- | kancynu TBepai no TOB "TeBa YkpaiHa MNIBA XpsaTtcka XopsarTis BHECEHHS 3MiH [0 peecTpauiiH1xX maTtepianis:amiHu | Tuny 3a UA/17643/01/05
TEBA 15 wr, no 21 kancyni YkpaiHa" 0.0.0. - 3MiHN BHECEHI A0 iHCTPYKLii ANs MeanyHoro peuenmom
y 6nictepi; no 1 3acTOCyBaHHS Nnikapcbkoro 3acoby y posain "OcobnmsocTi
Gnictepy B kopobuyj; 3acTocyBaHHs" BignoBigHO 4O OHOBrEHO! iHpopmauii
no 7 kancyny wono 6esneku aitoyoi pevoBuHU. BBegeHHs 3MiH
6nictepi; no 3 nNpoTArom 3-X MicsLiB 3 faTh 3aTBEPOKEHHS
Gnictepu B kKopobui
145./ NEHANIAOMIA- | kancynu TBepai no TOB "TeBa YkpaiHa MNIBA XpsaTtcka XopsarTis BHECEHHS 3MiH 10 peecTpauiiHnxX maTtepianis:amiHu | Tuny 3a UA/17643/01/06
TEBA 20 wmr, no 21 kancyni YkpaiHa" 0.0.0. - 3MiHM BHECEHIi 0 iIHCTPYKLIT ANns MeguyHoro peuenmom

y 6nictepi; no 1

3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3ain "OcobnmBocTi
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n 3acoby ynakoeka) noceio4yeHHs1
6nictepy B kopobui; 3acTocyBaHHsA" BiANOBIAHO 4O OHOBMEHOI iHdopMaLii
no 7 kancyny oo Gesneku Aitoyoi pevyoBuHU. BBeaeHHs 3MiH
Gnictepi; no 3 npoTArom 3-x MicAuiB 3 faTh 3aTBEPOKEHHS
Gnictepu B kKopobui
146, NEHANIAOMIA- | kancynu TBepdi no TOB "Tesa YkpaiHa MNIBA XpsaTtcka XopsarTis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17643/01/07
TEBA 25 wmr, no 21 kancyni YkpaiHa" 0.0.0. - 3MiHN BHECEHI A0 iHCTPYKLii ANs Mean4yHoro peuenmom
y 6nicTepi; no 1 3acToCyBaHHS Nnikapcbkoro 3acoby y po3ain "OcobnueocTi
6nictepy B kopobui; 3acTocyBaHHsA" BiANOBIAHO 4O OHOBMEHOI iHdopMaLii
no 7 kancyny Lono 6esneku aitoyoi pevoBuHW. BBegeHHs 3MiH
Gnictepi; no 3 npoTArom 3-x MicauiB 3 faTh 3aTBEPOKEHHS
6nictepu B kOpobLi
147, NE®NIOTAB TabneTkun BKpUTI Mepak Himeuunna Mepak Nesenbwadt HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:aminu | Tuny 3a UA/12013/01/01
o6onoHkoto, no 10 lesenbwadTt brop KniHiwe - OHOBJIEHHS BXe 3aTBEPAKEHUX METOLIB KOHTPOSO AKOCTi | peyernmom
mr no 30 TabneTok y brop KniHiwe LLneuianenpenapat nikapcbkoro 3acoby, a came BUKINAOEHHsI TEKCTY
KOHTeWHepi; no 1 LWneuiansnpe e M6X, HimewunHa Aep>XaBHOK MOBOIO 3riAHO Cy4aCHWUX BUMOT
KOHTeWHepy B navui napate M6X (BUPOBHUK, IO
BignoBsigae 3a
MapKyBaHHS1,
BTOPVHHE
nakyBaHHs,
KOHTpOnb/BUpobyBa
HH$1 cepil Ta BUNycK
cepii); Xaynt ®apma
MioHcTep TmBX,
HimeyuunHa
(BUPOBHUK, LIO
BianoBigae 3a
BMPOGHMLUTBO
roToBOI NiKapCbKol
dopmu, NepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTponb/BrpobyBa
HHS cepii Ta 3a
BUWMYCK cepii)
148.| NEPNIOTAB TabneTku BKpUTI Mepak HimeuunHa Mepak esenbwadT HimeuunHa BHECEHHS 3MiH [0 peecTpauiiH1x maTtepianis:amiHu | Tuny 3a UA/12013/01/02
obonoHkoto, no 20 [esenbwadT crop KniHiwe - OHOBJIEHHS BXeE 3aTBEPKEHNX METOAIB KOHTPOIIO SIKOCTi | peuernmom
Mmr no 15 a6o no 30 drop KniHiwe Lneuianbnpenapat nikapcbkoro 3acoby, a came BUKINAAEHHsI TEKCTY
Tabnetok y LWneuiansbnpe e M6X, HimeuyunHa Oep>XaBHOK MOBOIO 3M4HO Cy4aCHUX BUMOT
KOHTelHepi; no 1 napate mM6X (BMPOBHWK, IO

KOHTeVHepy B navui

BignoBsigae 3a
MapKyBaHHS1,
BTOPWHHE
nakyBaHHs1,
KOHTpOnb/BUpobyBa
HHS cepii Ta BUNycK
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cepii); Xaynt ®apma
MtoHcTep MvmbX,
HimeyuunHa
(BUPOBHUK, LIO
Bignosigae 3a
BUPOBHMLUTBO
roTOBOI NiKapCbKoi
dopmu, NepBUHHE
nakyBaHHs,
MapKyBaHHS1,
BTOPWHHE
nakyBaHHs,
KOHTpOnb/BUpobyBa
HHS cepii Ta 3a
BMNYCK cepii)
149, MArHEMAKC- TabneTkn, BKpUTI ToBapucTso 3 YkpaiHa ToBapwucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:3miHu 3 bes UA/15597/01/01
300POB'A NniBKOBOKO obmexeHo 0oBMexeHo skocTi. [oToBuMI nikapcbkui 3acib. Cuctema peuenma
obonoHkot no 10 BigNoBiganbHi BiANOBIgaNbHICTIO KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
TabneTtok y 6nictepi; CTIo "®apmaueBTniHa nocTayarnbHvKa nakyBanbHUX matepianis abo
no 3 abo 6 6nictepis | "®apmaueBTn KomMnaHis "3gopos's"” KOMMIEKTYIOUMX (SIKLLO 3a3HAYeHO B LOCLE) (3amiHa abo
y KOpoOLji 3 KapTOHY YHa KOMNaHis [oAaBaHHA nocTavanbHuKa); CynyTHA 3MiHa: 3MiHn 3
"3popos's" skocTi. [oToBMIM Nikapcbkui 3aci6. Cuctema
KOHTeNHep/3aKynoptoBanbHuUii 3acio. 3miHa y NepBUHHIN
ynakoBLi rOTOBOro NnikapcbKoro 3acoby (sKicHW Ta
KinbKicHUI cknag) - TeepAi nikapcbki opmu; cynyTHSA
3MiHa: 3MiHu 3 akocTi. FoToBMIA Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa dopmn abo
PO3Mipy KOHTENHEepa Yn 3aKyrnopioBasnbHOro 3acoby
(nepBMHHOI ynakoBKu) (HeCTepuribHi Nikapcbki 3acobu).
BBeneHHa foaaTkoBoro BUPO6HMKa NepBUHHOIO
nakyBaHHs 113 (nniska MBX/MNBOX) Liveo Research
GmbH, Germany. Ak Hacnigok, Biabynucs 3miHn y
SIKICHOMY, KinbKiCHOMY cknagi (3aTBepaXeHo: nriBka
noniBiHINXNopnaHa; 3anpornoHOBaHO: MriBka ABOLLIAPOBa
nonisiHiNxnopuaHa/nonisiHinigeHxnopuaHa) Ta pos3mipax
NepBMHOrO NaKyBaHHS
150.| MATHIIO PO34MH AN iH'eKLN, MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/8109/01/01
CYNb®AT 250 mr/mn, no 5 mn "Manuudapm" - BHECEHHS 3MiH 0 KOHTPOIKO Mig Yac BUpobHMLTBA peuenmom

abono 10 mn B
amnyni; no 5 amnyn
Y KOHTYPHilA
YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B NauyLj; no
5 mn abo no 10 mn B
amnyni; no 10 amnyn
y kopobui; no 5 mn B
amnyrni; no 5 amnyn

roTOBOrO fikapCbKoro 3acoby, 3okpema: - BBEAEHHS
KpUTepIiiB NpunHATHOCTI (He Ginble 10 KYO B 100 mn) 3a
nokasHukom "bioHaBaHTaxeHHs" Ha CTagii dinbTpauis
PO34MHY; - BUNyYEHHS NokasHuka "MikpobionoriyHa
unctota" Ha Cragii MpurotyBaHHSA po3yuHy
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Y KOHTYPHMX
YapyHKOBUX
ynakoBKax,
3anasiH1X nanepom
151.| MEQO®JIIOKO kancynu no 50 Mr no Mepnokewmi Kinp Mepokemi T[] Kinp BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/7001/01/01
H 7 kancyn y énictepi; nTa (LeHTpanbHuin - 3MiHN BHECEHO A0 IHCTPYKUiT ANng Mean4Horo peuernmom
no 1 6nictepy B 3aBson) 3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
KapTOHHIl kopobui "dapmakonoriyHi BnactusocTi", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "Mobivni peakuii" woano 6eaneku
3aCTOCyBaHHS Aito40i pevyoBMHM BiANOBIAHO OO
pekomeHgauin PRAC. BeegeHHst 3mMiH npoTsirom 3-x
MiCsILIiB Micnsi 3aTBEPOKEHHSA
152./ MEQO®JIIOKO kancynu no 150 mr Mepnokewmi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHum | Tuny 3a UA/7001/01/02
H no 1 kancyni s nTa (UeHTpanbHuim - 3MiHV BHeCeHO A0 [HCTpyKUii 4ns MeguyHoro peuenmom
6nictepi; no 1 3aBson) 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
6nictepy B "dapmakonoriyHi BnactusocTi", "OcobnuneocTi
KapTOHHiI kopobui 3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "MobivHi peakuii” woao 6esneku
3acToCyBaHHSA Aito4ol pevyoBMHM BiANOBIAHO A0
pekomeHgauin PRAC. BeegeHHst 3mMiH npoTsirom 3-x
MiCsILIiB Micnsi 3aTBEPOXKEHHS
153.| MEKCUKOP® PO34MH Ans iH'EKLiN, TOB YkpaiHa MpAT "Iekxim- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis:amitu || Tuny 3a UA/4971/01/01
50 mr/mn, no 2 mn B "30PABQO" Xapkis" - 3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHdopmadisy, Il - | peyenmom
amnyni; no 5 amnyn «Cneuudpikauisa 3 6esnekun» (moayni Cl «Enigemionoris
B KOHTYpHi# nokasaHb [0 3aCToCyBaHHs Ta Uinbosa(i) nonynsuis(i)»,
YapyHKOBIl ClIl «OokniHiyHa YacTuHa cneuundikadii 3 6e3neku», Clll
ynakosLi; no 2 «Ekcnosuuia nauieHTiB, 3any4yeHmx 4o KniHiYHUX
KOHTYPHI YapyHKOBI BunpobysaHby, CIV «[Monynsuii, ski He BUBYanuch nig vyac
yrnakoBKu B nayi 3 KniHiYHUX BUNpobyBaHby, CV «[licnspeecTpauinHuii
KapTOHY noceigy»), lll «MnaH 3 dbapmakoHarnagy», V «3axoam 3
MiHimMi3auii pusukisy», VI «Pe3tome nnaHy ynpasniHHA
pusmkamm», VIl «JdogaTtkm» y 3B8’A3Ky 3 BUAANEHHAM
[0[aTKOBMX3axXOAiB 3 MiHiMi3aLii pu3ukiB, OHOBNEHHSA
iHpopmauii 3 6e3neku Ha nigcTasi ouiHkm PO3b
154/ METOPTPIT PO34MH ANs iH'eKLin, K.T. PymyHis K.T. Pomcapm PymyHis BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis:amiHu | Tuny 3a UA/18524/01/01
POM®APM 10 mr/mn; no 0,75 POM®APM Komnani C.P.J1., - 3MiHN BHECEHO A0 IHCTPYKUii Ana MeanyHoro peuenmom
mn abo no 1 mn, abo KOMIMAHI PymyHis (koHTponb 3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
no 1,5 mn, abo no 2 C.P.N. BUXiOHMX "OcobnuBocTi 3acTocyBaHHs" Woao 6e3neku
Mn 'y nonepeaHeo mMaTtepianis, 3aCTOCYBaHHS Jil040l peYOBMHN METOTPEKCAT BifMnoBigHO
HanoBHEHOMY KOHTPOMb 0o pekomeHaauii PRAC
wnpwui; no 1 NPOMIXHOrO Ta

wnpuuy B Briictepi;
no 1 6nictepy pasom
3 OiHOPa30BOIO
TrOMKOK B KAPTOHHIN
nayuj

KIHLLIEBOrO NPOAYKTY,
BTOPUHHE
nakyBaHHs1 Ta
Bunyck cepii M3;
BUIOTOBIEHHS




59 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
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nikapcbkoro 3acoby,
acenTuyHe
HanoBHEHHS
nikapcbknuM 3acobom
Lwnpwuuis, ix 36ipka
Ta MapKyBaHHs)
155 MYCKOMEQD Kpem, no 2,5 mr/r no yorng TypeuunHa yopng MEOVUMH TypeuuunHa BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/16594/01/01
30 ry Ty6i, no 1 TyGi MEOVLINH INAY CAH. BE - AOMiHicTpaTuMBHI 3MiHU. BunyyeHHs BUpOGHWYOT AinbHuULi | peyenmom
B KAPTOHHIl Kopobui INAY CAH. BE TIODXK. A.LL. (Bkrtovaroum ginbHuui ans A®l, npomixkHoro npogykTy abo
TIODK. A.LL rOTOBOIO fikapcbKoro 3acoby, AinbHUL ANt NPOBEAEHHS
nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOro 3a BUMNYCK cepiin,
MicLie NpoBeEHHS KOHTPOTHO cepii) abo nocTavanbHUKa
BMXiQHOro mMartepiarny, peareHTy abo JONOMiIXHOI
PEYOBUVHY (SIKLLIO 3a3HAYEHO Y JOCHE) - BUyYEHHS
BupobHuka M3 3eHTiBa Carnuk YpyHnepi CaH. Be Tigx.
A.lL., TypeyumHa, 3aTBepaXeHun BUpobHuk 13, wo
3an1LLIMBCA — BUKOHYE Ti cami PyHKLi, L0 | BUNyYEeHUN.
3MiHU BHECEHI B iIHCTPYKL0 ANs MEAWYHOIO 3aCTOCYBaHHSI
nikapcbkoro 3acoby y posginu "BupobHuk",
"MicuesHaxoaeHHs BUpobHuKa Ta Moro agpeca micus
NpoBaaXeHHS QiAnbHOCTI" (BUNYyYEHHs1 BUPOBHUYOI
[inbHULi) 3 BIANOBIAHMMM 3MiHAMUN B TEKCTi MapKyBaHHsI
yrnakoBOK. BBeAeHHs1 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBEPAKEHHS
156.| HABIPEN KOHLleHTpaT ans Mepak HimeyunHa Mepak Nesenbwadt | HimeuyumHa/ BHECEHHS 3MiH [0 peecTpauiiHux MaTepianiB:yTOYHEHHS 3a UA/4711/01/01
NPUroTyBaHHS [esenbwadT rop KniHiwe Yecbka peecTpauinHoi npouenypu B Hakasi MO3 YkpaiHu Ne 2594 | peyenmom
PO34MHY Ans rop KniHiwe Lneuianbnpenapat Pecnybnika BiA 23.11.2021p. B Npoueci BHECEHHS 3MiH: 3MiHu I Tuny -
iHdysin, 10 mr/mn no Lneuiansnpe e M6X, HimeuunHa 3MiHM BHECEHO [0 IHCTPYKLUii Ans MeaM4Horo
1 mn (10 mr) abo 5 napate M6X (nakyBaHHs, 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
mn (50 mr) y MapKyBaHHS Ta "®apmakonoriyHi BnacTmBocTi" (LLOA0 YTOUHEHHSI
dnakoHi, no 1 BUWMNYCK cepii); iHdpopmaii Lwoao 6esneku AitoyoT pevoBUHN
dnakoHy B OHkomepq «BiHOpenbiHy»), "MpoTunokasaHHs", "OcobnuBei 3axoau
KapTOHHiI kopobui MeHboeK4epiHr 6e3nekn”, "OcobnueocTi 3acTocyBaHHs", "Cnoci6
a.c., Yecbka 3acTocyBaHHsA Ta go3un", "MobivHi peakuii”. BBeaeHHsA 3MiH
Pecnybnika nNpoTArom 6-Tn MicsLiB nicns 3aTBepOXKEHHS
(BpoGHUK "in bulk”,
KOHTPOIb Cepil)
157 HANBY®IH PO34MH ANs iH'eKLin, TOB "lOpisi- YkpaiHa TOB "tOpis-Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3MiHu | Tuny 3a UA/14429/01/01
10 mr/mn, no 1 mn dapm"” - 3miHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema peuenmom
abono2wmnB KOHTelHep/3aKynoptoBarnbHui 3aci6. 3miHa po3mipy
amnyni; no 5 amnyn yNaKoBKWM roTOBOrO MikapCbKoro 3acoby (Buny4YeHHs
B KOHTYpHIN yMNaKoBKM NEBHOIO PO3MIpY) - BUNYYEHHS yNakoBoK no 1
YapyHKOBIl MI Ta Mo 2 Mn y nonepeaHbo HanoBHEHMX Lnpuuax Ne 1
ynakosLi; no 1 abo 2 (1x1), Ne 5 (5x1), 3 BignoBigHWMK 3miHamMu B po3aini
KOHTYPHI YapyHKOBI «YnakoBka» MKA J13. 3miHM BHeceHi B po3ain «YnakoBka»
YMaKoOBKU B Nayi iHCTPYKLUii Ana MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ta B po3gin 6.5. «Tun Ta BMiCT NepBUHHOT
yNaKoBKU» KOPOTKOI XapaKTepUCTUKN NikapcbKkoro 3acoby y
3B'A3KY 3 BUITyYEHHSIM NMEeBHOro Po3Mipy ynakoBOK, SIK
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HacnigoK — BUMYyYeHHS TEKCTY MapKyBaHHS BiAMOBIAHWX
ynakoBOK. BBeAeHHs1 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS
158, HATPIO PO34MH ANS iH'eKLiN, MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/4131/01/01
xnoevg 9 mr/mn, no 5 mn "Manuudapm" - BHECEHHS 3MiH 40 KOHTPOIIO Nif Yac BUpobHuUTBa peuenmom
abo 10 mn B amnyni, roTOBOro MikapcbKoro 3acoby, 3okpema: - BBEAEHHs!
no 10 amnyn B KpUTEpiiB NpUAHATHOCTI (He Ginbwe 10 KYO B 100 mn) 3a
kopobui; no 5 mn nokasHukom "bioHaBaHTaxeHHs" Ha CTagii PinbTpauis
abo 10 mn B amnyni, PO34MHY; - BUNyYEHHsI NokasHuka "MikpobionoriyHa
no 5 amnyny uuctota" Ha Ctagii MpurotyBaHHsi po3ymHy
6nictepi, no 2
Gnictepu y navui
159.| HEBIBONOJITT | TtabneTku, BKpUTI TOB YkpaiHa BankaHdapma - Bonrapis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny - UA/17339/01/01
OPOXJIOPTIA3 | nniBkoBolo "APTEPIYM Oynuxiua A, Inpis/ ITanisa - NOAaHHSA OHOBMNEHOro cepTudikaTa BiANOBIAHOCTI
na 060soHKoto, Mo 5 nTao” Bonrapist (nepBuHHe €ponevickkin hapmakonei Ne R1-CEP 2000-091 - Rev 04
Mr/12,5 wr; in bulk: Ta BTOPUHHE ansa A®I rigpoxnopTia3uay Bif BXe 3aTBEpPOKEHOrO
21000 Tabnetok y nakyBaHHs, BMpob6Huka Unichem Laboratories Limited, IHgis, y
nonieTuneHoBoMy KOHTPOSb SKOCTi Ta Hacnigok BBEAEHHS1 [04aTKOBOI BUPOBHUYOT OinbHULL
nakeTi; o 1 nakety BUMNYCK cepil);
B NonieTnneHoBumn BatcoH ®apma
naket MpuBeat Ilumurea,
IHais (BMpOGHMLTBO,
KOHTPOIb SKOCTi);
danH dyac eHa
dapmachbtoTikanc
H.T.M. C.N.A.,
ITania
(BUpoGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOIb AKOCTI,
BUNYCK cepii)
160., HEMPOPYBIH PO34MH OIS iH'EKLN; TOB "TeBa YkpaiHa Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH IO peecTpaLiiHMx maTtepianis:3MiHu | Tuny 3a UA/10051/01/01
™ no 3 mn B amnyni; YkpaiHa" HimeyuunHa - HE3HaYHI 3MiHM y 3aTBEpXEHOMY MeToZi BUNpobyBaHHs | peuernmom
no 5 amnyny (BMPOBHMLTBO 3a N3 3a n.«lgeHTnikauist Ta KinbkicHe BU3HAYEHHS
KopobLi NOBHUM LIMKIOM, LliaHkobanamiHy». BBegeHHsA 3MiH NpOTArom 6-Tn MicsiLiB
KOHTPOSb SKOCTi) nicns 3aTBepaXeHHs
161.| HITPOIMILUEPWU | koHueHTpaT aons ToBapucTBo 3 YkpaiHa KOHTPOIb SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3MiHa 3a UA/5412/01/01
H pOo34nHy AnA obmexeHoto BUNYCK cepii: 3asBHUKa (BracHUKa peecTpaLiniHoro Noceig4yeHHs) (3rigHo | peyenmom
iHdpysin, 10 mr/mm; BignoBiganbHi ToBapucTso 3 Haka3y MOS3 Big 23.07.2015 Ne 460) TepMiH BBeAEHHS
no 2 mn B amnyni; CTIo obmexeHor 3MiH NpOTSArom 6 MicsiLiB Micnsi 3aTBEPOXKEHHS; 3MiHW |
no 10 amnyny "®apmaueBTn BiAMOBIAANbHICTIO Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta
nayuj; no 2 Mn B YHa KOMMaHis "[locnigHuin 3aBog dapmakoHarnsay. BeegeHHst abo 3MiHM go y3aranbHeHUX
amnyni; no 10 amnyn "3popos's" "rHUnc, [AaHux npo cuctemMy chapMakoHarnsigy (BBeAeHHs
y 6nictepi; no 1 YkpaiHa; y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy,
GnicTepy B nayui; no BCi cTaail 3MiHa ynoBHOBaXeHoi ocobu, BignosiganbHoi 3a
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
5 mn B amnyni; no 5 BUPOGHMLTBA, 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
amnyn y 6nictepi; no KOHTPOIb SKOCTI, hapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
1 6nictepy B nayui BMNYCK cepii: dapmakoHarnsay B YkpaiHi, AKWo BOHa BiAMiHHA Bif
ToBapwucTBo 3 yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
obmexeHoto chapmakoHarnsay (BKMYakum KOHTaKTHi AaHi) Ta/abo
BiANOBIgANbHICTIO 3MiHM Y pO3MiLLEeHHi MacTep-danna cucTtemm
"®apmaueBTniHa chapmakoHarnsgy) - 3miHa ynoBHoBaxeHoi ocobu
KOMMaHis 3asBHMKA, BiANOBIAanbHOI 3a hbapmakoHarnsag. itoya
"3popos'sa”, pegakuis: NnakciHa OneHa BonognmupieHa. onoHoBaHa
YkpaiHa pepakuis: LleByeHko OneHa IropiBHa. 3MiHa KOHTAKTHUX
[aHnX yNOBHOBaXEHOI 0CO0OM 3asiBHMKA, BignoBiganbHol
3a 34iCHeHHs bapmakoHarnagy
162.| HOBAPUHI® KinbLe BariHanbHe, OpraHoH LLisenuapis H.B. OpraHoH, HipepnaHam | BHeCeHHs 3MiH JO peecTpauinHux MaTepianis:3aMiHu | Tuny 3a UA/9613/01/01
11,7 mr/2,7 mr, no 1 CeHTpan lct HigepnaHam (3a - 3MiHuM Wopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsaay. |peuenmom
Kinbuto y cawe; no 1 6X NMOBHUM LIKIIOM) BeegeHHs abo 3MiHM [0 y3aranbHeHWUX AaHnX Npo
calle B KapTOHHIN cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
KopobLi OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34iNnCHEHHS
hapmakoHarnsay; KOHTakTHoOI ocobu 3 dhapmakoHarnsay
3asBHUKA ANA 34iNCHEHHS dbapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHAa BiJ yNOBHOBaXeHoI ocobw,
BigNoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsagy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
mMacTtep-darina cuctemmn hapmakoHarnagy) - amiHa
yMOBHOBaXeHOoi 0cobu 3asBHMKa, BiANOBIAaNbHOI 3a
cbapmakoHarnsg,.
[MponoHoBaHa pepakuis: MapiaHHa Bank- KopteHpaag.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsaay.
MponoHoBaHa pepakuis: MoTtuniHcbka OneHa BitaniisHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0coOM 3asiBHUKA,
BignoBiganbHoI 3a 30iMCHEHHSA hapmakoHarnsay B
YkpaiHi. 3miHa Micus 3A4iCHEHHSI OCHOBHOI OiSNbHOCTI 3
dapmakoHarnsaay. 3miHa micLe3HaxooKeHs mactep-
darvina cuctemu chapmakoHarnsigy Ta moro Homepa
163.| HOBIPUH Tabnetku no 500 wmr, AT YkpaiHa AT "KUIBCBKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | 3a UA/12436/01/01
no 10 Tabnetok y "KNIBCbKUIN BITAMIHHAW TMny - 3MiHK 3 SKocTi. [0TOBMI Nikapcbkui 3aci6. peuernmom
6nicTepi; no 2 abo BITAMIHHAN 3ABO[T" KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
no 4 6nictepu B 3ABOO" BUNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHW y

nayui

mMeToAax BunpobyBaHb (BKMoYa4umn 3amiHy abo
OonoBHeHHS)) - CynyTHs 3MiHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo fonycTumMmnx mex
roTOBOIO MiKapCbKOro 3acoby (iHLi 3MiHWM) - BHECEHHS

He3Ha4yHWUX 3MiH 4O MeToauk BUnpobysaHHs 13 3a

nokasHukamu «lgeHTtudikauis 2.B», «Po3umHeHHs»,
«CynpoBigHi gomiwkmy» Ta «KinbkicHe BU3Ha4YeHHsa». 3MiHW
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Il Tvny - 3minm 3 sikocTi. A®I. BupobHuuTeo. 3miHa
BMPOOHVKa BUXiQHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Wwo
BMKOPMCTOBYIOTbCH Y BUpobHu4omMy npoueci AdI, abo
3MiHa BUPOGHMKa (BKIoYakouu, e HeobxigHo, micue
npoBeAeHHs KOHTpono sikocTi) ADI (3a BiACYTHOCTI
cepTudikaTa BignosigHoCTi EBponeiickbkin dhapmakonei y
3aTBEPAKEHOMY 0ChE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HapgaHHAaM macTep-danna Ha A®l) - CynyTHs 3miHa: -
3MiHu 3 akocTi. A®Il. KonTtponb A®I. 3miHa y napameTpax
cneuudikauivi Ta/abo 4ONYCTUMMX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXKHMI
npoAyKT/peareHT, O BUKOPUCTOBYIOTLCS Y NPOLIECI
B1pobHMUTBa ADI (iHWi 3miHW) - 3MiHK 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BUXiZHOrO MaTepiany/NnpoMixXHOro NPOAYKTy/peareHTy, Wwo
BMKOPWCTOBYETLCS Y npoueci BUpobHuuTea AP (iHLwi
3MiHW) - BBEAEHHS anbTepHaTVBHOIO BUpobHuka APl TOB
«OAPMXIM», YkpaiHa 3 HagaHHsM MacTep-caina Ha AdP|
[0 BXe 3aTBEPMAXEHOro BMpobHuka 3i 3miHamu o
cneundikauii A®I:
[AOMOBHEHHS NOKa3HWKOM «3asmLLKOBi PO3YMHHUKWY Bif,
HOBOTO BMpoBHMKa
164.| HOXLWUABEPWUH | po3uuH ans iH'ekuin, ToBapucTso 3 YkpaiHa KOHTPOIb SKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa 3a UA/0591/01/01
"o3" 20 mr/Mn no 2 mn B obMexXeHow BUNYCK cepii: 3asiBHUKA (BnacHWKa peecTpaLiiHoro noceigvyeHHs) (3rigHo | peyenmom
amnyni; no 5 amnyn BiAMNoBiAanbHi ToBapwucTBo 3 Haka3y MOS Big 23.07.2015 Ne 460): BBepgeHHst 3aMiH
y nayui 3 KapTOHY; CTIo obmexeHo npoTArom 6-Tu MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny
no 2 mn B amnyni; "®apmaueBTn BiANOBiganNbHICTIO - 3miHu wopao 6e3nekun/edeKTMBHOCTI Ta
no 5 amnyny YHa KOMMaHis "NocnigHni 3aBoa dapmakoHarnsay. BeegeHHs abo 3MiHM fo y3aranbHeHWX
6nicTepi; no 1 "3popos’a" "rHUIC, AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
Gnictepy B nayui YkpaiHa; y3aranbHeHUX AaHnxX Npo cuctemy hapmakoHarnsgy,
BCi cTaaii 3MiHa YNOBHOBaXXEHOT 0CO0M, BiANOBIAanNbHOI 3a
BUPOOHMLTBA, 3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
KOHTPOrb SIKOCTI, dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
BUNYCK cepii: dapmakoHarnsaay B YKpaiHi, AKWo BOHa BiAMiHHa BiA
ToBapucTBo 3 YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
obmexeHoto hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
BignoBiganbHiCcTO 3MiHM Y pO3MiLLEeHHI MacTep-garina cucteMm
"®apmaueBTnyHa dapmakoHarnsay) 3miHa yrnoBHoBaXXeHOi 0cobu 3asBHUKa,
KoMMaHis BignosiganbHoI 3a hapmakoHarnsag. [itoya pegakuis:
"3nopos’s", MnakciHa OneHa BonogvmupisHa. MponoHoBaHa
YkpaiHa pepakuis: LleByeHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[AaHuX yNOBHOBaXeHOI 0cobu 3asiBHMKA, BiAnoBiganbHoi
3a 34iNCHeHHa dhapmakoHarnsgy.
165, ONNITAP® 2 MI" Tabnetku no 2 wmr, MeHapiHi ITrokcembypr BMPOGHMLUTBO "in IHpis/ BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3MiHu | Tuny 3a UA/6108/01/02
no 30 Tabnetok y IHTepHeLoHan r bulk™: ITanis - 3miHu wopao 6e3nekun/edpekTMBHOCTI Ta hapMakoHarnsay | peyenmom
6nicTepi; no 1 abo OnepenwoHc YCB lMNpanseT (iHWi 3MiHW) - 3MiHW BHECEHI 40 TEKCTY iHCTPYKLi y
no 2 6nictepu B JTrokcembypr Nimiten, IHAis; po3ainu: "Cknag", "lNikapcbka doopma" LLo[0 BUITYYEHHS
KapTOHHiI kopobui C.A. BUPOGHMLUTBO "in iHdopmauii npo OnTap 1 Mry 3B'A3Ky i3 ckacyBaHHsIM

bulk", kiHueBe

peecTpaLiiHOro NOCBIAYEHHS; 3MiHK | TMny - 3MiHK Woao
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n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs1, BUMYCK 6e3neku/edeKkTVBHOCTI Ta hapmakoHarnsgy. 3miHa y
cepin: KOPOTKil XapakTepucTuMLi nikapcbkoro 3acoby, TekcTi
A. MeHapiHi MapKyBaHHSs! Ta IHCTPYKUii ANS MEAWMYHOrO 3aCTOCYBaHHS
MaHyakTypiHr Ha MiacTaBi perynsipHo OHOBMIOBAHOIO 3BiTy 3 6e3neku
ToricTikc enp nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
Cepsicec C.p.J1,, 3acTocyBaHHS nikapcbKkoro 3acoby B nicnsipeecTpauinHuii
ITanis; nepiod, abo sk pe3ynbTaT OLiHKK 3BiTY 3 4OCIAXEHD,
KOHTPO-b cepii: NpoBeAEeHMX BigNoBIigHO 40 NnaHy negiatpuyHnx
A. MeHapiHi pocnigpkeHb (PIP) (iHwi 3MiHK) - 3MiHX BHECEHI 40 TEKCTY
MaHyakTypiHr IHCTPYKUIT y po3ainu: "®apmakonoriyHi BnactmeocTi",
TloricTikc eHp "MokasaHHa" (peparyBaHHs), "lMpoTunokasaHHs",
Cepsicec C.p.J1,, "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta iHWi Buan
ITanis B3aemogin", "OcobnueocTi 3acTocyBaHHsA", "3acTocyBaHHs
y nepioa BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3actocyBaHHsi Ta go3un", "iTn" (yTouYHEHHs),
"Mepepno3syBaHHs", "MobiyHi peakuii” wono 6eanekm
3aCTOCyBaHHS Bi4NOBIgHO A0 MaTepianie peecTpauiiHoro
[0Cbe
166.| ONITAP® 3 MI' Tabnetku no 3 wmr, MeHapiHi ITrokcembypr BMPOGHMLUTBO "in IHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny 3a UA/6108/01/03
no 30 Tabnetok y IHTepHeLoHan r bulk": ITanisa - 3miHun wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy | peyenmom
6nicTepi; no 1 abo OnepenwoHc YCB lMNpaiBeT (iHWi 3MiHK) - 3MiHW BHECEHI 4O TEKCTY iHCTPYKLIi y
no 2 6nictepu B JTrokcembypr Nimitea, IHAis; po3ainu: "Cknag", "lNikapcbka doopma" LLo[0 BUINYHEHHS
KapTOHHIN kopobLi C.A. BMPOGHMLUTBO "in iHdopmauii npo OnTtap 1 Mr y 3B'A3Ky i3 ckacyBaHHAM
bulk", kKiHueBe peecTpauinHOro NocBigYeHHs; amiHu | Tuny - 3miHu Wwoao
nakyBaHHS, BUMYCK 6e3nekn/eeKkTMBHOCTI Ta hapmakoHarnsgy. 3MiHa y
cepin: KOPOTKili XapakTepucTuL NnikapCbKoro 3acody, TeKCTi
A. MeHapiHi MapKyBaHHS Ta IHCTPYKLii ANS MeAUYHOro 3aCTOCYBaHHS
MaHyakTypiHr Ha nifcTaBsi perynspHoO OHOBIOBAHOTO 3BiTYy 3 6e3nekn
ToricTikc eHp nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
Cepsicec C.p.J1,, 3acTocyBaHHS NnikapcbKoro 3acoby B nicnsipeecTpauinHni
ITanis; nepioz, abo sk pesynbTaT OLiHKM 3BITY 3 AOCNIAKEHb,
KOHTPOIb cepii: NpoBeAEHNX BiMNOBIAHO 4O NnaHy negiatpuyHnx
A. MeHapiHi pocnimkeHb (PIP) (iHwi 3MiHK) - 3MiHX BHECEHI A0 TEKCTY
MaHyakTypiHr iHCTPYKUIT y po3ainu: "®apmakornoriyHi BnacTmsocTi",
ToricTikc eHp "MokasaHHa" (peparyBanHs), "lMpoTunokasaHHs",
Cepsicec C.p.J1., "B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta iHLWi BUau
ITanis B3aemogin", "OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs
y nepiog BariTHocTi abo rogyBaHHs rpyaato”, "Cnocid
3acTocyBaHHsi Ta go3un", "Oitn" (yTOUHEHHS),
"MepenosyBaHHs", "MobiyHi peakuii” woao 6esnekn
3aCTOCyBaHHS Bi4NoBIigHO A0 MaTepianiB peecTpaLiiHoro
[0Cbe
167.| ONTAP® 3 MI' Tabnetku no 3 wmr, MeHapiHi ITrokcembypr A. MeHapiHi ITanis/ IHAiA | BHeCeHHS 3MiH JO peecTpauinHuX MaTepianiB:3aMiHu | Tuny 3a UA/6108/01/03
no 30 Tabnetok y IHTEepHelLoHan MaHyakTypiHr - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuenmom
GnicTepi; no 1 abo OnepenLoHc TNoricTikc eHa BBeneHHs abo 3MiHM [0 y3aranbHEHNX AaHUX Npo
no 2 6nictepu B ITrokcembypr Cepsicec C.p.J1,, cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
KapTOHHiI kopobLyi C.A. ITania (BMpobHMLTBO AaHuX Npo cuctemy chapmakoHarnsgy, aMiHa
"in bulk", kiHUeBe ynoBHOBaXeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
nakyBaHHsi, BUNyCK dapmakoHarnsay; KOHTaKTHOi ocobu 3 hbapmakoHarnsagy
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cepin); A. MeHapiHi 3asBHUKA ANA 34INCHEHHS dhapmakoHarnsaay B YkpaiHi,
MaHyakTypiHr AIKLLO BOHA BiAMiHHA Bif YNOBHOBaXeHOT 0cobu,
TNoricTikc eHa BiANoBiganbHOI 3a 3aiicHeHHst hapmakoHarnsay
Cepsicec C.p.J1,, (BKNOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLEHHI
ITania (koHTponb macTtep-darina cuctemmn apmakoHarnagy) - amiHa
cepii); YCB lNparset KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOT 3a
Timiten, IHais tapmakoHarnsg B YkpaiHi. [ponoHoBaHa pepakuis: Kyvep
(BMPOBHMUTBO "in MapvHa BacuniBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
bulk") ocobu 3asBHMKA, BiANoBiaanbHOI 3a 30iNCHEHHS
dapmakoHarnsay B YKpaiHi
168.| OHIXENN nak ans Hirtie Benyno, nikun Xopgaris BMPOBHMLTBO IpnaHais/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHuv | Tuny bes UA/17914/01/01
nikysansHuin, 50 Ta KOCMEeTMKa, roTOBOro Xopgaris - NofaHHs OHOBMEHOro cepTudikaTy BignosigHocTi €EP Ne | peuenma
mr/mn, no 2,5 mn a.o. nikapcbkoro 3acoby, RO-CEP 2016-071-Rev 03 ans gitlo4oi pe4oBuHM
abono5wmny KOHTPOIb SKOCTI: AmopondiHy rigpoxnopuay Bif BXe 3aTBEPAXXEHOTO
cdnakoHi pasom 3 LaHenb Megikan, BupobHmka OLON S.P.A., ITanis, Ta sk Hacnigok
CrMpTOBUMM IpnaHais; KoHTponb OHOBMEeHHA npodinto «CynpoBigHMX AOMILLOK» B
cepBeTKamu, SKOCTi Ta BUMYCK cneuudikauii AdI
nuno4ykamu ans cepii: benyno, niku
OYMLLEHHSA Ta Ta KocMmeTuKa, A4.4.,
annikatopamu ans XopsarTis
HaHeCeHHs naky B
KapTOHHIN nayui
169./ OHOPIO Tabnetku no 5 wmr, CaHpos CnoBeHisi nepBuHHA Ta HimeuunHa/ | BHeceHHsl 3MiH 0O peecTpaLinHMx MaTepianis: 3miHu | Tuny 3a UA/12448/01/01
no 10 Tabnetok y dapmacbioTika BTOPWHHA yMakoBKa, PymyHis/ - AgmiHicTpaTuBHi 3MiHW. 3MiHa Ha3BwW nikapcbkoro 3acoby | peuenmom
6nictepi; no 2, abo n3 a.a. KOHTPOIb, AO3BIN Ha TypeuuuHa/ | - 3miHa Ha3ewm J13: 3atBepmxeHo: HEBIBOJIOJ1 CAHOO3®
no 3, abo no 6, abo BUNYCK cepii: MonbLa / NEBIVOLOL SANDOZ®. 3anponoHoBaHo: OHOPIO /

no 9 GnictepiB y
KapTOHHIN kopobLyi

Cantotac ®apma
'm6X, HimeuunHa;
KOHTPO~b:

C. K. CaHpgos C. P.
1., PymyHis;
BMPOGHMLUTBO
Hepo3dacoBaHoro
NpoayKTy, NEPBUHHA
Ta BTOPUHHA
ynaKkoBKa, KOHTPOb:
CaHnpos Inak Canaw
Be TikapeT A.C.,
TypeyuuHa;
nepBUHHA Ta
BTOPWHHA YNaKoBKa,
KOHTPOMb, 403BiN Ha
BUMYCK Cepii:
ek C. A., Monbuwa;
BMPOGHMLUTBO
Hepo3dacoBaHOro
NPOAYKTY:

ONORIO. BeegeHHst 3MiH NpoTArom 6-T MicauiB nicns
3aTBEPYKEHHS
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Canpos Npyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C., TypeuunHa
170 OPACENT® cnpew opanbHuin 1,4 On "CTALA- YkpaiHa damap A.B.E. peuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHuv | Tuny bes UA/7397/01/01
%; no 177 mn cnpeto YKPAIHA" ABnoH MNnaHT - OHOBJIEHHA TEKCTY MapKyBaHHS YNaKoBKM flikapCbKOro peuenma
y MNacTUKOBMX 3acoby 3 BHECEHHAM iH(hopMaLii LLoAo NOroTMny KoMnaHii.
bnakoHax TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEpKEHHS
171 OPTANYTPAH PO34MH ANA iH’EKLIN, OpraHoH LLisenuapis Bettep-®apma Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/8192/01/01
® 0,5 mr/Mn no 0,5 mn CeHTpan Ict PepTuryHr MrM6X i Hipepnanam | - 3miHn wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuenmom
y nonepeaHbo m6X Ko. KI', HimevyunHa BeeaeHHs abo 3MiHM [0 y3aranbHeHWX AaHnX Npo
HarnoBHEHOMY (B1poBHMLTBO cuctemy chapmakoHarnsagy (BBeAeHHS y3aranbHeHNX
wnpuui; no 1 Hepo3dacoBaHoI AaHuX Npo cuctemMy apmMakoHarnsgy, amiHa
wnpuuy pasom 3 npogykuii Ta ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
FOMKO0 3 3aXUCHUM nepBrHHA ynakoBka, apmakoHarnsay; KOHTaKTHOI ocobu 3 hapmakoHarnagy
KOBMaykoMm y KOHTpPOMb SIKOCTi); 3asBHVKa ANS 34iNCHeHHA dhapmakoHarnagy B YKpaiHi,
BiAKpUTOMY BeTttep-®apma SIKLLIO BOHA BigMiHHa BiJ yNOBHOBaXeHoI ocobu,
nnacTMKoBoMy PepTuryHr MrmoX i BiAMNOBIAANbLHOI 3a 3AiCHEHHsT bapmakoHarnsay
NoTKy; No 5 NoTKiB y Ko. KI', HimeyunHa (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
KapTOHHIl kopobui (kOHTpOnb sIKOCTi); macTtep-darina cuctemmn hapmakoHarnagy) - amiHa
H.B. OpraHoH, yMOBHOBaXeHOoi 0cobu 3asBHMKa, BiAMOBIAANLHOI 3a
Higepnanam hapmakoHarnsg.
(BTOPUHHA [MponoHoBaHa pepakuis: MapiaHHa Bank-KopTeHpaag,.
ynakoBKa, KOHTPOIb 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
SAKOCTI, [03BiN Ha BiQMNOBiganbHOI 3a 3ailicHeHHs1 hapmakoHarnsay. 3miHa
BUNYCK cepii) KOHTaKTHOI 0cobu 3asiBHMKa, BiAMNOBigansHoI 3a
capmakoHarnsg B YkpaiHi. [lponoHoBaHa pefakuis:
MoTtuniHcbka OneHa BitaniiBHa. 3MiHa KOHTaAKTHUX JaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoT 3a
3AiNCHeHHA hapmakoHarnsgy B YkpaiHi. 3miHa micus
3[iCHEHHS OCHOBHOI AiANbHOCTI 3 dhapmMakoHarnsay.
3miHa Micue3HaxoOKeHsi MacTep- danna cuctemm
dapmakoHarnagy Ta horo Homepa
172/ OTPUBIH Kpanni HasanbHi CK LLiBenuapis "CK KoHcblomep LLiBeruapis | BHECEHHs1 3MiH 4O peecTpaLinHMx MaTepianis: 3MiHu | Tuny 6e3 UA/5206/01/01
0,05 %; no 10 mny KoHcblomep Xenckep CAPI - AgMiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
brakoHi 3 KPULLIKOKO- Xernckep agpecy 3asiBHMKa (BnacHvKa peecTpauiiHoro
nineTkoto; no 1 CAPN NOCBiAYEHHS) - 3MiHa Ha3BW Ta aApecu 3asiBHUKa

dnakoHy B
KapTOHHIN nayui

(BBeneHHst 3MiH npoTsarom 6-Tu MicsauUiB nicns
3aTBEPKEHHS); 3MiHM | Tuny - AOMIHICTPaTMBHI 3MiHW.
3MiHa HavimeHyBaHHs Ta/abo agpecn MicLst NPOBaMKEHHS
nisinbHOCTI BUPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYao4mM 4inbHUL BUNYCKy cepii abo micue
NPOBEAEHHS KOHTPOIHO SIKOCTI. (QisSNbHICTb, 3a AKY
BiANOBigae BUPOOHMK/IMIOPTEp, BKIOYAKUN BUNYCK CEPilt)
- 3MiHa Ha3BW Ta agpecu BupobHuka M3, 6e3 amiHn micus
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUPOGHMLUTBA. 3MiHVM BHECEHO B iHCTPYKLitO A4St
MEANYHOrO 3aCTOCYBaHHS y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOGHMKa Ta agpeca Micus
NPOBaMXEHHS NOro AiSNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
TEKCTi MapKyBaHHS1 YNakoBKW Nikapcbkoro 3acoby.
BBepneHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHSA
173.| OTPUBIH Kpanni HasanbHi 0,1 CK LLIseniapis "CK KoHcbtomep LLiseviapis BHECEHHS 3MiH 0 peecTpaliiHiX MaTepianis: 3MiHu | Tuny bes UA/5206/01/02
%; no 10 mny KoHcblomep Xenckep CAPJ1 - AoMiHicTpaTmMBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo peuenma
riakoHi 3 KPULLIKOIO- Xenckep agpecw 3asBHWKa (BracHuKa peecTpauinHoro
nineTkoto; no 1 CAPI NOCBIAYEHHS) - 3MiHA Ha3BM Ta agpecy 3asiBHUKA
dnakoHy B (BBegeHHst 3MiH npoTArom 6-Tv micsauiB nicns
KapTOHHIN nayui 3aTBEPKEHHS); 3MiHM | Tuny - AOMIHICTPaTMBHI 3MiHW.
3miHa HaviMeHyBaHHSA Ta/abo agpecu micus NpoBafXeHHs
OisinbHOCTI BUPpOGHUMKa/imnopTepa roToBOro fikapcbkoro
3acoby, BKMIOYao4u AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BigMNoBigae BUPOOHMK/iMMOpTEp, BKIOYAKUN BUNYCK CEPilt)
- 3MiHa Ha3BwW Ta agpecu BupobHuka M3, 6e3 amiHn micus
BUPOOHMLTBA. 3MiHM BHECEHO B iHCTPYKLItO Ansi
MeAMYHOro 3aCTOCYBaHHs y po3ainu «BupobHuk» Ta
«MicuesHaxomkeHHs BUpOOHMKa Ta agpeca micus
NPOBAaMKEHHS NOro AiNbHOCTI» 3 BiANOBIAHMMM 3MiHAMM Y
TEKCTi MapKyBaHHS1 yNakoBKW flikapcbkoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpKEHHSA
174.| NAKNIMEOQAK KOHLEeHTpaT Ans Mepak Himeyuunna AxBiga 'mbX, HimeyuunHa/ BHECEHHS! 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/12530/01/01
po34nHy Ans lesenbliadt Himeuunna Kopes - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuyenmom
iHdpysin, 6 mr/mn no rop KniHiwe (BUPOBHUK, LIO BeeneHHs abo 3MiHM [0 y3aranbHeHWUX AaHNX Npo
5 mn (30 mr) abo LWneuianenpe Bignosigae 3a cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHUX
16,7 mn (100 wmr), napate M6X KOHTpOrb/ AaHuX nNpo cuctemy cbapmakoHarnsgy, aMiHa

ab6o 50 mn (300 mr)
y CKNHOMY
cdnakoHi; no 1
dnakoHy B kopobui
3 KapTOHY

BUNpobyBaHHsA cepil
); Komnacl'm6X,
Himeyuunna
(BMPOBHWK, IO
BignoBsigae 3a
BTOPUHHE
nakyBaHHs); Megak
[esenbwadTt drop
KniHiwe
Lneuianbnpenapat
e M6X, HimeuunHa
(BMPOBHWK, IO
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
HaHECEHHSs1 3aXUCHOI
nniBkn

ynoBHOBaXeHoI ocobu, BignoBiaanbHoi 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTaKTHoi ocobu 3 dhapmakoHarnsay
3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big yNnoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHi
mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3AiMCHeHHNA hapmakoHarnsgy. [NponoHoBaHa peakuis:
Dr. Barbara Jogereit. 3miHa KOHTaKTHWUX AaHNUX
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
3AiNCHEHHSA hapmakoHarnsgy
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Peecmpauitina npouyedypa

Ymosu

Homep

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

eupobHUKa

Kpaina

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

3acoby

KOHTpOnb/BMNpobyB

BUNYycCK cepii); Mea-

HaHEeCEeHHs1 3aXUCHOI

(onuioHanbHo),
aHHs cepii i 3a

IKC-Mpecc MvbX,
HimevuunHa
(BUPOBHUK, LIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs1,
MapKyBaHHS,

nniBku
(onuioHanbHO));
OHkoTek ®apma
MpogakwH M'méX,
Himeuunna
(BUPOBHUK, IO
Bignosigae 3a
BMNycKk coopmu in
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTponb/Bnnpobys
aHHs cepii ); CamsaHr
BiodpapmaueyTikanc
KopnopenwH, Kopes
(BMPOBHWK, IO
BignoBigae 3a
BMNyck coopmu in
bulk,
KOHTponb/Bunpobys
aHHA cepii)

BHECEHHS 3MiH 0 peecTpaLiiHUX MaTepianis:BunpaBneHo

be3

UA/7848/01/01

175.

NAHTEHON

mas3b, 50 mr/r, no 30
ry Ty6i; no 1 Ty6i B
KapTOHHIl ynakoBuj

"Xemodpapm"

AR

Cepbis

BMPOBHWK roToBOro
nikapcbkoro 3acoby,
nepBYHHE, BTOPUHHE
nakyBaHHs1,
KOHTpOnb cepil:
"Xemodhapm" A1,
Bpwau, Biggin
BUPOGHMYa
AinbHuus LWabad,
Pecny6bnika Cep0is;
BUPOGHMK,
BiAnoBiganbHWI 3a
BMNYCK cepii:
«Xemodapm» A,

Pecnybnika Cepbis

Pecnybnika
Cepbis

TEeXHiYHY MOMUIKY Y TEKCTi MapKyBaHHSI NepBUHHOT (M. 6)

Ta BTOPVHHOI (N. 9) ynakoBku nikapcbkoro 3acoby, a came

BKasaHi po3ainu AOMOBHEHO iHPOPMaLED WOAO TEPMiHY
npuaaTHocTi [T13 nicnsi nepLioro po3kpuTTa

peuernma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
176 NEHTAKCUM® | nopoLuok CaHodi PpaHuis CaHodi MNacTtep, PpaHuis/ BHECEHHS 3MiH 4O peecTpauiiHuX maTepianis:aminu Il Tuny 3a UA/13010/01/01
BAKLIMHA ANA | Haemophilus Mactep PpaHuis (noBHUIA YropwuHa - BuganeHHs tecty Histamine Sensitizing Activity (HSA) 3 | peuenmom
MPO®INAKTUK | influenzae Tuny b Ta LMK BUPOBHULTBA, BVKOPVCTaHHAM MULLEN 3 NapaMeTpiB BUNPOOYyBaHHS
1 OUDTEPII, cycneHsia ans 3arnoBHEHHS Ta Acellular Pertussis Vaccines Ha ctagii Final Bulk Product.
NMPABLUA, iH’ekuin (0,5 mn) no niodinizauis TepMiH BBeAEHHS 3MiH - TpaBeHb 2023
KALLJTHIOKY 1 cpnakoHy 3 (dbnakoHm),
(ALENONAPH nopoLukom Ta 1 BTOPUHHE
un nonepeaHLo naKyBaHHs,
KOMIMOHEHT), 3arnoBHEHOMY KOHTPOIb SIKOCTI,
noniomMIieENITY | wnpuuy (0,5 mn) 3 BUMNYCK cepii);
IHAKTUBOBAH | npukpinneHoto CaHodi-ABeHTiC
ATA ronkoto (abo 2 MpausiT Ko. JlTa4.,
BAKUMHA ONA | okpemymm ronkamm), Mnardopma
NMPO®IIAKTUK | wo micTutb noricTukn Ta
M IHOEKLIA, CycneHsito ans AncTpubyii y m.
CNPUYUNHEHU iH'EKLIN, B KAPTOHHIN Bynanewr,
X Kopobui; no 1 YropwuHa
HAEMOPHILUS | dnakoHy 3 (BTOPUHHE
TNy B nopotukom Ta 1 nakyBaHHs1, BUMYCK
KOH’IOTOBAH nonepeaHLo cepii)
A, 3arnoBHeHoMy
AICOPBOBAH | wnpuuy (0,5 mn) 3
A MPUKPINMEHo
ronkoto (abo 2
OKpEMUMMU ronkamu),
WO MIiCTUTb
cycneHsito ans
iH'ekuUin, B
cTaHdapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MIiCTUTBCS Y
KapTOHHIN kopobui (3
iHCTpYyKUi€eto Ans
MeAUYHOro
3aCTOCYBaHHs)
177! NEPUHAONPU TabneTkn, BKPUTI TeBa I3painb AT YropwuHa BHECEHHS 3MiH IO peecTpaLiiHMx maTtepianis:aMiHu | Tuny 3a UA/14925/01/02
N/IIHOQANAMIO- NniBKOBOK dapmaleBTika dapmaLeBTUYHUIA - 3MiHN BHECEHI A0 iHCTPYKLii ANs MeanyHoro peuenmom
TEBA obonoHkot, no 2,5 n lHgacTpi3 3aBog TEBA 3acTOCyBaHHA nikapcbkoro 3acoby y po3ain "MobivHi
mr/0,625 mr; no 30 nro. peakuii” BignoBigHO 0 OHOBMEHOI iHhopMalLlii Wwoao
Tabnetok y 6esneku fitoyoi pevyoBUHU. BBeAeHHSA 3MiH NpoTarom 6-Tu
KOHTelHepi; no 1 MicsILiB Micnsi 3aTBEPOKEHHS
KOHTenHepy B
KopobLi
178/ NOMANIAOMIA | kancynu TBepai no 2 Mictpan AHrnis BMPOGHMLUTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3MiHa - UA/18109/01/01
-BICTA mr; in bulk: no 21 Kenitan (noBHMI LyKnN): Yecbka 3asBHUKa (BracHUKa peecTpaLiniHoro Noceig4eHHs) (3rigHo
Kancyni 'y dnakoHi; MeHepXmMeHT CiHToH XicnaHis, Pecnybnika Haka3y MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
no 1 dnakoHy B Nimiteq C.N., IcnaHis; NPOTArom 6-T MicsAUIB NiCNsA 3aTBEPAKEHHS

iHOMBIOyanbHiIn

KOHTPOIb SIKOCTI
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHi kopobuyj, (di3mKo-xiMivHMNR):
no 126 kapTOHHMX KsiHTa-AHaniTika
kopobok (Ne1) y c.p.o., Yecbka
TPaHCMOPTHOMY Pecny6nika;
Kopobi KOHTPOIb AKOCTI
(mikpobionorivyHui):
ITECT nnioc, c.p.o.,
Yecbka Pecnybnika
179/ NOMANIAOMIA | kancynu TBepai no 2 MicTtpan AHrnia BUPOBHMLUTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3amMiHa 3a UA/18299/01/01
-BICTA mr; no 21 kancyni y Kenitan (noBHWI LuKnN): Yecbka 3asBHUKA (BNacHWKa peecTpaLinHoro NoceiaveHHs) (3rigHo | peyenmom
dnakoHi; no 1 MeHepXmeHT CiHToH XicnaHis, Pecnybnika Haka3y MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
dnakoHy B TimiTen C.1., IcnaHis; npoTSArom 6-Tu MicAaLiB Nicnsa 3aTBepAXEHHS
KapTOHHIN kopobuyj; KOHTPOIb AKOCTI
no 7 kancyny (i3nKko-xiMivHMR):
Gnictepi; no 3 KBiHTa-AHaniTika
Gnictepu B c.p.o., Yecbka
KapTOHHI kopooui Pecny6bnika;
KOHTPOMb AKOCTI
(mikpobionorivyHun):
ITECT nnioc, c.p.o.,
Yecbka Pecny6nika
180, NMOMANIAOMIA | kancynv TBepadino 3 Mictpan AHrnis BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa - UA/18109/01/02
-BICTA mr; in bulk: no 21 Kenitan (noBHMI LuKnN): Yecbka 3asBHUKa (BNacHWKa peecTpaLiiHoro nocsig4eHHs) (3rigHo
Kancyni 'y cnakoHi; MeHeXMeHT CiHToH XicnaHis, Pecny6nika Haka3y MOS3 Big 23.07.2015 Ne 460) BeeneHHs1 3miH
no 1 donakoHy B NimiTen C.J1., IcnaHis; NpoTArom 6-Tn MicALIB NicNsA 3aTBEPKEHHS
iHAMBIOQyanbHiIn KOHTPOIb SAKOCTi
KapTOHHiIl kopobuyj, (pisvko-xiMivHMR):
no 126 kapTOHHMX KsiHTa-AHaniTika
kopobok (Ne1) y c.p.o., Yecbka
TpaHCMOPTHOMY Pecnyb6nika;
Kopobi KOHTpPOIb AKOCTI
(mikpobionorivyHui):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
181.( NOMANIAOMIA | kancynu TBepai no 3 Mictpan AHrnis BMPOGHMLUTBO Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHa 3a UA/18299/01/02
-BICTA Mr; no 21 kancyni y Kenitan (noBHMWI LuKnN): Yecbka 3asBHUKa (BNacHUKa peecTpauiiHoro noceigveHHs) (3rigHo | peyenmom
dnakoHi; no 1 MeHepXMeHT CiHToH XicnaHis, Pecnybnika Hakasy MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
drnakoHy B Nimiten C.N., IcnaHis; NPOTArom 6-T1 MicsAUIB NiCNsA 3aTBEPAKEHHS
KapTOHHiIl kopobuyj; KOHTPOrb SKOCTi
no 7 kancyny (dbizunko-ximiyHMR):
GnicTepi; no 3 KBiHTa-AHanitika
Gnictepu B C.p.o., Yecbka
KapTOHHIl kopoOLi Pecnybnika;
KOHTPOIb AKOCTI
(mikpobionorivyHui):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
182/ NOMANIAOMIA | kancynu TBepai no 4 Mictpan AHrnis BMPOGHMLUTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHX maTepianis: 3MiHa - UA/18109/01/03
-BICTA mr; in bulk: no 21 Kenitan (noBHMI LyKN): Yecbka 3asBHUKA (BracHUKa peecTpaLiniHoro Noceig4eHHs) (3rigHo
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Kancyni y nakoHi; MeHeoxXmeHT CiHToH XicnaHis, Pecny6nika Haka3y MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
no 1 dnakoHy B NimiTeq C.J1., IcnaHis; NpOTArom 6-Tn MicAUIB NiCNsA 3aTBEPIKEHHS
iHAMBIAyanbHiIn KOHTPOSIb SKOCTi
KapTOHHi kopobuyi, (ismKo-xiMivHMR):
no 126 kapTOHHMX KsiHTa-AHaniTika
kopobok (Ne1) y c.p.o., Yecbka
TPaHCMOPTHOMY Pecny6nika;
Kopobi KOHTPOIb AKOCTI
(mikpobionorivyHui):
ITECT nnioc, c.p.o.,
Yecbka Pecnybnika
183.| NOMANIAOMIA | kancynu TBepai no 4 MicTtpan AHrnia BUPOBHMLUTBO Icnanis/ BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3amMiHa 3a UA/18299/01/03
-BICTA mr; no 21 kancyni y Kenitan (noBHMI LuKn): Yecbka 3asBHUKA (BnacHUKa peecTpaLinHoro NocBiavYeHHs) (3rigHo | peyenmom
dnakoHi; no 1 MeHepXmeHT CiHToH XicnaHis, Pecnybnika Hakasy MOS3 Big 23.07.2015 Ne 460) BeeaeHHs 3miH
cnakoHy B TimiTen C.1., IcnaHis; npoTSarom 6-Tu MicALiB Nicnsa 3aTBepAXEHHS
KapTOHHIN kopobuyj; KOHTPOIb AKOCTI
no 7 kancyny (i3nKko-xiMivHMR):
Gnictepi; no 3 KBiHTa-AHaniTika
Gnictepu B c.p.o., Yecbka
KapTOHHI kopoOui Pecny6bnika;
KOHTPOb AKOCTI
(mikpobionorivyHun):
ITECT nnioc, c.p.o.,
Yecbka Pecny6nika
184.| NPEAYKTAN® Kancynu Jie DdpaHLuis 3AT YropwuHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/17645/01/01
o 40 Mr NPOJIOHroBaHoI Aji JIABOPATYA dapmaLueBTUYHUIA - 3miHun wopao 6e3nekn/eekTMBHOCTI Ta hbapMakoHarnsgy | peyenmom
TBepai, no 40 mr; no P CEPBE 3aBop ElC (iHLWi 3MiHK) - 3MiHW BHeceHO A0 IHCTPYKLiT ANs MeguyHoro
10 kancyn y 3acTocyBaHHS Nnikapcbkoro 3acoby Ao posginy
6nicTepi; no 3 abo 9 "OcobnuBocTi 3acTocyBaHHs", a came, JONOBHEHO
GnicTepiB y kopobui iHdbopMaUji€to WA TeCTY Ha AOMIHT MPU 3aCTOCYBaHHI
3 KapTOHYy crnopTcMeHamu. BBegeHHs 3MiH npoTarom 6-Tu micauis
nicns 3aTBepAXKEHHS; 3MiHM | TMny - 3MiHK 3 sIKOCTI.
[oToBMI Nikapcbkuit 3aci6. CtabinbHicTb. 3miHa y
TepmiHax npugaTHOCTI abo ymoBax 36epiraHHs FOTOBOro
nikapcbkoro 3acoby (36inbLIeHHs TepMiHy NpuaATHOCTI
roToBOro fikapcbkoro 3acoby) - [nst ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yacy) - 36inbLIeHHs
TepMiHy NpUAATHOCTI FOTOBOTO NiKapCbKOro 3acoby Ha
OCHOBI MO3UTUBHWX pe3ynbTaTiB JOBrOCTPOKOBUX
pocnifgxeHb cTabinbHOCTI y pearnbHOMY Yaci:
3arBepmkeHo: TepmiH npuaaTHocTi: 30 micauis
3anponoHoBaHo: TepMiH npugaTtHocTi: 3 poku 3MiHu
BHECEHO A0 IHCTPYKLii ANS MeanyHOro 3acToCcyBaHHS
nikapcbKkoro 3acoby Ao po3sainy "TepmiH 36epiraHHs", a
came 36inbLueHo TepMiH 36epiraHHs 4o 3 pokiB. BBegeHHs
3MiH NpOTSArom 6-TM MiCsILiB Micns 3aTBEI)KEHHS
185.| NPEAYKTAN® Kancynm e PpaHuis 3AT YropwuHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHu | Tuny 3a UA/17645/01/02
o 8o Mr NPOJIOHroBaHoI Aji JIABOPATYA dapmaLeBTUYHUIA - 3miHu wopao 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsay | peyenmom
TBepAi, no 80 mr; no P CEPBE 3aBop ElC (iHLWi 3MiHW) - 3MiHK BHeceHo A0 IHCTPYKLIi ANs MeguyHoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
10 kancyn y 3aCTOCyBaHHS fikapcbKoro 3acoby o po3ainy
6nictepi; no 3 abo 9 "OcobnuBocTi 3acTocyBaHHA", a came, [ONOBHEHO
6nicTepiB y kopobui iHdbopMaUi€to LWOAO TECTY Ha AOMIHT MPU 3aCTOCYBaHHI
3 KapTOHY crnopTcMeHamu. BeegeHHs 3MiH npoTarom 6-Tu micsuis
nicns 3aaTBepAKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. CtabinbHicTb. 3MiHa y
TepmiHax npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (36inbLIeHHst TepMiHy NpMAATHOCTI
roToBOro nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
(niaTBEPAXKYETHCS AAHUMU pearnbHOro Yacy) - 36inbLUeHHS
TepMiHy NpUAATHOCTI FOTOBOTO fiKapCbKOro 3acoby Ha
OCHOBI MO3UTUBHWX pe3ynbTaTiB JOBFOCTPOKOBUX
AocnimkeHb cTabinbHOCTI y peanbHOMy Yaci:
3arBepmkeHo: TepmiH npuaaTHocTi: 30 micauis
3anponoHoBaHo: TepMiH npugaTtHocTi: 3 poku 3MiHn
BHECEHO A0 |HCTpyKLUii Ans MeanMYHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posgainy "TepmiH 36epiraHHs", a
came 36inbLlueHo TepMiH 36epiraHHs 4o 3 pokis. BBegeHHs
3MiH NPOTSArom 6-TV MICSILIB MicNs 3aTBEKEHHS
186.| NPIOPUKC- niodpinisoBaHun nakcoCmiTKn Benwuka MnakcoCmiTKnsanH Benbris BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/16549/01/01
TETPA™ NOPOLLIOK A51s SAMH Ekcnopt BpuTaHis Bionogxikana C.A. - 3miHu 3 AkocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenmom
KOMBIHOBAH iH'ekuin; 1 donakoH 3 NimiTeq KOHTeWHep/3aKynoptoBanbHUiA 3aci6. 3miHa po3mipy
A BAKLUMHA NOPOLLIKOM Y yNaKoBKWN rOTOBOrO MiKapCbKOro 3acoby (BUMyYeHHs
ansa KOMMMEKTi 3 yNakoBKM NEBHOro po3mipy) - BuaaneHHst ynakosku Ne10;
NPODINAKTUK | po3unHHUKOM (BOAa 3MiHn | Tuny - 3MiHK 3 aKocTi. FoToBMI Nikapcbkui 3acib.
N KOPY, ans iH’ekuin) no 0,5 Cucrtema KOHTeNHep/3akynoptoBarnbHui 3aci6. 3miHa
ENIAEMIMHOr mn (1 posa) y PO3Mipy YNaKoBKW roTOBOrO flikapCbKoro 3acoby
O NAPOTUTY, nornepegHLo (BUNYYEHHS yNnakoBKM NEBHOrO po3Mipy) - BuganeHnHs
KPACHYXWU TA | HanoBHeHOMY ynakoBku Ne100; 3miHu | Tuny - 3miHu 3 skocTi. [oToBuMI
BITPAHOI wnpuui (y KoMnnekTi nikapcbkuin 3aci6. Cuctema KoHTenHep/3akynoptoBanbHUi
BICMNU, XKUBA 3 ABOMa rofikamu 3aci6. 3miHa po3mipy ynakoBKM rOTOBOTO JiKapCbKOro
ATEHYNOBAH abo 6e3 ronok) abo 3acoby (BMNyYEHHS yrMakoBKM MEBHOIO PO3Mipy) -

A

y amnynaxy
BaKyyMHil
CTepuIbHiINn
ynakosui; no 1
BaKyyMHil
CTepunbHi ynakosLyi
Y KapTOHHIl kopobLLi;
1 dprakoH 3
MOPOLLIKOM Y
KOMMMEKTi 3
PO34YMHHMKOM (BOAA
ans in’ekuin) no 0,5
Mn (1 posa) y
nonepeaHL0
HanoBHEHOMY
npuui y BakyyMHi
CTEPUIIBHIN

BupaneHnHs ynakosku Ne10; 3amiHu | Tuny - 3miHmM 3 sikocTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKWM roTOBOTO MikapCbKoro 3acoby (BuUnyyYeHHs
yMaKoBKM NEBHOrO po3mipy) - BuaaneHHs ynakosku Ne20;
3MiHn | TUny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib.
Cunctema KoHTeHep/3akynoptoBarbHuii 3aci6. 3miHa
PO3Mipy YNakoBKu1 roTOBOrO fikapCbKoro 3acoby
(BUMYYeHHS ynakoBKu NEBHOrO po3Mipy) - BBnaaneHHs
ynakoBku Ne50; aminm | Tuny - 3miHm 3 sikocTi. FoToBUIA
nikapcbkuit 3aci6. Cuctema KoHTenHep/3aKynoproBanbHUiA
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOTO JliKapCbKOro
3aco0y (BMNyYEHHS yNaKoBKM NEBHOIO PO3Mipy) -
BupanenHs ynakosku Ne10
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakosui; no 1
BaKyyMHil
CTEPUnbHIN ynakoBsLi
Y KapTOHHIl kopobLLi;
1 dpnakoH 3
MOPOLLIKOM Y
KOMMEKTi 3
PO34MHHMKOM (BOAA
ans in’ekuin) no 0,5
mn (1 gosa) B
amnyrni y BakyyMHin
CTepWnbHin
ynakosLi; no 1
BaKyyMHil
CTEepUnbHIN ynakosLi
Y KapTOHHI kopobui
187.| NPOCNAH® nacTumnku ans EHrenbrapa HimeyunHa Bongep HimeuunHa BHECEHHS 3MiH 0 peecTpauiHMx maTtepianis:3mMiHu | Tuny be3 UA/0672/05/01
NACTUNKU PO3CMOKTYBaHHS MO ApuHanmiTTen ApuHaimiTTenb - BHECEHHsI 3MiH go p. 3.2.P.7. Cuctema koHTelnHep/ peuenma
anda 26 mr, no 10 b T'MBX & 'm6X & Ko. KT, 3aKynoptoBanbHui 3acib, a came: - [logaBaHHs
PO3CMOKTYB nacTunok y énicrepi; Ko.KI" Himeuunna anbTepHaTUBHOIO noctavanbHuka (Aluberg S.p.A.) ansa
AHHA BIA no 2 6nictepu B (Bupo6HuK in bulk); anoMmiHieBoi honbrn Ta BignoBigHa aganTauis
KALUIO KapTOHHIN kopobLi Exrensrapp cneumdikauii noctavansHuka. Cneundikauis [OAaTKOBOro
ApuHaimiTTens nocrayanbHWKa 3a NnapamMeTpoMm 3aranbHa TOBLUMHA i
'mM6X & Ko. KT, 3aranbHa Bara 3HaxoAuTbCs B MeXax BXe 3aTBepa)KeHOro
Himeuyunna nocravanbHuka Amcor, TOBLUMHA antoMiHieBOI honbru 3
(nepBuHHE Ta ypaxyBaHHSIM JOMYCKiB 3anMLIAETbCA HE3MIHHOHO. -
BTOPUHHE OHOBMEHO JOKyMeHTaLito nocTavanbHyka Ha nnieky MNBX
nakyBaHHs1, BUMYCK Big noctavanbHuka Perlen Packaging
cepii)
188.| NYNbMIKOPT NopoLLOK Ans AcTtpa3eHeka LLsewis Actpa3eHeka Ab LLsewis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/5552/02/01
TYPBYXAIEP iHranauin, 100 AB - 3MiHW BHECEHO [0 iHCTPYKLUii AN MEAUYHOro peuenmom
Mkr/no3a no 200 go3 3acToCyBaHHSA NikapcbKkoro 3acoby Ao posainy "Cnocid
y NNacTUKOBOMY 3acTocyBaHHs Ta 4o3u" BuaaneHHs iHdopmalii Wwoao
iHransTopi, no 1 niaroToBKW iHransTopa Ansa BUKopuUcTaHHA. BBeaeHHs 3MiH
iHranaTopy B npoTarom 6-Tu MicsuiB nicns 3aTBepakeHHs; 3miHu |l Tuny
KapTOHHIl kopoOLi - 3MiHVM BHECEHO [0 iHCTPYKLUiT Ans Mean4Horo
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"dapmakonorivHi BnactuBocTi" nigpo3ain”
dPapmakoamHamika"(peaakuiiHi npasku) , "Baaemogis 3
iHLIMMKM nikapcbkuMK 3acobamu Ta iHWi Buam B3aemogin",
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y nepiof,
BariTHOCTi abo rogyBaHHs rpyaar”, "MobiyHi peakuyii”.
BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBEPYKEHHS
189./ NYNbMIKOPT NopoLLOK Ans AcTtpa3eHeka LLisewis Actpa3eHeka Ab LLsewis BHECEHHS 3MiH 10 peecTpaLiiHnxX maTtepianis:amiHu | Tuny 3a UA/5552/02/02
TYPBYXAJEP iHranauin, 200 AB - 3MiHW BHECEHO [0 iHCTPYKLUii AN MeAUYHOro peuenmom

MKr/go3a, no 100

3aCTOCYBaHHSA NiKapcbkoro 3acoby o posginy "Cnocid
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

03 y NNacTUKOBOMY
iHransTopi, no 1
iHransTopy B
KapTOHHiI kopobui

3acToCyBaHHS Ta 4o31" BuaaneHHs iHdopmalii woao
nigroToBKM iHranaTopa Ans BUKOpUCTaHHS. BBeaeHHs 3MiH
npoTArom 6-Tu MicsuiB nicns 3aTBepaKeHHs; 3miHu |l Tuny
- 3MiHN BHECEHO A0 iIHCTPYKUii AN MeANYHOro
3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"dapmakonoriyHi BnactuBocTi" nigpo3gin”
dapmakoguHamika"(pegakuinHi npasku) , "Baaemogis 3
iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUaW B3aemogin",
"OcobnusocTi 3acTocyBaHHS", "3acTocyBaHHS y nepiog,
BariTHocTi abo rogyBaHHs rpyaa”, "Mobivni peakuii”.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEePAYKEHHSI

190.

PE3OHATUB

PO34MH OIS iH EKUIN,
625 MO/mn; no 1 mn
B amnyni abo no 2
M B amnyni, no 1
amnyni B
NIacTUKOBIN
BricTepHin ynakoBLyj,
no 1 NNacTuKoBIl
BnicTepHii ynakoBLi
B KapTOHi KOpoobui

Oktagapma
dapmaneBTrK
a
MpopykTioHcre
c. M.6.X.

ABcTpis

Oktadapma Ab,
LLseuis (BMPOOHWK,
BignoBiganbHUN 3a

BMPOBHMLTBO 3a
MOBHUM LIMKITOM, 33

BUKIMOYEHHAM
BTOPUHHOI
yMaKkoBKu);

Oktadbapma Jeccay
'M6X, HimeuunHa
(BMPOBHUK,
BignoBiganbHUN 3a
BTOPUHHE
naKyBaHHs)

LLBeuis/
Himewunna

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny
- 3MiHM 4O MeToAy BUNPODBYBaHHS FOTOBOTO NiKapCbKOro
3acoby 3a nokasHukoM "Po3noain 3a po3amipamu monekyn":
BVIKIMIOYEHHS KOHTPOMNBHOIO 3paska 2 3 TeCTy Ha
npuaaTHICTbL CUCTEMMW, BNPOBAAXEHHS HOBOTO
KOpropaTMBHOIO KOHTpOnbHOro 3pa3ka (C589CTRO6,
Octagam 10%) ons 3amiHy KOHTpONbHOro 3paska 1 Ta
OHOBMEHHA MeXi KinbkicHoro BusHaveHHs (LOQ) ans
nonivepis;
3MiHM | TRy - 3mMiHK Ao meToay BuNpobyBaHHS "®akTop
Xla-noAibHoi akTMBHOCTI": BUKIMIOYEHHSA NOBTOPHMX
BunpobyBaHb. PeaakuiiHi 3MiHu y cneumdikaLii rotosoro
nikapcbkoro 3acoby: amiHa Ha3Bu TecTy 3 “HBsAQ” Ha
“AHTuTina o HBsAgG”; amiHu | Tuny - 4ONOBHEHHS po3ainy
«YMoBw 36epiraHHs» iHOpPMaLiEld CTOCOBHO YMOB
36epiraHHs KiHLLEBOro NpoayKTy Npu Temneparypi Hukye
25 ° C npotdarom 1 micsLsa B Mexax Bxe 3aTBEPOKEHOTO
TepMmiHy 36epiraHHs. 3anponoHoBaHO: YMOBU 36epiraHHs:
36epiratu npu Temnepatypi Bia 2 °C go 8 °C (B
XONoAunbHWKY). 36epirat amnynu B OpuriHanbHin
ynakoBLi Ans 3axucTy Bif cBiTna. He 3amopoxyBaTu.
36epiratv B HEAOCTYNHOMY ANs AiTen micli. B mexax
TEpMiHy NpuaaTHOCTI Nikapcbkui 3acid MoxHa 36epiratv
npu Temnepatypi go 25°C (He B XonoaunbHuKy) Ao 1
Micsius. AKLWO nikapcbkuii 3acié He Byno BUKOPUCTaHO
npotsarom 1 micsAus, noro HeobxigHO yTunisyBaTu. 3miHn
BHECEHO B iHCTPYKLiO ANSt MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain «YMoBu 36epiraHHs»; 3MiHu
Il TNy - 3miHa KpPUTEPI O NPUAHATHOCTI NPU BUMYCKY Y
cneumdikauii roToBoro nikapcbkoro 3acoby 3a NokasHUKOM
«KinbkicHe BU3Ha4YeHHs. AKTUBHICTb aHTU — D».
3anponoHoBaHo: = 682 MO/mn.

3a
peuenmom

UA/14323/01/01

191.

PECUTAP

TabneTku, BKPUTI
NniBKOBO

AT "Apamvep
Papma”

MNonblia

AT "Apawvep
Papma"

MonbLla

BHECEHHS 3MiH [0 peecTpauinHux maTepianis:aMiHum | Tuny
- 3MiHWN BHECEHI B TEKCT MapKyBaHHSI MEPBUHHOI YNaKOBKU

6e3

peuenma

UA/18471/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
obonoHkoto, no 1,5 nikapcbkoro 3acoby (noaaBaHHs iHopMalLii Woao
mr, no 50 TabneTok NOroTuny KOMNaHii Ta NPUBEAEHHS CXEMU NPUIOMY
B BnicTepi, no 2 nikapcbkoro 3acoby y BiAMoBigHICTb 3 iHopMaLieto,
bnictepa B 3a3HaYeHoI0 B IHCTPYKLIT ANA MEANYHOro 3aCTOCYBaHHS)
KapTOHHi kopobui
192, POKCUMIM NOPOLLIOK A451s TOB "YOPIA YkpaiHa dapmaBixH CaH. Be TypeuuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3amMiHa 3a UA/15288/01/01
PO34MHY ANA iH'eKLin MEOWLUNH" Tigpx. A.L. 3asBHUKa (BnacHWKa peecTpaLinHoro noceigvyeHHs) (3rigHo | peyenmom
no 1,0 r; 1 dnakoH 3 Haka3y MOS3 Big 23.07.2015 Ne 460) TepmiH BBeAEHHS
NOPOLLKOM B 3MiH - NpOTArom 6 MicsAuiB nicns 3aTBepKeHHS; 3MiHK |
KOMMNeKTi 3 1 Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
amMnyroto dapmakoHarnsay. BeegeHHs abo 3MiHM Ao y3aranbHeHuX
PO34MHHMKa (BOAK AaHnx npo cuctemy chapmakoHarnsagy (BBeAeHHs
ans iH’ekuin) no 10 y3aranbHeHUX AaHnxX Npo cuctemy hapmakoHarnsgy,
MIT Y KapTOHHI 3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoI 3a
KopobLi 3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa Ans 30iNCHEHHs!
dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHa Big
YMOBHOBaXXEHOi 0COOM, BignoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BkIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
dapmakoHarnagy) - 3miHa ynoBHoBaXkeHoi 0cobu
3asBHMKa, BignoBiganbHoI 3a hapmakoHarnag. fitova
pepakuisa: Casiwesa Jlapvca / Savishcheva Larisa.
MponoHoBaHa pepakuisi: Myano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHWUX AaHNX YNOBHOBAaXXEHOI 0CObU 3asiBHNKa,
BiAMOBiAanbHOI 3a dpapmakoHarnsg. 3miHa micus
3[iNCHEHHS OCHOBHOI AiSNbHOCTI 3 hapmakoHarnagy.
3MiHa Micue3HaxodkeHHs1 MacTep-daiina cucremu
dapmakoHarnsgy
193/ POTAPUKC™/R | cycneHsis opanbHa nakcoCmiTKn Benuka "makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/13060/01/01
OTARIX™ (1,5 mn/go3y), no 1 sanH Ekcnopt Bputanis Bionogxikans C.A. - BUNYyYeHHs1 BUpobHuyoi ainbHuui GlaxoSmithKline peuernmom
BAKUMHA ANA | abo no 5 Nimiteq Biologicals S.A., 89, rue de I'Institut (Building RX46), 1330
MPO®INAKTUK | nonepegHbo Rixensart, BianosiganbHoi 3a cTagito HaNOBHEHHS
n 3anoBHEHNX
POTABIPYCHO | opanbHux
T IHOEKLLIT annikatopis a6o Ty6
B KApPTOHHIl kopobui
194, CANO®AIbK cycreHsis Op. ®anbk Himeuunna BignosipnanbHun 3a HimeuunHa/ | BHeceHHS 3MiH 4O peecTpaLlinHMX MaTepianis: 3MiHu | Tuny 3a UA/3745/02/01
pekTanbHa, 4 r/60 ; dapma MM6X BUMYCK cepint LLisenuapis - 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y peuenmom

no 60 r cycneHsii y
Kni3aMi; No 7 knism y
Gnictepax B KOpooOLi
3 KapTOHY

KIHLLEBOro NpoayKTy
Ta anbTepHaTNBHE
BTOPUHHE
naKyBaHHs:

Op. ®anbk ®apma
'm6X, HimeuunHa;
Bupo6Huk
[030BaHoi hopmu,
nepBUHHE Ta

BUPOGHMLTBI. 3MiHa iMnopTepa/3miHK, Lo CTOCYTbCS
BUMYCKY Cepil Ta KOHTPOO SAKOCTi FOTOBOIO JiKapCbKOro
3acoby (3amiHa abo gofaBaHHs OinbHWLI, Ha sKil
30iNCHIOETLCS KOHTPOMNb/BUNPOGYBaHHS cepii) —
popasaHHs BupobHuka Bicop CA, Pyt ne MoHkop 10,
1752 Binnap-ctop-I'naH, Lsenuapisi (Vifor SA, Route de
Moncor 10, 1752 Villars-sur-Glane, Switzerland), o
BignoBigansHWI 3a KOHTPOrto sikocTi [T13; 3aMiHm | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci. 3miHW y
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BTOPUHHE BMPOBHMLTBI. 3MiHa iMnopTepa/aMiHu, Lo CTOCYHOTLCS
nakyBaHHs, BWMNYCKY Cepii Ta KOHTPOSO AKOCTi FOTOBOTO NiKapCbKOro
KOHTPOMb AKOCTi: 3aco0y (3amiHa abo gofaBaHHs OinbHWLI, Ha SKin
Bidop CA 3[iNCHIOETLCSA KOHTPOIL/BUNPODBYBaHHS cepil) —
LiBarHiaepnaccyHr noaaBaHHs BUpobHuka bioeksam AlC, Maiirodputpacce
Megpixemi ETTiHreH, 95a, 6006, INouepH, Lseruapia (Bioexam AG,
LLisenuapis; Maihofstrasse 95a, 6006, Luzern, Switzerland, wo
Jlosan ®apma M'mbX, BiANoOBiAaNbHUIA 3a KOHTPOrb AKocTi IM3; 3miHn | Tuny -
HimeuuunHa; 3MiHM 3 skocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
Brpo6Hukm, roTOBOro fikapcbkoro 3acoby. 3miHa napameTpis

BiAnoBiganbHi 3a
KOHTPOJb SIKOCTI:
JlozaH ®apma 'mbX,
HimeuuuHa;
Bichop CA,
LLiBeviuapis;
Bioek3am A,
LBenuapis;
HaykoBo-gocnigHui
iHCcTUTYT Xennenep
'M6X, HimewunHa

cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHN) — BeAeHHS NepiognYHOCTi
KOHTPOMIO 3a nokasHukom «MikpobionoriyHa ymctota» y
cneumdikauito Ha BUNYCK — TECTyBaHHS MikpobionoriyHoi
YMNCTOTMN BUKOHYETLCA B PaMKax MOHITOPUHIY SKOCTi Ansi
KoxHoi 10-1 napTii WoHanmeHLwwe ABivi Ha pik; 3MiHK | Tuny
- 3MiHK 3 gKocTi. FoToBMIA Nikapcbkuii 3acid. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby ([onoBHeHHSA abo 3amiHa NoKasHuKa
cneumdikauii 3a pesynbTatamu AocnigkeHb 3 6e3neku
abo AKoCTi (32 BUHATKOM NikapCbkux 3acobis
6ionoriYHoro/iMyHONOrYHOIrO MOXOMKEHHS)) —
3aTBEPKEHNN METOZ BUSHAYEHHS napaMeTpy
cneundikauii «B’askicTb» 3aMiHeHWUIn MeToaoM 3
BMKOPVCTaHHAM BIiCKO3VMETPIB 3 KOHLIEHTPUYHUMM
uuningpamu BignosigHo Ao sumor EP 2.2.10. B pesynbTarTi
BMMIipIOBaHHS OyayTb OTpUMaHi abCcontoTHI 3HaYEeHHs
B’A3KOCTI, AKi MOXXHa Byaie MopiBHATM 3 aBCONIOTHUM
3HaAYEHHAMU, OTPMMaHUMM Ha iHLIOMY obnagHaHHs. Ak
HacnigoK, 3MiHa HOpMyBaHHS cneumdikaLii y 3B’A3Ky i3
3aMiHOI MeToAy BUMIPIOBAHHS; 3MiHW | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOro NMiKapCbKoro 3acoby (iHLWi 3MiHWN) — BHECEHHSA
He3Ha4yHUX 3MiH 4o MeToauku BUNpobysaHHs 13 3a
NOKa3HUKOM «YMCcTOTa Ta KinbKiCHE BU3HAYEHHS», LLO
nonsarawTb y: BUAaNeHHs iHdpopmaldii Lwoao TMcky ans
KonoHkn BEPX, oHoBneHo opMynu pospaxyHkis Ans
KinbKicCHOro BMICTY, MeToaMKa 3anuiieHa 6e3 3MiH.
[onaTtkoBO BHECEHi pefaKLiviHi NpaBku 40 METOAIB
aHanisy 3a nokasHukamu «Onuc cycneHsii», «Konip
po34nHy», «OQHOPIAHICTE A030BaHMX OAUHULBLY, «pH»,
«Po3mip yacTok», «lgeHTudikauis»; amiHm | Tuny - 3MiHum 3
sikocTi. CepTudpikat BignosiaHocTi/lE-cepTudikat
BiANOBigHOCTI E€Bponenchkii papmakonei/MmoHorpadii.
MopaHHA HoBOro abo oHoBMEeHoro cepTudikara
BignoBigHOCTi abo BUny4eHHs1 cepTudikata BignoBiaHoOCTI
€Bponelicbkiit hapmakonei: ans A®Il; ons BuxigHoro
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matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO

BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana gonomixkHoT
peyvoBUHM (CepTuUdikaTt BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBepAKEHOro BUpobHMKa — nofgaHHsa oHosneHoro CEP
Ne R1-CEP 2004-049-Rev 04 ans A®| mecanasuHy Big,
3aTBepakeHoro BupobHuka Erregierre SPA, Italy; 3miHm |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/TE-
cepTudikaT BiaNoBiaHOCTI €BpONENChKin
papmakonei/MoHorpadii. 3miHW, NoB'sA3aHi 3 HeObXiaHICTHO
NpVBEAEHHS Y BiANOBIAHICTb A0 MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHWOoi HauioHanbHoi
dapmakonei gepxasu €C (3miHa y cneuundikauisx,
noe'si3aHa 3i 3amiHamu B [1®Y, abo €BponeWcbkin
dapmakonei, abo iHwWin HauioHanbHiIn dapmakonei
aepxasun €C) — npvBeaeHHs cneuundikauii API
MecarnasuHy (5-amiHocaniumnoBoi KUCNOTH) Y
BigNoBigHiCTb 40 BUMOr MoHorpadii EP. B 38’a3ky 3
npoBamxeHHsAM kepiBHMX npuHumnis ICH Q3D 6yno
BUITy4EHO BUNPOBYBaHHSA Ha Baxki meTamm (2.4.8)
[onaTtkoBO BHECEHI peaakUiviHi npaBku:

Y po3gini 3.2.S.4.1 cneuudikauis po3gineHa Ha 3aranbHy
YaCTUHY Ta YaCTUHY, L0 CTOCYETLCSA NOCTaYanbHUKIB.
BignosigHo go EP 3aranbHa YacTuHa MicTutb y yci

BMNpPOOyBaHHSA Ta po3Mip YacTok. YactuHa, Lo
CTOCYETLCS MoCTavanbHUKa, MiCTUTb BUNPOOYBaHHS, SAKi
CTOCYIOTbCS BUKITIOYHO OKPEMOrO nocTavanbHuKa; 3MiHu |

Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKa BUXIZHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lwo
BMKOPUCTOBYIOTbCS Y BUpoBHUYOMy npoueci ADI, abo
3MiHa BMPOGHMKa (BKIo4aouun, Ae HeobxiaHo, micue
npoBeAeHHs KOHTponto sikocTi) ADI (3a BiAcyTHOCTI

cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEpAKEHOMY [0Cbe)(BBEAEHHS HOBOI AinbHULi, Ae

3[iACHIOETBCA MIKPOHi3aLlisl) — BBEAEHHSI HOBOI AiNbHWLY,

Lo Bignosigae 3a mikpoHisauito APl (BupobHuLTBa

Erregierre SPA, Italy) — IMS S.r.l, Italy; 3miHu | Tuny -

3MiHu 3 gkocTi. A®l. BupobHuuTtBo. 3MiHa BUPOGHMKa

BMXiAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Lo

BMKOPUCTOBYIOTLCS Y BUpoBHUYoMy npoueci ADI, abo

3MiHa BUPOGHWMKa (BKMIOYaKoum, Ae HeobxiaHo, micue

npoBefeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI

cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei y
3aTBEPKEHOMY [OChE)(BBEAEHHS HOBOI AiNbHUL, Ae

3[iNCHIOETLCSI MIKPOHI3aLlisl) — BBEAEHHSI HOBOT AinbHUL,

Lo Bignosiaae 3a mikpoHisauito A®I (BupobHuLTBa
Erregierre SPA, Italy) — Microchem S.r.1, Italy; 3amitm | Tuny

- 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y

BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHUL
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BMPOBOHMLUTBA ANs YacTuHW abo BCbOro BUPOBHWUYOro
npouecy rotToBoro nikapcbkoro 3acoby (AinbHULSA, Ha SKi
npoBoAsTbCS Oyab-Aki BUpOOHUYI CTagiji, 3a BUHATKOM
BWMNYCKY CEPIl, KOHTPOMIO SKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHs, ANs1 HECTEPUIbHUX NiKapCbKUX
3acobiB) — BBeleHHs1 BUpODOHUKa, Lo BiAnoBigansHUM 3a
BMPOBHMLTBO A030BaHoi hopmu, JlozaH Gapma MmoX,
OT110-XaH WTrpacce 13, 79395 HoeHGypr,
HimeuumHa/Losan Pharma GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany; 3MiHu | Tuny - 3MiHn 3
AKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOOHMLITBI.
3amiHa abo BBeAeHHs1 [OOaTKOBOI AiNbHWLI BUpOBHULTBA
ANns YacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (AiNbHWUUSA ANs NEPBUHHOTO
nakyBaHHs1) — BBEAEHHS BUPOOHMKa, Lo BiANOBiAanbHUIA
3a nepBuHHEe nNakyBaHHs 13, Jlozan ®apma M'mbX, OTTO-
XaH WTrpacce 13, 79395 HoeHbypr, HimeuunHa/Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395 Neuenburg,
Germany; 3mitm | Tuny - 3miHu 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHuuTBi. 3amiHa abo
BBeOEHHS 40A4aTKOBOI AiNbHULI BUPOOHMLTBA Ans
YacTuHM abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHWULSA AN BTOPUHHOTO
nakyBaHHs1) — BBEAEHHS BUPOOHMKa, Lo BiANOBiAansHUiA
3a BTOpWHHE nakyBaHHsi 113, JlozaH ®apma M'M6X, OTTO-
XaH WTrpacce 13, 79395 HoeHbypr, HimeuunHa/ Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395 Neuenburg,
Germany; 3miHm | Tuny - 3miHu 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHn y BUpoOHULUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIO AKOCTi FOTOBOIO NiKapCbKoro 3acoby (3amiHa
abo gopaBaHHs AinbHULI, Ha SKi 30IACHIOETLCS
KOHTpOnb/BUNpobyBaHHSs cepii) — BBEAEHHS BUPOGHUYOT
OinbHUU, WO BignoBiganbHa 3a KOHTponb akocTi M3,
JlozaH ®apma 'mb6X, OTT0-XaH WTpacce 13, 79395
HoeHbypr, HimewyunHa/Losan Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg, Germany. [JonaTkoBo
BHOCSITbCH YTOYHEHHS 0 BUPOBHUYMX cPyHKLiN
3aTBepakeHoro BupobHuka Bichop CA LiBaiiHinepnaccyHr
Megixemi ETTiHreH, LBenuapis, a came 3a3HayeHHsi
dyHKLUIiT KOHTPOMb AKOCTi; 3MiHU | TUNY - 3MiHK 3 AKOCTI.
[oToBwWI Nikapcbkuii 3aci6. 3MiHM y BUpOOHUUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOTO NiKapCcbKkoro 3acoby (3amiHa
abo goaaBaHHS AinbHULI, Ha AKi 30IACHIOETLCA
KOHTponb/BUNpobyBaHHs cepii) — BBEAEHHS BUPOOHMKa,
Lo BignoBiganbHWIM 3a KOoHTponb skocTi 13, JlosaH
dapma 'M6X, Ewbaxep LWtpacce 2, 79427 Ewbax,
HimeuyynHa/Losan Pharma GmbH, Eschbacher Strasse 2,
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79427 Eschbach, Germany; aminu | Tuny - 3miHun 3 AKOCTI.
[oToBWIN Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi FOTOBOTO Nikapcbkoro 3acoby (3amiHa
abo gogaBaHHs OinNbHULI, Ha SAKIN 3AINCHIOETLCS
KOHTponb/B1NpobyBaHHs cepii) — BBeAeHHSA BUPOOHMKa,
Lo BigNoBiAanbHWIM 3a KOHTponb sikocTi M3, Haykoso-
nocnigHui iHctutyT Xennenep Mu6X, Mapi-Kiopi-LUTpacce
7, 79539 leppax, HimewunHal/lnvestigation Institute
Heppeler GmbH, Marie-Curie-Strasse 7, 79539 Loerrach,
Germany; 3mitm | Tuny - 3miHu 3 skocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa po3mipy
cepii (BkMoYaoum giana3oH po3Mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPKEHUM PO3MipOM) — AofaBaHHst po3mipy cepii M3
Ans 3anpornoHoBaHoro BupobHuka Jlosan ®apma MvoX, y
3B’A3Ky 3i 36inbLUeHHAM po3mipy napTii y 10 pasis.
HopaTtkosuii poamip ctaHoBuTb 1800,0 kr, Wwo Bignosigae
30 000 kni3m; 3miHn | TUny - 3miHK 3 sKoCTi. FoTOBUIA
nikapcbkui 3aci6. 3MiHn y BUpo6HMLTBI. 3MiHa po3mipy
cepii (BkMoYaum giana3oH po3Mipy cepii) rotoBoro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BUNyYeHHS po3Mipy
cepii 113 300,0 kr (5 000 kni3m). IHLWi 3a3HaYveHi po3mipu
cepii (600,0 kr, wo Bignosigae 10 000 kni3m Ta 900,0 r,
wo Bignosigae 15 000 kni3m) 3anuLIalOTLCS HE3MIHHUMU;
3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMI Nikapcbkui 3acib.
3MiHM y BUpoBHMLUTBI. 3MiHM y npoLeci BUpOOHMLUTBA
roTOBOro MiKAPCbKOro 3acoby, BKIOYaUM NPOMiKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCH NPU BUPOBHMLTBI rOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOBHMLTBA) — HE3HauHi 3MiHW Y npoueci BUpobHMLTBa
N3 (npuroTyBaHHs B'A3KOro po3yunHy) Ha cTagii
Po3unHeHHs1 Ta omoreHisadis, wo o6yMoBneHo
BBEEHHAM HOBOro BMpobHuka JlozaH ®apma M'mbX,
HimeuymHa; 3miHm | Tuny - 3MiHm 3 akocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHM y BUpoGHMLUTBI. 3MiHM y npoueci
BMPOOHMLITBA rOTOBOrO MikapCbKoro 3acoby, BKMHOYaoum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NMPY BUPOOHWLITBI
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BUPOGHMLUTBA) - He3Ha4YHa 3MiHa y BUpobHuuTBI 13
(npuroTyBaHHs cycneHsii) Ha cTagii Po3unHeHHs Ta
[omoreHisauisi, Wo 06yMoBnNEHO BBEAEHHSIM HOBOIO
BMpOGHMKa Jlo3aH ®apma Mm6X, HimevyunHa; amiHum | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpOOHULITBaA FOTOBOrO
nikapcbKkoro 3acoby, BKMIOYa0UM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETHLCS NMPU BUPOOHULITBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpobHULTBA) -

He3HauvHa 3MiH y npoueci BupobHuuTea 13 Ha cTagii
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Po3sunHeHHs Ta [omoreHisauis Ha eTani IPOXOMKEHHS
yepes inbTp rpyboi ouMcTkM — po3mip dinbTpa Yepes
AKUI rOTOBA CyCMNeHsia nepedaeTbcs B PO3NUBHUIA 6ok
3MiHeHo 3 500 mkm Ha 1,0 mMm. [laHa 3MiHa cToCyeTbCA
BMPOBHMYOro npouecy 060x BUPOGHMKIB; 3MiHu | Tvny -
3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
BMPOOHMUTBI. 3MiHU Y NpoLieci BUpOBHWULTBA roTOBOrO
nikapcbKkoro 3acoby, BKMHOYaUM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETHLCHA NPV BUPOGHULITBI FOTOBOTO NiKapCbKoro
3acoby (HeaHa4yHa 3MiHa y npoueci BUpobHMLTBA) —
He3HayHa 3MiHa y npoueci BupobHuutea M3 Ha cTagii
HanoBHeHHs1 Ta YKynopka — 3MiHEHO LUBUAKICTb
HamnoBHEHHS cycneHrsii B kniamu 3 npnbn 50 kni3am/xs Ao
makc 80 kniam/rog, Wwo obymoBneHO BBEAEHHAM HOBOIO
BMpo6HWKa JlozaH Papma MM6X, HimeuyunHa; amiHum | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acit. 3miHn y
BMPOGHMLTBI. 3MiHM y NpoLeci BUPOGHULITBa FOTOBOrO
nikapcbKoro 3acoby, BKMIOYa0UM MPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETLCS NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHW)

— He3HayHa 3MmiHa y npoueci BupobHuuTea 113 060x
BUPOOHMKIB Ha cTagii Po3unHeHHs Ta FomoreHisadist —
3MiHeHo Yac 36epiraHHsi CycneHsii B Hepo3dacoBaHOMy
BUMMAAi. 3aTpumKa Mixk BAPOOHULITBOM Hepo3dhacoBaHoi
CyCMeH3ii Ta HaNOBHEHHS Y KIi3MW 3MIHIOETLCS Bifj «HE
OinbLUe YOTMPBLOX AHIB» 00 «He Binblue ceMu OHIB»; 3MiHN
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkuii 3acit. 3MiHN Yy
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOOHMLITBa FOTOBOrO
nikapcbKoro 3acoby, BKMYaym NPOMKHUIA NPOOYKT, L0
3aCTOCOBYETHLCH NPV BUPOGHULITBI FOTOBOTO NiKapcbKoro
3aco0y (iHwWi 3MiHM) — He3Ha4YHa 3MiHa y NPoLECi
BupobHuuTBa M3 gnsa 3aTBepmxeHoro BupobHuka Bicdop
CA LarHigepnaccyHr Megixemi ETTiHreH, LLBenuapis,
LLIO CTOCYETBCA KOPEKLii ONMUCy LUIBMAKOCTI HAMOBHEHHS, a
came BUINYyYEHHS! HEMPaBUNbHOTO 3HAYEHHS LIBUAKOCTI
3anoBHeHHs (3,0 n/xs), 3anuweHo 1,5 n/xs; 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AoNyCTUMNX MEX,
BCTaHOBIEHUX Y crieundikauisx, nig Yac BMpobHMULTBa
roToBoro nikapcbkoro 3acoby (iHwi 3miHn)(B.11.6.5. (x),IB) —
[oaBaHHA anbTepHaTMBHOI NpoLeaypu BUNpoOyBaHHS B
npoLeci KOHTPOMIO Y 3B’sI3KY 3 NPOBAaAXEHHSIM NpoLeaypu
100 % KOHTpOMto HoBMM BMPOBHMKOM Jlo3aH ®apma MM6X
Ha ctapgisax IPC Il — Filled bottles, IPC IV — Blistered
bottles, IPC V — Finished product; 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHM BUNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHNX
y cneuudikauisix, nig Yac BUpobHULTBA rOTOBOrO
nikapcbkoro 3acoby (iHWi 3MiHK) - KOpeKLis YacToTu
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Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

npoBegeHHs BUNpobyBaHb y npoLeci BUpobHULTBa Ans
3aTBepakeHoro BupobHuka Bidpop CA LiBaiiHinepnaccyHr
Mepnixemi ETTiHreH 3 «koxHi 15 xB» Ha «KoxHi 30 xB»;
3MiHu | TUny - 3miHn 3 skocTi. FoToBMI Nikapcbkuin 3aci6.
3MiHW y BUpobHMUTBI. 3MiHK BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAaHOBNEHMX Yy cneuundikauisax, nig vac
BMPOBHMLTBA rOTOBOTO NikapCbKoro 3acoby (BUMyYeHHS
HeCyTTEBOro BUNPODOYyBaHHS B NpoLieci BUpobHULTBA)

— BUNYYEHHS He3HayHoro BunpobysaHHs “Yield” B npoueci
BMPOBOHMLUTBA; 3MiHW | Tuny - 3MiHKW 3 sikocTi. CepTudikar
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €Bponenchkin
dapmakonei/MoHorpadii. MNogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTa BiANOBIAHOCTI €BpoNenchbkin dhapmakonei:
ans A®l; onsa BuxigHoro matepiany/peareHTy/npoMiXKHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
[OMOMIKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXe 3aTBepa)XeHoro BUPO6HMKa - MogaHHA OHOBMEHOrO
CEP R1-CEP 2003-203-Rev 02 gnsa A®| mecanasvHy Big
BXe 3aTBepkeHoro BupobHmka Pharmazell GmbH,
Germany; 3mitm | Tuny - 3miHu 3 skocTi. FoToBMiA
nikapcbkui 3aci6. Cuctema KoHTenHep/3akynoproBanbHUi
3aci6. 3miHa nocTavanbHKKa NakyBanbHWX mMaTtepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HAYEHO B JOCHE) (BUITYHEHHS
nocTayarnbHvKa) — BUNyYeHHs iHdopmallii Lwoao
nocTayanbHUKiB NakyBanbHOro matepiany 3 MoAynto
3.2.P.7; 3MiHu | TUNy - 3MiHM 3 sKOCTi. [OTOBMI NiKapCbKUI
3aci6. Cuctema KoHTelnHep/3aKynoproBanbHuUiA 3acio.
3MiHa chopmu abo po3Mipy KOHTENHepa Yu
3aKynoproBasnibHOro 3acoby (MepBUHHOI YNaKkoBKM)
(HecTepunbHi Nikapcbki 3acobu) — 3miHa po3mipis
NepBUHHOIO NakyBaHHsi — kni3Mu (primary container close
system 2), 6e3 3miHM SIKICHOrO Ta KifbKiCHOro cknagy
nakyBanbHOro matepiany; 3miHu | Tuny - 3miHu 3 AKocTi.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuUi 3aci6 (iHWwi 3MiHK) —
OHOBJIEHHS 3aTBEPAXKEHOI NOTOYHOI JOKYMeHTaUil oo
KOHTelHepa y po3aini 3.2.P.7 6e3 3amiHu camoi cuctemu
nakyBaHHs

195.

CUBA30OH

Tabnetku no 5 mr no
10 TabneTtok y
Gnictepi; no 2
6nictepn y kopobui 3
KapTOHY

ToBapucTBO 3
oBMeXeHo
BignoBiganbHi
CTHO
«XapkiBCbke
hapmaueBTuY
He
nignprueMcTBo
«3g0poB’sa

YkpaiHa

ToBapucTBO 3
obmexeHolto
BiAnoBiganbHIiCTO
«XapkiBCbke
dapmMaueBTUYHe
nianpveMcTBO
«300poB’st Hapoay»

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3MiHu | Tuny
- 3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHiICTb.
3MiHa y TepmiHax npyaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TEPMiHY
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprosoi
yNakoBKu (MiATBEPMKYETbCA AaHUMMN pearbHOro yacy) -
36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby. 3atBepmxeHo: 3 poku 3anponoHoBaHo: 5 pokis.
3MiHu BHeceHi B po3gin "TepMiH npugaTtHocTi" B

3a
peuernmom

UA/3052/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Hapogy» IHCTPYKLUIiO ANS MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby. BBegeHHst 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS
196. CIANOXYbB TabneTku, BKPUTI [bxyGinaHT IHais IbxyGinaHT IHgis BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | 3a UA/18127/01/01
NniBKOBOK [bxeHepikc [xeHepikc JlimiTeq Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BuW nikapcbkoro | peuernmom
060noHkKoto, o 5 mr Nimiten 3acoby -
no 10 TabneTtok y 3MiHa Ha3eu J13: 3atBepaxeHo: TAOAJIA®IST/ TADALAFIL
Gnictepi; no 3 B3anponoHoBaHo: CIANIIKYB / CIALJUB BepfeHHs 3MiH
Gnictepn B NpOTArom 6-Tu MicsALiB NiCNs 3aTBEPYKEHHS.
KapTOHHiI kopobui
197.| CIANQXYB TabneTkn, BKpUTI [xy6inaHt IHais [bxy6inaHT IHpia BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | 3a UA/18127/01/02
NNiBKOBOK [xeHepikc [xeHepikc JlimiTeq Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BM NiKapcbkoro | peuenmom
obonoHkoto, no 10 NimiTeq 3acoby -
Mr; no 4 TabneTtkn y 3MiHa Ha3Bu J13: 3ateBepaxeHo: TAOAJTA®IST/ TADALAFIL
Gnictepi; no 1 3anponoHoBaHo: CIANIIKYB / CIALJUB BeegeHHs 3MiH
6nictepy B nNpoTArom 6-Tn MicsLiB NicNs 3aTBEPOXKEHHS.
KapTOHHi KOpoOLyi;
no 10 Tabnetok y
6nictepi; no 3
Gnictepu B
KapTOHHIl kopobui
198, CIANAXYB TabneTkn, BKpUTI [bxy6inant IHAis [bxy6inaHT IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | 3a UA/18127/01/03
NNiBKOBOK [bxeHepikc [xeHepikc JlimiTeq Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BM NiKapcbkoro | peuenmom
obonoHkoto, no 20 NimiTen 3acoby -
Mr: no 4 Tabnetkn y 3miHa Ha3swu J13: 3atBepmkeHo: TAOANA®IT/ TADALAFIL
6nicTepi; no 1 3anponoHosaHo: CIAJIIXKYE / CIALJUB BefneHHs 3MiH
6nictepy B NPOTArom 6-T1 MicsALIB NiCNS 3aTBEPOXKEHHS.
KapTOHHIN kopobui
199/ COAEPM® ma3b 0,1 %, no 25, TOB «MIBE YkpaiHa Mibe MMBX HimeuumHa BHECEHHS! 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/10254/02/01
50 ry Ty6i; no 1 Ty6i YKPAIHA» ApuHanmittens - 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/lE-cepTuddikaT | peyenmom
B KaPTOHHIN mayui BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBneHoro ceptudikaTta
BiANoBigHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ansa A®l; ona BuxigHOro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONenchKin
apmakonei) - BunyyeHHs1 cepTugikaTiB (3a HasiBHOCTI
MynbTUNIIETHOrO cepTudikata Ha MaTtepian) - BUNyYeHHs!
BMPOGHMKa Aitoyoi pevoBuHu Sicor S.R.L. BKMHOYHO 3
BianosiaHum BnacHukom CEP TEVA Pharmaceutical
Industries Ltd
200.| CONyBITH niodinisat ans PdpeseHiyc Himeuunna Ppeseniyc Kabi Ab, Lsewisa/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/17609/01/01
PO34nHy Ans Kabi LLBeuis Kutan - Mo4aHHSA OHOBNEHOTO cepTudikaTa BignoBigHOCTI peuenmom
iHdpysin; no 1 Honunang (mMapkyBaHHs, €sponevicbkin dapmakonei ans A®| HikotuHamig Ne R1-
dnakoHy 3 m6X nakyBaHHs, CEP 2004-110-Rev 02 (nonepepgHs Bepcis CEP No. R1-
niodpinizatom, no 10 KOHTPOIb SIKOCTI, CEP 2004-110-Rev 01) Big BXe 3aTBEPAXEHOIO
dnakoHiB y BUWMYCK cepii); BMPOBHWKa, y 3B’53KY 3i 3MiHOM Ha3Bu 3 LONZA
KapTOHHI kopobui PpeseHiyc Kabi GUANGZHOU Ltd, Kutan Ha Lonza Guangzhou Nansha
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n 3acoby ynakoeka) noceio4yeHHs1
CcCriy, Kuran Ltd., Kutan; 3miHum | Tuny - nogaHHsA OHOBNEHOIO
(BpOGHULTBO, cepTudikaTa BignoBiAHOCTI €Bponenchbkin dapmakoner
MapKyBaHHS, ans A®l HikotuHamig Ne R1-CEP 2004-110-Rev 03
naKkyBaHHs) (nonepenHs Bepcis CEP No. R1-CEP 2004-110-Rev 02)
Bif BXXe 3aTBepAXeHoro BMpobHuka Lonza Guangzhou
Nansha Ltd., Kutan
201.| CMEKTPINA NOPOLLIOK ANA Mepak Himeuunna Mepak Nesenbwadt HimeyunHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/17474/01/01
KOHLeHTpaTy Ans [esenbwadTt rop KniHiwe - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuenmom
pPO34nHy Ans rop KniHiwe Lneuianenpenapat BBegeHHs abo 3MiHM [0 y3aranbHeHVX AaHnX Npo
iHdpysin, no 10 000 LWneuiansnpe e M6X, HimewunHa cuctemy chapmakoHarnsgy (BBeAeHHS y3aranbHeHNX
Of; 1 abo 5 napate M6X (BMPOBHWK, Lo AaHuX nNpo cuctemy hapmakoHarnsgy, aMiHa
cbnakoHiB 3 BignoBsigae 3a ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34iNnCHEeHHS
NOPOLLIKOM Y MapKyBaHHs, apmakoHarnsay; KOHTaKTHOI ocobu 3 bapmakoHarnagy
KapTOHHIN kopobui BTOPUHHE 3asBHUKA ANA 34iNCHEHHS dhapmakoHarnsay B YkpaiHi,
nakyBaHHs Ta 3a SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXeHOoI ocobu,
BUMYCK cepii); BiAMNOBIAANbLHOI 3a 3AiCHEHHsT bapmakoHarnsay
PenTwnep (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
Biodapma CE, macTtep-darina cuctemmn hapmakoHarnagy) - amiHa
Himeuunna yMOBHOBaXeHOoi 0cobu 3asiBHUKa, BiAMOBIAANbHOI 3a
(BMPOBHWK, Lo 3iNCHeHHA hapmakoHarnsgy. [NponoHoBaHa peaakuis:
BignoBsigae 3a Dr. Barbara Jogereit. 3miHa KOHTaKTHVX AaHUX
BMPOGHMLTBO YMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
roTOBOI NiKapCbKoi 3AiNCHEHHA dhapmakoHarnsgy
cdopmMu, NepBrHHE
nakyBaHHs,
BUNPOOYBaHHA/KOHT
pornb cepii)
202.| CMIPUBA®PEC | po3uuH ans BepiHrep Himeuunna Bepinrep HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/6495/02/01
NIMAT® iHransuin, 2,5 IHrenbxanm IHrenbxanm ®apma - 3MiHu Woao 6esnekun/edeKkTUBHOCTI Ta hbapmakoHarnsgy. | peuernmom
MKr/iHransuito; no 4 IHTepHeLwHN 6X i Ko. KI BeeneHHs abo 3MiHM [0 y3aranbHeHWUX AaHNX Npo
My kKapTpuaxi (60 m6X cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX

iHransuin); no 1
KapTpuaxy B
KoMnnekTi 3 1
iHransiTopom
Pecnimat® y
KapTOHHiI kopobLyi

[AaHuX nNpo cuctemy chapmakoHarnsgy, aMmiHa
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3 bapmakoHarnsgy
3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
SIKLLIO BOHA BigMiHHa Bif yNOBHOBaXeHOI ocobu,
BiANOBIAanbHOI 3a 3AiCHEHHst dbapmakoHarnsay
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLiEHHI
mMacTtep-darina cuctemm hapmakoHarnsgy) - amiHa
yMOBHOBaXeHOoi 0cobu 3asiBHMKa, Bi4NOBiAanbHOI 3a
chapmakoHarnsg,.

MponoHoBaHa pepakuis: Sven Kohler. 3MiHa KOHTaKTHUX
[aHWX YyNOBHOBaXeHOI 0cobu, BiaNoBiaanbHOI 3a
chapmakoHarnsg,.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BianoBiganbHoi 3a
cbapmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa. 3MiHa KOHTAKTHUX AAHUX
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KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBiganbHOI 3a
dapmakoHarnsg B YkpaiHi
203.| CTAMAPUN NOPOLLIOK A51s CaHodi PdpaHuis NOBHUI LNKI PdpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/16354/01/01
BAKUWHA ONA | cycnensii ans Mactep BUPOGHMLTBA, YropwwmHa - 3MiHM Wopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. |peuenmom
MPO®IIAKTUK | iH’ekuilt, He MeHLWe 3anoBHEHHS, BeegeHHs abo 3MiHM [0 y3aranbHeHVX AaHKX Npo
M XXOBTOI Hixk 1000 MO/po3a, niocpinizavis, cucTemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHNX
JINXOMAHKU no 1 fosi 'y gnakoHi nepBuHHe Ta AaHuX nNpo cuctemy chapmakoHarnsgy, aMiHa
(KMBA Ta PO3YMHHMK BTOPUHHE ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34iNnCHEeHHS
ATEHYNOBAH (HaTpito xnopua, nakyBaHHs, dapmakoHarnsay; KOHTaKkTHoi ocobu 3 dhapmakoHarnsay
A) BOAa Ans iH eKuin) KOHTPOIb SIKOCTI, 3as1BHMKa ANs 34iNCHeHH dhapmakoHarnsagy B YkpaiHi,
no 0,5mny BMNYCK cepii; AKLLIO BOHA BiAMIHHA Bif yNOBHOBaXeHOI ocobw,
nonepegHbo MOBHUN LMK BignoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
3arnoBHEHOMY BMPOBHMLTBA, (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
wnpuuy 3 nepBuHHe Ta macTtep-darina cuctemmn apmakoHarnagy) - amiHa
NPUKPINNeHo BTOPUHHE yMNoBHOBaXeHOi 0cobu 3asiBHUKa, BiAMNOBiganbHOI 3a
ronkoto; no 1 nakyBaHHs, dapmakoHarmnsa.
dnakoHy 3 KOHTPOIb SIKOCTi Ta MponoHoBaHa pepakuis: Xarke Lonnep, goktop
nopotukom Ta 1 BUNYCK cepii meanumnn / Heike Schoepper, MD. 3MiHa KOHTaKTHMX
nonepegHLo PO3YMHHUKA: [aHnX yNOBHOBaXEHOI 0CO0OM 3asiBHMKA, BigNoBiganbHOI
3arnoBHEHOMY CaHodi MNacTtep, 3a 3pincHeHHs papmakoHarnagy. 3miHa micus 34iMCHEHHS
wnpuuy 3 ®paHuin; nepeuHHe OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa

MPUKPINMEHO
TFOMKOIO B KAPTOHHIN
kopobui; no 1
dnakoHy 3
nopoLukom Ta 1
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3
NpUKpinneHoto
ronKoo B
CTaHfgapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui 3
iHCTpyKLUieto ans
MeAUYHOro
3aCTOCYBaHHS; - No
1 posi y chnakoHi Ta
PO3YMHHUK (HaTpito
xnopwva, Boaa ans
iH’ekuin) no 0,5 mny
nonepeaHL0
3anoBHEHOMY
LUNPpULY 3 OfHIED
abo aBoma
OKpPEeMVMU rofnikamu;
no 1 dnakoHy 3

Ta BTOPVHHE
nakyBaHHs1,
KOHTPOIMb AKOCTI,
BUNYCK cepii;
NMOBHWI LMKN
BUPOGHMLTBA,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTi Ta
BUMYCK cepii
PO3YMHHWKa:
CaHodi Macrep,
DdpaHLis; NOBHUIA
LMK BUPOGHMLTBA,
nepBuHHe
nakyBaHHs1,
KOHTPOIb AKOCTI
PO3YUHHMKA:
CAHO®I BIHTPOIN
IHOACTPIA,
PpaHuist; BTOPUHHE
nakyBaHHs, BUMYCK
cepii: CaHodi-
AseHTic NpawsiT Ko.
JIta., Mnatcdopma
noricTvku Ta
ANCTpUBYLT Y M.

MicLie3Hax0MKEHHS MacTep-anna cuctemm
apmakoHarnsgy
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n 3acoby ynakoeka) noceio4yeHHs1
nopotuxkom Ta 1 BypanewT,
nonepegHbLo YropwuHa
3anoBHEHOMY

wnpuuy 3 1 abo 2
OKPEMUMM rofnkamm
y bnicTepi B
KapTOHHiIl kopobuyj; -
no 1 fosi 'y gnakoHi
Ta PO3UYNHHUK
(HaTpito xnopua,
BOoAa Ans iH eKuin)
no 0,5mny
nonepeaHLo
3arMoBHEHOMY
wnpuuy 3 ogHieto
abo asoma
OKPEMMUMM ronKamu;
no 1 dnakoHy 3
nopotukom Ta 1
nonepeaHLo
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMUMM rofnkamm
y 6nicTepi B
CTaHfgapTHO-
eKCMopTHIN
ynakoBLi, sika
MIiCTUTBCS Y
KapTOHHIN kopobu,i 3
iHCTpyKUieto Ans
MeaNYHOro
3aCTOCYyBaHHS.
MapkyBaHHs
YKpaiHCbKOK MOBOHO.
no 1 fosi 'y dnakoHi
Ta PO3UYNHHUK
(HaTpito xnopua,
BOAA AnNS iH'eKLi)
no 0,5mny
nonepeaHL0
3arnoBHEHOMY
Lwnpuuy 3
NpUKpINneHoto
ronkoto; no 1
dnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHEHOMY
Lwinpuuy 3
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

NPUKPINMeHo
TFOMKOI0 B KAPTOHHIN
KopobLi 3i cTukepom
YKPaiHCbKOK MOBOIO;
no 1 fosi 'y gnakoHi
Ta PO3UYNHHUK
(HaTpito xnopua,
BOoAa Ans iH eKuin)
no0,5mny
nonepeaHLo
3arnoBHEHOMY
wnpuuy 3 ogHieto
abo aBoma
OKPEMMUMM ronKamu;
no 1 dnakoHy 3
nopotLukom Ta 1
nonepeaHLo
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMUMM rofnkamm
y GnicTepi B
KapTOHHIN kopobui 3i
CTUKEPOM
YKPaiHCbKOK MOBOKO

204.

CTUNEH

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 60
mr; no 30 TabneTok
y KOHTenHepi; no 1
KOHTeWHepy B navui

KYTM®EP
BIOTEX, YAB

JlnToBCbka
Pecnybnika

Dowr-A CT Ko., JlTa.

Pecnybnika
Kopes

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny
- BONOBHEHHSA cneumdikavii APl HoBUMM nokasHMKaMu
[akocTi: Arsenic Ta Ethanol 3 BignoBigHum meToaom
BMNpobyBaHHs 3a gonomoroto MX; 3miHu | Tuny -
BUIy4eHHS i3 cneumdikauii AP nokasHuka Alcohol
Number Determination (3amiHa Ha noka3sHuk Ethanol);
3MiHM | TuMy - 3MiHa nocunaHb Ha MoHorpadito Ans
[OMOMIDKHOI PEYOBUHM NAKTO3M, MOHorigpaT
(3anponoHoBaHo: NF: National Formulary of USP), sik
Hacnigok, 3amiHa crneumdikaLii Ta MeToaiB KOHTPOIO
[OMNOMIXKHOI Pe4OBUHMY;
3MiHu | TRy - 3mMiHa nocunaHb Ha MoHorpadito Ans
[OMOMDDKHOI PEYOBUHM LIEMNONo3a MiKpoKpucTaniyHa
(3aTBepmkeHo: KP Korean Pharmacopoeia;
3anponoHoBaHo: NF: National Formulary of USP), sik
Hacnigok, 3miHa crneumdikaLii Ta MeToaiB KOHTPOIO
[OOMOMIXKHOT peqoBUHU; 3MiHM | Tuny - 3MiHa nocunaHb Ha
MoHorpadito Ans JONOMIXHOI pe4OBUHU BicK kapHaybckui
(3anponoHoBaHo: NF: National Formulary of USP), six
Hacnigok, 3miHa crneumdikaLii Ta MeToaiB KOHTPOIO
OOMOMDKHOI pe4OBUHY; 3MiHM | TUNY - 3MiHa NOCUNaHb Ha
MoHorpadito AN JOMOMiIXKHOI pe4OBUHU MarHito cteapar
(3anponoHoBaHo: NF: National Formulary of USP), six
Hacnigok, 3miHa crneumdikaLii Ta MeToaiB KOHTPOIo
[OMOMiXKHOI peqoBUHU; 3MiHM | Tuny - 3aMiHa nocunaHb Ha

bes3
peuenma
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86

[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MoHorpadito AN AONOMIKHOI Pe4OBUHU eTaHon
(3anponoHoBaHo: USP: U.S. Pharmacopoeia), sk
Hacnigok, 3miHa crneumdikaLii Ta MeToaiB KOHTPOIO
AOMNOMKHOI pevoBUHK; 3MiHM | TUNy - 3MiHa nocunaHb Ha
MoHorpadito AN AONOMIKHOI Pe4OBUHU TarbK
(3anponoHoBaHo: USP: U.S. Pharmacopoeia), sik
Hacnigok, 3amiHa crneumdikaLii Ta MeToaiB KOHTPOIO
AOMNOMKHOI peqoBUHU; 3MiHM | TUNy - 3MiHa nocunaHb Ha
MoHorpadito Ans AONOMIKHOT PeYOBUHK NosIokcamep
(3anponoHoBaHo: EP: European Pharmacopoeia), sik
Hacnigok, 3amiHa crneumdikaLii Ta MeToaiB KOHTPOIO
[OMOMIDKHOT PEYOBUHM
205/ CTPO®AHTUH- | po3unH ans iH'ekuii, ToBapucTso 3 YkpaiHa KOHTPOIb SKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/0079/01/01
r 0,25 mr/mnmo 1 mn obmexeHoto BMNYCK cepii: - 3MiHM 3 SKOCTi. [0TOBMI Nikapcbkvi 3acib. 3MiHN y peuernmom
B amnyni; no 10 BignosiganbHi ToBapucTBo 3 BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum dianasoH
amnyn y nadui 3 cTio obmexeHoto po3Mmipy cepii) roTOBOro nikapcbkoro 3acofy (36inbLeHHs
KapToHy; no 1 mn B "OocnigHnin BiAMOBIAANBHICTIO A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) -
amnyni; no 5 amnyn 3aBof "[NocnigHnii 3aBog BBEJEHHS JoAaTKoBOro po3mipy cepiv '3 ans
y bnictepi, no 2 "rHUnc" "THUNC", Ykpaina BMpO6HMKa "PapmaueBTnyHa komnarisa "3gopos's”;
Gnictepn y nayuj 3 BCi cTagii 3anponoHoBaHo: 40 n abo 40 000 amnyn 100 i a6o 100
KapToHy; no 1 mn B BUPOGHMLTBA, 000 amnyn 195 n a6o 195 000 amnyn 350 n a6o 350 000
amnyni; no 10 amnyn KOHTPOIb SKOCTI, amnyn
y bnicTepi, no 1 BMNYCK cepii:
6nictepy B nauui 3 ToBapucTBo 3
KapTOHY obmexxeHoo
BiAnoBiganbHIiCTO
"®apmaueBTnYHa
KOMMaHis
"3popoB'a", YkpaiHa
206., TAMOBIP nioginisat ans TOB "YOPNO YkpaiHa Medpap Inay CaH. TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHa 3a UA/17832/01/01
po34nHy Ans MEONLIAH" A.LL. 3asBHUKa (BnacHUKa peecTpaLinHoro Noceig4eHHs) (3rigHo | peyenmom

iHy3in no 500 mr;
no 1 dnakoHy B
KapTOHHiI kopobLyi

Haka3y MOS3 Big 23.07.2015 Ne 460) TepMiH BBeEHHS
3MiH - NPOTAroM 6 MicAuiB nicns 3aTBepAXXeHHS; 3MiHu |
TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
[AaHux nNpo cuctemMy chapMakoHarnsay (BBeAeHHs
y3aranbHEeHUX AaHNX Npo cucTemy chapmakoHarnsay,
3MiHa ynoBHOBaXeHOI 0cobu, BiANoBiAansHoI 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Bifg
ynoBHOBaeHoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHi MacTep-daiina cuctemu
apmakoHarnsigy) - 3MiHa ynoBHoBaxeHOi ocobu
3asiBHMKA, BignosiganbHoi 3a papmakoHarnsag. ditoya
pepakuisi: MeBcim Inbkbaxap OiHuens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: MNyano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI
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[TponoBxeHHs nogaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ocobu 3asiBHMKa, BiAnoBiganbHoI 3a hapmakoHarnsg.
3MmiHa Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa micLe3HaxooXXeHHs MacTep-
danna cuctemu apmakoHarnsagy
207.| TAHTIBEPT TabneTtku 3i cMakom ToBapucTBO 3 YkpaiHa BCi cTagii umkny YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny bes UA/16482/01/01
anenbCcuHy no 3 mr, obmexeHoto BMPOBHMLTBA, KpiM - 3MiHu 3 sKocTi. FoTOBWI NikapcbkuiA 3acib. Cuctema peuenma
no 10 Tabnetok y BignoBiganbHi KOHTPOJIO SIKOCTI, KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
6nictepi; no 2 cTio nepBYHHOrO Ta yNaKoBKM rOTOBOTO MikapCbKoro 3acoby (BuUny4YeHHs
6nictepu B nayui "®apmaneBTn BTOPUHHOIO yMaKoBKM MEBHOIO PO3Mipy) - BUNy4YeHHs ynakook Ne 30
YyHa dipma nakyBaHHs: (10x3) Ta Ne 10 (10x1) B mayui ansa J13 TaHTiBepT,
"BepTekc" TosapucTBo 3 TabneTku 3i cmakoMm anenbcuHy abo m'sTu, abo eBkaninTy
obmexeHoro 3 BiANOBiAHUMM 3MiHamu Ao po3ainy «Ynakoska» MKA J13.
BiAnNoBiganbHIiCTIO 3MiHM BHeceHi B po3ain "YnakoBka" B iHCTPYKLito Ans
"®apmaueBTuyHa ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby y 3B"A3Ky 3
dipma "BepTtekc”, BUITYYEHHSAM NEBHOIO PO3MIpy YNakoBOK, AK HAcMiAoK -
YKkpaiHa; BUITYYEHHS TEKCTY MapKyBaHHS BiAMOBIAHMX YMaKOBOK.
nepBUHHE Ta BBegeHHs 3MiH NpoTarom 6-Tn micsuiB nicns
BTOPWHHE 3aTBEpKEHHS
nakyBaHHs, BUMYCK
cepil:
ToBapucTBo 3
oBMexeHol0
BiANOBIgaNbHICTIO
"®apmaueBTUYHa
dipma "BepTtekc”,
YkpaiHa;
BCi cTagii umkny
BMPOGHMLTBA KpiM
BUNYCKY cepii:
TOB "®APMEKC
reyn",
YkpaiHa;
KOHTPOMb SKOCTI:
ToBapucTBo 3
obmexeHoto
BiAnoBiganbHICTO
"[locnigHuin 3aBog
«rHuner,
YkpaiHa
208, TAHTIBEPT TabneTtku 3i cmakom ToBapucTBo 3 YkpaiHa BCi cTagii umkny YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny 6e3 UA/16483/01/01
m'atu no 3 mr, no 10 obMexXeHow BUPOBHMUTBA, KpiM - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuin 3acit. Cuctema peuenma
TabneTtok y 6nictepi; | BignosiganbHi KOHTPOIO SIKOCTI, KOHTelHep/3aKynoptoBarnbHui 3aci6. 3miHa po3mipy
no 2 6nictepu B cTio nepBMHHOTO Ta yNaKoBKWM roTOBOrO MikapCbKoro 3acoby (BuUny4YeHHs
nayui "®apmaueBTn BTOPUHHOTO YMaKoBKM MEBHOIO PO3Mipy) - BUNy4YeHHs ynakoBok Ne 30
YHa chipma nakyBaHHs: (10x3) Ta Ne 10 (10x1) B nayui ans J13 TaHTiBepT,
"BepTekc" TosapucTBo 3 TabneTku 3i cmakoMm anenbcuHy abo m'sTu, abo eBkaninTy
0OMeXeHOoH 3 BiANOBIAHMMM 3MiHaMK o po3adiny «YnakoBkay MKA N3.
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BignoBiganbHICTO
"®apmaueBTnYHa
bipma "BepTekc”,
YkpaiHa;
nepBrHHe Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepil:
ToBapucTBo 3
obmexeHor
BiAnoBiganbHICTO
"®apmMaueBTUYHa
dipma "BepTtekc”,
YkpaiHa;

BCi cTagii umkny
BMPOGHMLTBA KpiM
BUWMYCKy cepil:
TOB "®APMEKC
reyr",
YkpaiHa;
KOHTPOJb SIKOCTI:
ToBapucTBo 3
0oBMexeHo
BiANOBIgaNbHICTIO
"[locnigHuin 3aBog
«FHLJIC",
YkpaiHa

3MiHK BHeceHi B po3fin "Ynakoeka" B iHCTPYKLitOo Ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y 3B"sA3Ky 3
BUITyYEHHSIM NEBHOrO PO3Mipy ynakoBOK, K Hacnigok -
BUITYYEHHSI TEKCTY MapKyBaHHS BiAMOBIAHMX YNAKOBOK.
BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBEpKEHHS

209.

TAHTIBEPT

TabneTtku 3i cMakom
eBkaninTy no 3 mr,
no 10 tabnetok y
Gnictepi; no 2
Gnictepu B nayui

ToBapucTBO 3
obMmexeHo
BignoBiganbHi
CTHO
"®apmaueBTn
YyHa dipma
"BepTekc"

YkpaiHa

BCi cTagii umkny
BMPOGHULTBA, KpiM
KOHTPOMIO SIKOCTI,
NepBUHHOIO Ta
BTOPUHHOIO
nakyBaHHs:
ToBapucTBo 3
oBGMeXeHo
BiAnoBiganbHICTO
"®apmaueBTnyHa
cipma "Beptekc”,
YkpaiHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepil:
TosapucTBo 3
0BMexeHo
BiAnoBiganbHIiCTO
"®apmaueBTNYHa
dipma "BepTtekc”,

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny
- 3miHu 3 skocTi. FoToBMIA Nikapchkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKW roOTOBOro MikapCbKoro 3acoby (BUnyYeHHs
yNakoBK1 NEBHOrO po3Mipy) - BUNy4YeHHs ynakosok Ne 30
(10x3) Ta Ne 10 (10x1) B nayui Ansa J13 TaHTiBepT,
TabneTku 3i cmakom anenbcuHy abo m'saTu, abo eBkaninTy
3 BignoBigHUMK 3MiHamu o po3giny «YnakoBka» MK#A J13.
3MiHu BHeceHi B po3gin "YnakoBka" B iHCTPyKLilo Ans
ME[MYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B"A3Ky 3
BUITyYEHHSIM NEBHOTO PO3Mipy YNakoBOK, ik HACMifokK -
BUITYYEHHS TEKCTY MapKyBaHHS BiAMOBIAHMX YMaKOBOK.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

be3
peuenma

UA/16484/01/01




89 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YkpaiHa;
BCi cTagii umkny
BMPOOHMLTBA KpPiM
BUMYCKY cepil:
TOB "®APMEKC
reymn-,
YkpaiHa;
KOHTPOMb SKOCTI:
ToBapucTBo 3
obmexeHoto
BiAnoBiganbHICTO
"[NocnigHnii 3aBog
«FHLJIC",
YkpaiHa
210.| TA®JIOTAH® Kpanni O4Hi, PO34uH, CaHteH AT PiHnaHais CaHteH AT, PiHnanais/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/18212/01/01
MYIbTI no 15 mkr/mn; no 3 DiHnaHaia ITanis - 3MiHuM Wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. |peuernmom
My pnakoHi 3 (BMPOBHWK, BBeaeHHsA abo 3MiHM A0 y3aranbHeHVX JaHUX npo
fosaTopom Ta BiAMNoOBiAaNbHUA 3a cuctemy chapmakoHarnsgy (BBeAeHHS y3ararnbHeHNX
KPULLIKOIO 3 BUMNYCK cepii); AaHnX nNpo cuctemy bapmakoHarnsgy, aMiHa
KOHTPONEM nepLUoro Ty6intokc Papma ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
BiAKpUTTS; no 1 C.MN.A., ITanis apmakoHarnsay; KOHTaKTHOI ocobu 3 bapmakoHarnsgy
dnakoHy y nakeTi; (BMPOBHMK, 3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
no 1 nakety B BignoBiganbHUN 3a SIKLLIO BOHA BigMiHHa BiJ yNOBHOBaXeHoI ocobu,
KapTOHHIN kopobLyi BMPOBHMLTBO in- BiANOBIAANbLHOI 3a 3AiCHEHHst bapmakoHarnsay
bulk, nepBuHHy Ta (BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
BTOPWHHY YNaKoBKY, mMacTtep-darina cuctemmn hapmakoHarnagy) - amiHa
BUNPOOYBaHHSA YNOBHOBaXEHOT 0cobU 3asiBHKKA, BignoBigansHoi 3a
LLIOAO SKOCTI) dapmakoHarmsa,.
[MponoHoBaHa pepakuis: JenbdiHa bepTtpam, .d.H.,
[OKTOP HayK. 3MiHa KOHTAKTHUX AAHMX YNOBHOBaXXEHOT
ocobw, BignosiganbHoi 3a dhapmakoHarnsg
211, TEMOMEDOAK Kancynv no 5 mr, no Mepak HimeuunHa Mepak Mesenbwadt | HimeuunmHa/ | BHECEHHs 3MiH 4O peecTpauiiHMX MaTepianiB:amiHu | Tuny 3a UA/13562/01/01
5 abo 20 kancyn y lesenbliadt drop KniHiwwe ITanisa - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. |peuyenmom

cdnakoHi, no 1
dnakoHy B nadui

drop KniHiwe
LWneuiansbnpe
napate mM6X

Lneuianbnpenapat
e M6X, HimeuyunHa
(BMPOBHWK, IO
Bignosigae 3a
BTOPUHHY YMaKoOBKY,
KOHTponb/Brnpobys
aHHs cepil, 4O3BIN
Ha BUnyck cepii);
Hepdpapma C.p.J1.,
ITania (BMpobHMLTBO
Hepo3adhacoBaHoi
npoaykLuii, nepBuHHa
ynakoBka,

BBeneHHs abo 3MiHM 00 y3aranbHEeHUX AaHWX Npo
cucTeMy chapMakoHarnsiay (BBeAEHHS y3ararnbHEeHUX
AaHuX Npo cuctemy cbapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOI 0CO0M, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34iiCHeHHst dbapmakoHarnsaay B YkpaiHi,
AKLLIO BOHA BiAMiHHA BiJ yNOBHOBaXeHoI ocobw,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLiEHHI
mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiAaNbHOI 3a
3AiNCHeHHNA hapmakoHarnsgy. [NpornoHoBaHa peakuis:
Dr. Barbara Jogereit. 3mMiHa KOHTaKTHVX AaHWX




90 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTpOnb/BMNpobyB ynoBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
aHHsA cepii); XaynTt 3AiNCHEHHSA dhapmakoHarnagy
dapma Amaper
'MB6X, HimeyunHa
(BpPOGHULTBO
Hepo3adhacoBaHoi
npoaykLuii, nepsuHHa
ynakoBka,
KOHTponb/Brnpobys
aHH#A cepii)
212, TEMOMEOAK kancynu no 20 wmr, Mepak Himeyuunna Mepak Nesenbwadpt | HimeyunHa/ BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis:3aMiHun | Tuny 3a UA/13562/01/02
no 5 abo 20 kancyn lesenbliadt drop KniHiwwe ITanisa - 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuyenmom
y dnakoHi, no 1 drop KniHiwe LLneuiansnpenapat BeeageHHs abo 3MiHu [0 y3aranbHeHVX AaHnX Npo
dnakoHy B nayui LWneuianenpe e M6X, HimewyunHa cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHNX
napate m6X (BUPOBHUK, WO OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
BignoBigae 3a YMOBHOBaXEHOi 0co6M, BignoBiganbHoI 3a 34iNCHEHHSA
BTOPVHHY YNaKoBKY, dapmMakoHarnagy; KOHTaKkTHoi ocobu 3 chapmakoHarnsagy
KOHTponb/Brnpobys 3asBHUKA ANA 34iNCHEHHS dbapmakoHarnsay B YkpaiHi,
aHHs cepil, 4O3BIN SIKLLO BOHa BiAMIHHA Big ynoBHOBaXeHoi ocobu,
Ha BUnyck cepii); BignoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsgy
Hepdpapma C.p.J1., (BKMNKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHM y pO3MiLLEHHI
ITania (BupobHMLTBO macTtep-darina cuctemmn apmakoHarnagy) - amiHa
Hepo3dacoBaHoI yMNoBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
npoaykLuii, nepBuHHa 3AiNCHeHHNA hapmakoHarnsgy. [NponoHoBaHa peakuis:
yrnakoBkKa, Dr. Barbara Jogereit. 3miHa KOHTaKTHVX AaHWX
KOHTponb/Bunpobys yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
aHHs cepii); XaynTt 3AiNCHEHHNA dapmakoHarnagy
dapma Amaper
'm6X, HimeuunHa
(BMpOBHMLTBO
Hepo3dhacoBaHoi
NpoAyKLuii, nepBuHHa
ynakoBka,
KOHTponb/Bnnpobys
aHHs cepii)
213.| TEMOMEDOAK kancynu no 100 mr, Mepak Himeyuunna Mepak NesenbliadT HimewuunHa/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:amiHuv | Tuny 3a UA/13562/01/03
no 5 a6o 20 kancyn [esenbadT rop KniHiwe ITanis - 3MiHM Wopno 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. |peuyenmom
y donakoHi, no 1 rop KniHiwe Lneuianbnpenapat BeeneHHs abo 3miHu [0 y3aranbHeHVX AaHNX Npo
dnakoHy B nayui Lneuiansnpe e M6X, HimewunHa cvcTemy chapmakoHarnsaay (BBeAeHHS y3ararnbHeHNX
napate M6X (BUPOBHUK, LIO AaHuX Npo cuctemMy chapmMakoHarnsgy, amiHa

Bignosigae 3a
BTOPWHHY YNaKoBKY,
KOHTponb/Bunpobys

aHHs cepil, 4O3BIN
Ha BUNyckK cepii);
Hepdapma C.p.J1.,
ITania (BMpobHMLTBO

YNOBHOBaXXEHOI 0CO0M, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsaay; KOHTaKTHOI ocobu 3 hapmakoHarnsagy
3asBHVKa ANs 34iNCHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big ynoBHOBaXKeHOI ocobu,
BignoBiganbHoOI 3a 30iMCHEHHS hapmakoHarnsgy
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTep-carina cuctemmn dapmakoHarnagy) - 3miHa
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Hepo3adhacoBaHoi YMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
npoaykLuii, nepsuHHa 3AiNCHeHHNA hapmakoHarnsgy. [NponoHoBaHa pegakuis:
ynakoBska, Dr. Barbara Jogereit. 3miHa KOHTaKTHVX AaHWX
KOHTpOnb/BMNpobyB ynoBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
aHHsA cepii); XaynTt 3AiNCHEHHSA dhapmakoHarnagy
dapma Amaper
'ME6X, HimeyunHa
(BMPOGHULTBO
Hepo3adhacoBaHoi
npoaykLuii, nepsuHHa
ynakoBka,
KOHTponb/Bunpobys
aHHSA cepii)
214, TEMOMEDOAK kancynu no 140 wmr, Mepak Himeyuunna Mepak Nesenbwadpt | HimeuyunHa/ BHECEHHS 3MiH [0 peecTpauinHMx maTepianis:3aMiHun | Tuny 3a UA/13562/01/04
no 5 kancyny lesenbliadpt drop KniHiwwe ITanisa - 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuyenmom
dnakoHi, no 1 drop KniHiwe LLneuiansnpenapat BeeageHHs abo 3MiHu [0 y3aranbHeHVX AaHnX Npo
dnakoHy B nayui LWneuianenpe e M6X, HimewyunHa cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHNX
napate m6X (BUPOBHUK, WO OaHuX Npo cuctemMy chapMakoHarnsigy, amiHa
BignoBigae 3a YMOBHOBaXEHOi 0CO6M, BignoBiganbHOI 3a 30iNCHEHHS
BTOPVHHY YNaKoBKY, dapmMakoHarnagy; KOHTakTHoi ocobu 3 chapmakoHarnagy
KOHTponb/Bnnpobys 3asiBHUKA ANA 34iNCHEHHs dhapmakoHarnsay B YkpaiHi,
aHHs cepil, 4O3BIN SIKLLO BOHa BiAMIHHA Big ynoBHOBaXeHoi ocobu,
Ha BUnyck cepii); BignoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsgy
Hepdapma C.p.J1., (BKINKOYAKYM KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLLEHHI
ITanis (BMpobHMUTBO MacTep-canna cuctemu chapmMakoHarnsay) - amiHa
Hepo3adpacoBaHoI yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
npoaykLuii, nepBuHHa 3AiNCHeHHNA hapmakoHarnsgy. [NponoHoBaHa peakuis:
yrnakoBkKa, Dr. Barbara Jogereit. 3miHa KOHTaKTHVX AaHWX
KOHTponb/Bunpobys yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
aHHs cepii); XaynTt 3AiNCHEHHA dhapmakoHarnsgy
dapma Amaper
'm6X, HimeuunHa
(BMpOBHMLTBO
Hepo3dhacoBaHoi
nNpoAyKLuii, nepBuHHa
ynakoBka,
KOHTponb/Bnnpobys
aHHs cepii)
215/ TEMOMEOAK kancynu no 180 wmr, Mepak Himeyuunna Mepak NesenbliadT HimewunHa/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny 3a UA/13562/01/05
no 5 kancyny [esenbadT rop KniHiwe ITanis - 3MiHM Wopo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. |peuenmom
dnakoHi, no 1 drop KniHiwe LLineuiansnpenapat BeeneHHs abo 3miHM [0 y3aranbHeHVX AaHnX Npo
cnakoHy B navi LLneuiansnpe e M6X, HimeyunHa cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
napate M6X (BMPOBHWK, O AaHUX Npo cuctemy apMakoHarnsgy, amiHa

Bignosigae 3a
BTOPWHHY YNaKoBKY,
KOHTponb/B1npobys

aHHs cepii, 4O3BIN

YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iCHEHHS
dapmakoHarnsaay; KOHTaKTHOI ocobu 3 hapmakoHarnsgy
3asBHVKa ANs 34iNCHeHH dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bi yNOBHOBa)KeHOI ocobu,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ha BUNyCK cepii); BiANOBIAANbLHOI 3a 3AiNCHEHHs bapmakoHarnsay
Hepdpapma C.p.J1., (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
ITanis (BMpo6GHMLTBO macTtep-darina cuctemmn apmakoHarnsgy) - amiHa
Hepo3dhacoBaHoi YMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiAMNOBiganbHOI 3a
npoaykLuii, nepsuHHa 3AiNCHeHHNA hapmakoHarnsgy. [NponoHoBaHa peakuis:
ynakoBka, Dr. Barbara Jogereit. 3miHa KOHTaKTHVX AaHWX
KOHTpOnb/BMNpobyB ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiANOBIAaNbHOI 3a
aHHsA cepii); XaynTt 3AiNCHEHHSA dapmakoHarnsgy
dapma Amaper
'ME6X, HimeyumHa
(B1poBHMLTBO
Hepo3dacoBaHoI
nNpoayKuii, nepBuHHa
ynakoBka,
KOHTponb/Bunpobys
aHH#A cepii)
216, TEMOMELOAK kancynu no 250 mr, Mepak Himeyuunna Mepak Nesenbwadpt | HimeyunHa/ BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis:aMiHun | Tuny 3a UA/13562/01/06
no 5 kancyny lesenbliadpt drop KniHiwe ITanisa - 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. |peuyenmom
dnakoHi, no 1 drop KniHiwe LLneuiansnpenapat BeeageHHs abo 3miHu OO0 y3aranbHeHVX AaHnX Npo
dnakoHy B nayui LWneuianenpe e M6X, HimeuyunHa cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHnX
napate m6X (BUPOBHWK, WO OaHuX Npo cuctemMy chapmMakoHarnsigy, amiHa
BignoBigae 3a YMOBHOBaXEHOi 0co6M, BignoBiganbHOI 3a 30iNCHEHHS
BTOPVHHY YNaKoBKY, dapmMakoHarnagy; KOHTaKkTHoi ocobu 3 chapmakoHarnsgy
KOHTponb/Brnpobys 3asiBHUKA ANA 34iNCHEHHs dbapmakoHarnsay B YkpaiHi,
aHHs cepil, 8O3BIN SIKLLO BOHa BiAMIHHA Big ynoBHOBaXeHoi ocobu,
Ha BUnyck cepii); BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
Hepdapma C.p.J1., (BKINKOYAKYM KOHTAKTHI faHi) Ta/abo 3MiHM y pO3MiLLLEHHI
ITanis (BMpobHMUTBO MacTep-channa cuctemu chapmMakoHarnsay) - amiHa
Hepo3adpacoBaHoi yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
npoaykLuii, nepBuHHa 3AiNCHeHHNA hapmakoHarnsgy. [NponoHoBaHa peaakuis:
yrnakoBka, Dr. Barbara Jogereit. 3miHa KOHTaKTHVX AaHWX
KOHTponb/Bunpobys yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
aHHsa cepii); XaynTt 3AiNCHEHHA dhapmakoHarnsgy
dapma Amaper
'MG6X, HimeuunHa
(BMpOBHMLTBO
Hepo3dhacoBaHoi
npoaykuii, nepBuHHa
yrnakoBka,
KOHTponb/Brnpobys
aHHs cepii)
217.| TETPAKCUM®/ | cycneHsia ans CaHodi PpaHuis CaHodi MNacTep, PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHix maTepianis:amitu || Tuny 3a UA/13069/01/01
TETRAXIM iH’ekuin, no 1 MacTep PpaHuisi (noBHUIA YropwuHa - BupaneHHs Tecty Histamine Sensitizing Activity (HSA) 3 | peuenmom
BAKUMWHA ONA | nonepenHbo LMK BUPOOHMLTBA, BVIKOPVCTaHHAM MULLEN 3 NapaMeTpiB BUNPOOYyBaHHS
NPO®IIAKTUK | 3anoBHeHOMy KOHTPOIb SKOCTI, Acellular Pertussis Vaccines Ha cragii Final Bulk Product.
1 OUDTEPII, wnpuuy no 0,5 mn BTOPUHHE
NMPABLUA, (1 posa) 3 nakyBaHHS, BUMYCK
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KALLJTIOKY NPUKPINMeHo cepii); CaHodi- TepmiH BBEAEHHS 3MiH - TpaBeHb 2023
(ALENONAPH ronkoto (abo 2-ma AseHTic Npawisit Ko.
un OKpEMMUMMU ronkamu), ItA., Mnatdopma
KOMMNOHEHT) Lo MICTUTb noricTukn Ta
TA cycneHsito Ans ANCTprbyLi y M.
NMONIOMIENITY | iH'ekuin, B KAPTOHHIN Bypanewr,
AOCOPBOBAH | kopo6ui; no 1 YropwwmHa
A, nonepenHLo (BTOpUHHE
IHAKTUBOBAH | 3anoBHeHoMy nakyBaHHs1, BUMYCK
A, PIOKA wnpuuy no 0,5 mn cepii)
(1 gosa) 3
NPUKPINNeHo
ronkoto (abo 2-ma
OKpEMUMMU ronkamum),
WO MICTUTb
CyCneHsito ansi
iH'eKLiN B KAPTOHHIN
Kopobui, B siki
MiCTUTBCSA
CTaHgapTHO-
eKCrnopTHa ynakoBka
Ta iHCTpyKUis Ans
MeANYHOro
3aCTOCYBaHHS
218.| TUPO3YP renb, 1 mr/r,no5r, EHrenbrapg Himeyuunna EHrenbrapa Himeyumna BHECEHHS 3MiH IO peecTpaLiiHux maTtepianis:aMiHu | Tuny bes UA/7786/02/01
25ry 1y6i, no 1 1y6i | ApuHanmitTen ApuHanmiTTens - 3MiHM 3 sikocTi. [o0TOBMI Nikapcbkuii 3acib. Cuctema peuenma
B KapTOHHIl kopobui b 'MBX & Mv6X & Ko.KI KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa byab-akoi
Ko.KI" YaCTUHU MaTepiany NepBUHHOI YNaKoBKU, LLIO HE KOHTAKTYe
3 roTOBMM fikapcbkuM 3acobom (Hanpuknag konip
KPULLEYOK 3 KOHTPONEM MepLUIoro BiAKPUTTS, KOnip
KOOOBWX KirleLp Ha aMmnynax, KOHTenHepa Ans ronok (pisHi
BMAM NnacTMacK) (3MiHa, sika He BMN1Bae Ha KOpoTKY
XapaKTepUCTUKY NikapCbKoro 3acody) - BHECEHHS 3MiH A0
po3ainy 3.2.P.7, a came- BuaaneHHs iHdopmaLii woao
30BHILUHLOIO NMOKPUTTS antomiHieBoi Tybu (cMona:
noniypetaHoBa OCHOBA), OCKiflbKN BOHO He KOHTakTye 3 J13
219.| TPAMALON PO3YMH ANs iH EKLNA, AT "Kanuekc" Natsisa AT "I'pingekc”, Narsis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny 3a UA/16468/01/01
KAJNLUEKC 100 mr/2 mn; no 2 NaTsist (BUPOGHUK, CnoBavynHa - Mo4aHHSA OHOBNEHOTO cepTudikaTa BignoBigHOCTI peuenmom
M B amnyni; no 5 AKUA BignNoBiaae 3a €sponevicbkin dapmakonei R1-CEP 2007-129-Rev 06 gns
amnyn y KOHTYPHin KOHTPOIb A®I| Tpamagony rigpoxnopuay Bif BXe 3aTBEPAXKEHOrO
YapyHKOBI ynakoBLi cepii/BunpobyBaHHs) Bupo6Huka GVK Biosciences Private Limited, India, sikuii
(nipooHi); no 2 abo ; AT "Kanuekc" , 3MiHMB Ha3By Ha Aragen Life Sciences Private Limited,
1o 20 KOHTYPHUX NartBisa (BUPOBHWK, India
YapyHKOBUX KU BignoBigae 3a
ynakoBoOK (NiaAoHIB) Bumnyck cepii); XbM
B nayui 3 KAPTOHY Papma c.p.o.,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Cnosa44unHa (BCi
cTagii BUpobHM4oro
npouecy, Kpim
BUNYCKY cepii)
220.| TYBEPKYIIH PO34MH Ans iH'eKuin TOB "Nom'ep YkpaiHa TOB "NNIOM'EP YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/16762/01/01
NNART 23 8SI | 2 TO/0,1 mn; no 1,5 dapma" PAPMA", YkpaiHa - OHOBMEHHSA TEKCTY MapKyBaHHS YNakoBKW iKapcbKoro | peyenmom
M po3unHy (15 0o3) (BMpPOOHMLTBO 3 3acoby 3 BHECEHHAM iHchopMalLlii LWoAo 3a3HavYeHHs
y dnakoHi; no 1 nakyBaHHs in bulk OAMHULbL BUMIpIOBaHHS y cucTeMi Sl. BHeceHHs
dnakoHy y hipmu-BrpoBHUKa iHcpopmaii LLoA0 3a3Ha4YEHHSA OAMHULL BUMIPIOBaHHS Y
KomnnekTi 3 15 En Oxen BakumHec cuctemi Sl y TekcTi MapKyBaHHS NMikapCbKoro 3acoby.
camobnokyrunMm EWw/Ec, OaHis) 3miHun go posginy «MAPKYBAHHA» MKA. 3atBepmkeHo:
wnpuyamu y Po3gin «MapkyBaHHs». BignoBigHo go 3aTBepaKeHoro
KOHTYPHIl TEKCTY MapKyBaHHS, L0 A0AAEThCS. 3anponoHOBaHO:
YapyHKOBIN ynakoBLi Posgin «MapkyBaHHs». BignosigHo 4o 3aTBepaKeHOoro
abo 6e3 KOHTYpHOI TEKCTY MapKyBaHHS
YapyHKOBOI
ynaKkoBKU y
KapTOHHIN kopobLi
221.| YNCENAH niodpinisat gns TOB «YOPIA YkpaiHa Medap Inay CaH. TypeuunHa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3miHa 3a UA/16671/01/01
po34nHy Ans MEONLUNH» A.L. 3asBHUKA (BnacHUKa peecTpaLinHoro NocBiavYeHHs) (3rigHo | peyenmom
iH"ekuin, no 40 wmr, 1 Haka3y MOS3 Big 23.07.2015 Ne 460) TepMiH BBeEeHHS
PriakoH y KOHTYPHIN 3MiH NpoTSArom 6 MicsiLiB Micns 3aTBepPOXKEHHS; 3MiHW |
YapyHKOBIl Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta
ynakosui, no 1 dapmakoHarnsgy. BeegeHHst abo 3MiHM fo y3aranbHeHUX
KOHTYPHilA [AaHuX nNpo cucteMy chapMakoHarnsigy (BBeAeHHs
YapyHKOBIl ynakosLi y3aranbHeHVX AaHnX Npo cuctemMy chapmakoHarnsgy,
B KapTOHHIln kopobui 3MiHa ynoBHOBaxeHoi ocobu, BianoBiganbHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pOo3MilLleHHi MacTep-daiina cuctemu
apmakoHarnsgy) - 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignosiganeHoi 3a papmakoHarnsag. ditoya
pepakuisi: MeBcim Inbk6axap OiHuens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: MNyano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHNX YNIOBHOBAXEHOI
ocobu 3asBHUKA, BiAMNOBIAanbHOI 3a hapMakoHarnsag.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs MacTep-
darina cuctemun dpapmakoHarnsgy
222 YHOETAB TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:amiHu | Tuny bes UA/4834/01/01
o6onoHkoto; no 10 "KNIBCbKUW BITAMIHHUN - BUNYYeHHs nokasHuka «Baxki meTtanuy 3i cneumdikauii peuenma
Tabnetok y 6nictepi; | BITAMIHHUIA 3ABO[O" A®I AckopbiHoBa kucnoTa; 3MiHu | Tuny - 3amiHa
no 3 6nictepu B 3ABOO" BUPOGHMYOI OinbHULI Bi BXe 3aTBEPAKEHOr0 BUPOOHMKA
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
navui Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUPOOHUKa
AckopbiHoBoi kucnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NMponoHoBaHa pepakuis: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lllenrkcuny Jownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3suTtky, LUeHsHr,
Kurtawn
223.| YPOTON® TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa BUpoGHMUTBO M3, Yecbka BHECEHHS 3MiH 0 peecTpauinHux maTtepianis:aMiHn | Tuny 3a UA/6706/01/02
0BOJIOHKOLO, MO 2 MT; ABeHTIC nepBuHHE Ta Pecnybnika - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy | peyenmom
Ne 28 (14x2), Ne 56 YkpaiHa" BTOPUHHE - 3MiHN BHECEHO A0 IHCTPYKLiT Ana MeanyHoro
(14x4): no 14 nakyBaHHs, 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
Tabnetok y 6nictepi; KOHTPOSb SIKOCTI, "OcobnuBocTi 3acTocyBaHHsA" Woao 6e3nekn
no 2 abo no 4 Bunyck cepin: TOB 3acTocyBaHHSA AOMOMIKHOI pevoBuHU. BBeaeHHs 3MiH
Gnictepn B "3eHTiBa", Yecbka NpOTArom 6-Tn MicAUIB NiCNsA 3aTBEPIKEHHS
KapTOHHil kopobui Pecny6bnika;
KOHTPOIb SKOCTI:
KBiHTa-AHaniTuka
C.p.0., Yecbka
Pecny6nika
224.| ®AMOTUOUH NOPOLLIOK Yemo |6epika, IcnaHis Kimika CiHTeTika, Icnania BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu || - UA/13301/01/01
(cybcTaHuis) y C.A. C.A. Tmny - 3MiHn 3 sikocTi. AL, (iHwWwi 3miHK) - nogaHo
NoABIAHNX oHoBneHy Bepcito DMF Ha A®I damoTtnamnHy Big
nonieTMneHoBmnx BMpobHuka Quimica Sintetica, S.A., IcnaHis (3aTBepaXeHo:
naketax ons FA-QS1-Ed.4-EP-6epeseHb 2017p.; 3anponoHoBaHo: FA-
BMPOGHMLTBA QS1-Ed.6-EP-XoBTeHb 2019p.) Ta morogkeHHs posginy
CTEPUNbHUX Ta «TepMiH NpygaTHOCTI» B peecTpauiniHOMYy NOCBIAYEHHI 3
HecTepunbHUX MeToAaMu KOHTporio sikocTi Ha AdI, a came:
nikapcbkux hopm 3atBepaxeHo: TepMiH npuaaTHoCTi: 5 pokiB
3anponoHoBaHo: TepMiH NpuaaTHOCTI: TEPMiH
nepekoHTponto 5 pokis
225, ®API BEPAE cnpen Ans poToBoi CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny be3 UA/16539/01/01
NOPOXHWHN 1,5 yKpaiHCbKO- icnaHcbke - 3MiHM 3 sikocTi. CepTudikaT BignosigHocTi/lE-cepTudikaTt | peyenma
mr/mn, no 30 mny icnaHcbke nianpYeEMCTBO BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
KOHTeWHepi 3 nignpueMCcTBO "Cnepko YkpaiHa" 3MiHK, NoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
KPULLIKOIO B "CMEPKO BiANOBigHICTb A0 MoHorpadii AdPY abo €Bponericbkol
KOMMIEKTi 3 YKPAIHA" capmakonei, abo iHWOoi HauioHanbHOI hapmakonei
NPUCTPOEM ANs nepxaBu €C - BHECEHHS 3MiH 10 p.3.2.5.4.1
pPO3NUMOBaHHSA Y Cneuudikauis Ha A®l BeHanaamiHy rigpoxnopua —a came:
nayui npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii EP
226. ®APIHITOH Tabnetku gns AT YkpaiHa AT "KUIBCBKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis:amiHu | Tuny 6e3 UA/7230/01/01
CMOKTaHHs no 10 "KNIBCbKUW BITAMIHHUN - BUNYYeHHs nokasHuka «Baxki meTtanu» 3i cneumdikauii peuenma
TabneTok y 6nictepi; | BITAMIHHUN 3ABOO" A®| AckopbiHoBa kucnota; 3MiHm | Tuny - 3amiHa
no 2 6nictepu y 3ABOO" BMPOGHMYOT AiNbHULI Big BXe 3aTBEPAXEHOrO BUPOOHMKa
nauui Ha HOBY AiNbHWLIO Bif 3aTBEPMAXXEHOro BUpOOHUKa
AckopbinoBoi kucrotun «Northeast Pharmaceutical Group
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

Co., Ltd.», Kutan. fitova pegakuia: Kunminghu Street,
Technical Economic Development Area, Shenyang,
Liaoning, China (Mainland)/KyHmiHrdy CTpiT, TexHiken
ExoHowmikc [leBenonmeHT Epia, LUeHbsHr, JTiaoHiHr, Kutawn
(MewnHnenga) MponoHoBaHa pegakuis: Ne.29, Shenxiliu
Dong Road, Economic Technology Development District,
Shenyang, China/llenrkcuny foHr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3Butky, LLeHsHr,
Kurawn

227.

®APMATEKC

TabneTki BariHanbHi
no 20 mr, no 12
Tabnetok y Tybi; no
1 1y6i y KapTOHHIN
KopobLUi

JTabopatopis
IHHOTEK
IHTepHacbIoH
anb

DdpaHuis

IHHOTepa Llysi,

®paHuis (BUPOBHMK,
BiAnoBiganbHWM 3a

BUPOBHMLTBO in

bulk, kOHTpONb Ta

BUMYCK cepii);

Crpagic, ®PpaHuis

(BUPOBHUK,

BiAnoBiganbHWM 3a

nepBUHHE Ta
BTOPVHHE
naKkyBaHHs)

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:amiHuv | Tuny
- OHOBJIEHHS BX€ 3aTBEPKEHNX METOZIB KOHTPOIIO SKOCTI
nikapcbKoro 3acoby, a came: BUKIaAEHHS TEKCTY
Aep>XaBHOK MOBOIO 3riAHO Cy4aCHWUX BUMOT; 3MiHu | Tuny -
3MiHM B MeToauLi BUNPoDOyBaHHS 3a NOKa3HWKOM:
«KinbkicHe BU3HaYEHHSI MipUCTarKOHIlO XNOpUAy»; 3MiHu |
TUMY - BHECEHHS 3MiH 40 po3ainy “MapkyBaHHS”
(nopaBaHHs dpa3sn “3rigHo 3aTBEPOKEHOIO TEKCTY
MapKyBaHHS") Ta “YnakoBka” (yTOYHEHHS);
3anponoHoBaHo: Ynakoska. [epeuyHa: 12 TabneTtok y
noninponineHosi Ty6i. BropuyHas: no 1 Ty6i 3
iHCTpYKUIi€0 Ans MeAUYHOro 3acTOCyBaHHS Y KApTOHHIN
kopobui. MapkyBaHHS. 3rigHO 3aTBEPOXEHOro TEKCTY
MapKyBaHHS

bes3
peuenma

UA/1340/05/01

228.

®EHICTUN
EMYNbCIA

eMyInbCis HaLKipHa
0,1%; no8 mny
rakoHi 3
KyNbKOBUM
annikatopom; no 1
drakoHy B
KapTOHHIN kopobLyi

rCK
KoHcblomep
Xenckep
CAPN

LLIseinapisa

'CK KoHcblomep

Xenckep CAPJ1

LLiBeviLapis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny
- AgMiHicTpaTuBHI 3MiHU. 3MiHa HaMeHyBaHHs Ta/abo
agpecu 3asBHUKa (BNacHWKa peecTpauiiHoro
NOCBiAYEHHS) - 3MiHa Ha3BW Ta aApecu 3asBHUKa
(BBegeHHst 3MiH npoTsArom 6-Tu MicsauiB nicns
3aTBEPKEHHS); 3MiHM | TUNy - AOMiHICTpaTMBHI 3MiHW.
3miHa HariMeHyBaHHSA Ta/abo agpecu Micus MPOBaKEHHS
LisinbHOCTI BUPOGHMKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKMoYauu AinbHuLi BUNycky cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy
BiAMOBiAae BUPOOHWMK/IMMOpTEp, BKIOYAOUMN BUNYCK Cepilt)
- 3MiHa Ha3Bu Ta agpecu BUpobHuKa 13, 6e3 3miHu micus
BMPOGHMLTBA. 3MiHV BHECEHO B iHCTPYKLtO A4S
MeAMYHOro 3aCTOCYBaHHS y po3ainu «BnpobHuk» Ta
«MicuesHaxomxeHHs1 BUpobHUMKa Ta agpeca Micus
NpoBaXXeHHS NOro AiANbHOCTI» 3 BiAMOBIAHMMK 3MiHAMU Y
TEKCTi MapKyBaHHS! YNakoBKW Nikapcbkoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpAKEHHS

be3
peuenma

UA/13867/01/01

229.

DJIIOKOPUK

kancynu no 150 wmr,
no 1 kancyni 'y
GnicTepi, no 1

CaH
dapmMacbloTUK
an lHgactpis

IHAis

CaH

dapmacbioTukan
IHgacTpis JlimiTeq

IHAina

BHECEHHS 3MiH 0 peecTpauinHmMX maTepianis:aMiHum | Tuny
- 3MiHM BHECEHO [0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis

6e3
peuenma

UA/6786/01/03
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

6nictepy y
KapTOHHiI kopobui

NimiTeq

"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "MobivHi peakuii"
oo 6e3nekn 3acTocyBaHHS 4it040i pe4OBUHM BiAMNOBIAHO
Ao pekomengauin PRAC. BeegeHHs 3MiH npoTarom 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHS

230.

OOPTYM™

NOpOLLOK ANs
PO34MHY Ans iH'eKuin
no 500 mr; 1 cdonakoH
3 MOPOLLKOM Y
KapTOHHIN kopobLi

nakcoCmiTKn
anH Ekcnopt
TimiTeq

Benuka
Bputanis

En Ci Ec Jo6dap
C.n.A

ITania

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis:aMiHn | Tuny
- BBEAEHHS JOAATKOBOrO BUPOBHMKA NMPOMIXKHOIO
NpoAyKTy uedTasnanm neHTarigpaty 3 kapboHaTom
HaTpito Ans iH’exuin (cTepunbHui bulk), Antibioticos do
Brasil Ltda., Bpasunis; 3minn |l Tuny - BBEAEHHSA HOBOTO
BMPOBHMKa Aito40i pevoBuHM LedTasnanumy neHtarigpaty
Antibioticos do Brasil Ltda., Bpasunis, 3 HagaHHAM
macTtep-danna Ha AD| Ta 3a3HaveHHsM nepeniky
BMPOGHMKIB MpoMixHMX npoaykTie Ans A®lI ACS Dobfar
SpA 4, ltaly; ACS Dobfar SpA 3, Italy; Shandong Apeloa
Tospo Pharmaceutical Co., Ltd, China; Shandong
Jincheng Pharmaceutical & Chemical Co., Ltd., P.R.China;
3MiHu Il Tuny - 3amMiHK y Npoueci BUpoBHULTBA Y 3B’A3KY 3
BBEEHHAM JOAATKOBOrO BUPOOHMKA NPOMIKHOIO
npoaykTy uedTa3naum neHtarigparty 3 kapboHaTom
HaTpito ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpasunis, a came gopgaHo cytTeBe
AonoBHeHHS Ao po3aginy 3.2.P.3 peecTpauiiHoro gocke
(CTD) onst BHECEHHS faHUX LOAO BUPOBHMYOro npoLecy,
SIKMIA 3aCTOCOBYETLCS Ha MPOMOHOBaHIVi BUPOOHMYIN
OinbHUL;
3MiHu Il Tuny - po3gin 3.2.P.4.KoHTponb OMNOMDKHUX
PeYoBUWH AOMOBHEHO iHPOpMaLiEto WoAo BUPOOHNLTBA
CTEepUnbHOro KapboHaTy HaTpilo Ta NOro KOHTPOSO Y
3B'A13Ky 3 BBEAEHHSAM J0AaTKOBOro BUPODOHMKa NPOMIXKHOIO
npoaykTy uedTa3naum neHTarigparty 3 kapboHaTtom
HaTpito Ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpa3unis; amiHn |l Tvny - 3acTocyBaHHSA
anbTepHaTVBHOI YNaKOoBKV A1 MPOMiIXKHOIO NpoayKTy
uedTasmaum neHTarigparty 3 kapboHaTom HaTpito Ansi
iH’'ekui (cTepunbHuii bulk) y 38’s13ky 3 BBEAEHHSAM
popaTtkoBoro Bupo6Huka Antibioticos do Brasil Ltda.,
Bpasunis; aminm Il Tuny - oHoBneHHA Mopynto 3 Ha
TepuTtopii €EC Ta CnonyyeHoro KoponiscTea 3a
npoLieaypoto B3aEMHOT0O BM3HaHHS 3rigHo 3i CtatTeto 30
Oupektuem 2001/83/EC Ta BHaAcnigok rapmoHisadii
peecTpaLinHMx JoKYMeHTIB Ha J13 cepepn kpaiH Ha pUHKY
AKX NPeACcTaBneHo Lie nikapcbkuii 3aci6. 3MiHM BHECEHO
00 [HCTpyKLUIii Ans MeaMYHOro 3acToCcyBaHHs! NiKapCbKoro
3acoby Ao posginy "Cnocib 3actocyBaHHs Ta Jo3un"

3a
peuenmom

UA/1636/01/01

231.

DOPTYM™

MOPOLIOK Afist

'nakcoCmiTKn

Benuka

En Ci Ec Job6dgap

ITania

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHu | Tuny

3a

UA/1636/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

PO34MHY Ans iH'eKuin
no 1r; 1 dnakoH 3
MOPOLLIKOM Y
KapTOHHiI kopobui

anH Ekcnopt
NimiTeq

Bputanis

C.n.A.

- BBEAEHHS JOAATKOBOrO BUPOBHMKA NMPOMIDKHOIO
NpoAayKTy uedTasnanm neHTarigpaty 3 kapboHaTom
HaTpito Ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpasunisi; 3aminn |l Tuny - BBEAEHHS HOBOTO
BMPOOHYKa Aitoyoi peqoBuHU LedTasuanmy neHTarigparty
Antibioticos do Brasil Ltda., Bpasunis, 3 HagaHHAM
macTtep-anna Ha AD| Ta 3a3HaYeHHsM nepeniky
BMPOOHWKIB NpoMixHMxX NpoaykTiB Ans APl ACS Dobfar
SpA 4, ltaly; ACS Dobfar SpA 3, Italy; Shandong Apeloa
Tospo Pharmaceutical Co., Ltd, China; Shandong
Jincheng Pharmaceutical & Chemical Co., Ltd., P.R.China;
3MiHu Il Tuny - 3amMiHK y NpoLeci BUpOBHULTBA Y 3B’A3KY 3
BBEEHHAM JOAATKOBOrO BUPOOHMKA MPOMIKHOIO
npoaykTy uedTa3naum neHtarigparty 3 kapboHaTtom
HaTpito ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpasunis, a came gopgaHo cyTTeBe
AonoBHeHHS Ao po3sginy 3.2.P.3 peecTpauiiHoro gocse
(CTD) pnst BHECEHHS faHUX LWOAO BUPOBHMYOro npoLecy,
SIKMI 3aCTOCOBYETLCS Ha NPOMOHOBAHIV BUPOBHUYIN
AinbHUL;
3MiHu Il Tuny - po3gin 3.2.P.4.KoHTponb OMNOMDKHUX
pPeYoBMH AOMOBHEHO iHOpMaLElo WoA0 BUPOBHNLTBA
CTepUnbHOro kKapboHaTy HaTpilo Ta NOro KOHTPOSO Y
3B'A3Ky 3 BBEAEHHSAM J0AaTKOBOro BUPODOHMKa NPOMIXKHOIo
npoaykTy uedTa3naum nextarigparty 3 kapboHaTtom
HaTpito Ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpaaunis; amiHn |l Tvny - 3acTocyBaHHSA
anbTepHaTVBHOI YNaKoBKW A1 MPOMIXKHOIO NpoayKTy
uedTasmaum neHTarigparty 3 kapboHaToM HaTpito Ansi
iH’ekuUin (cTepunbHuii bulk) y 38’s13ky 3 BBEAEHHSAM
popartkoBoro BupobHuka Antibioticos do Brasil Ltda.,
Bpasunis; aminm Il Tuny - oHoBneHHA Mopynto 3 Ha
TepuTtopii €EC Ta CnonyyeHoro KoponiscTea 3a
npoLieaypoto B3aEMHOT0O BM3HaHHS 3rigHo 3i CtatTeto 30
Oupektuem 2001/83/EC Ta BHaAcnigok rapMoHisadii
peecTpauinHx JoKyMeHTIB Ha J13 cepep kpaiH Ha pUHKY
SIKUX NpeaCcTaBneHo Lel nikapcbkuii 3aci6. 3MiHM BHECEHO
00 [HCTpyKLii Ans MeaMYHOro 3aCToCyBaHHSI NiKapcbKoro
3acoby Ao posginy "Cnoci6 3actocyBaHHs Ta Jo3un"

peuenmom

232.

®OPTYM™

NMOPOLLIOK ANA
PO34MHY A5Is iH'eKLin
no 2 r; 1 dnakoH 3
MOPOLLIKOM Y
KapTOHHiI kopobLyi

nakcoCmiTKn
anH Excnopt
Nimiten

Benuka
Bputanis

En Ci Ec Jo6dap

C.n.A.

ITania

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny
- BBE€[EHHS [0AaTKOBOro BUPOOHMKa MPOMiXKHOIO
NpoAyKTy LedTasnanm neHTarigpaty 3 kapboHaTom
HaTpito Ang iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpasunis; 3amiim |l Tuny - BBEAEHHS HOBOrO
BMPOGHKKa Aito40i peqoBUHM LiedTasnanumy neHtarigpaty
Antibioticos do Brasil Ltda., bpa3sunis, 3 HagaHHAM
macTtep-darnna Ha AD| Ta 3a3HaYeHHsM nepeniky

3a
peuernmom

UA/1636/01/03
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Kpaina
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Homep
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BMPOOHWKIB NpoMixHMxX NpoaykTiB Ans APl ACS Dobfar
SpA 4, ltaly; ACS Dobfar SpA 3, Italy; Shandong Apeloa
Tospo Pharmaceutical Co., Ltd, China; Shandong
Jincheng Pharmaceutical & Chemical Co., Ltd., P.R.China;
3miHu |l Tuny - 3mMiHu y npoueci BUPOOGHULTBA Y 3B’A13KY 3
BBEAEHHSAM J04aTKOBOro BUPOBHMKa NPOMiIXKHOIO
NpoAayKTy uedTasnanm neHTarigpaty 3 kapboHaTom
HaTpito Ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., bpasunis, a came gogaHo cyTrese
AonoBHeHHs Ao po3aginy 3.2.P.3 peecTpauiiHoro goceke
(CTD) ons BHECEHHS AaHUX Woa0 BUPOGHMYOro npoecy,
SIKUIA 3aCTOCOBYETLCS HA NPOMOHOBaHI BUPOBHUYIN
AinbHUL;
3MiHn |l Tuny - posgin 3.2.P.4.KoHTponb AOMOMIKHUX
PEYOBVH AONOBHEHO iHhopMmaLlieto WoA0 BUPOOHMLITBA
CTepUnbHOro kapboHaTy HaTpilo Ta NOro KOHTPOSO Y
3B’A3KYy 3 BBEAEHHAM 40AATKOBOrO BUPOOHMKA MPOMIKHOIO
NpoAyKTy uedTasnanm neHTarigpaty 3 kapboHaTom
HaTpito Ans iH’exuin (ctepunbHui bulk), Antibioticos do
Brasil Ltda., Bpasunis; 3miHun Il Tuny - 3actocyBaHHsA
anbTepHaTMBHOI YNaKoBKV AN NPOMIKHOrO NPOAYKTY
uedTasmanm neHTarigparty 3 kapboHaToMm HaTpito Ans
iH’ekuin (ctepunbHuin bulk) y 38’3Ky 3 BBEAEHHAM
nopaTtkoBoro BMpoGHuKka Antibioticos do Brasil Ltda.,
Bpasunis; aminm Il Tuny - oHoBneHHA Mopynto 3 Ha
TepuTopii €C Ta CnonydeHoro KoponiecTea 3a
npoLieaypoto B3aEMHOr0o BM3HaHHs 3rigHo 3i CtatTeto 30
Oupektuem 2001/83/EC Ta BHaAcnigok rapMoHisadii
peecTpauinHux AOKYMeHTIB Ha J13 cepep KpaiH Ha pUHKY
SIKUX NPeaCcTaBneHo Lel nikapcbkuii 3aci6. 3MiHM BHECEHO
00 IHCTPYKUii ANs MeanyHOro 3acTocyBaHHS NikapCbKoro
3acoby ao po3ainy "Cnocib 3actocyBaHHs Ta [o3un"

233.

®POBAMIIPA
H

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 2,5
Mr, no 2 abo 6
Tabnetok y 6nictepi,
1 6nictep y
KapTOHHiIl kopobui

MeHapiHi
IHTEepHeLLoHan
OnepeWoHc
TTrokcembypr

ITrokcembypr

BUPOGHWK, LLIO
BVIKOHY€E
BUPOBHMLTBO
npenapaty "in bulk",
KiHLeBe NaKyBaHHS,
BUMYCK cepiii: A.
MeHapiHi
MaHyakTypiHr
ToricTikc enn
Cepsicec C.p.J1,,
ITanis; BUPOGHWK,

ITania

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:3aMiHun | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHWX Npo
cuctemy cbapmakoHarnsay (BBeAeHHS y3aranbHeHNUX
AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iiCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34iCHEHHs dhapmakoHarnsaay B YkpaiHi,
AKLLIO BOHA BiAMIHHA BiJ yNOBHOBaXeHOoI ocobw,
BignoBiganbHOI 3a 34iMCHEHHs hapmakoHarnsgy
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI

LLIO BUKOHYE mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
KOHTpOnb cepin: A. KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
MeHapiHi cbapmakoHarnsg B YkpaiHi. [ponoHoBaHa peaakuis: Kyyep
MaHydakTypiHr MapuHa BacuniBHa. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOT

3a
peuenmom

UA/12524/01/01
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[TponoBxeHHs nogaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
JloricTikc eng ocobu 3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHS
Cepsicec C.p.J1,, dapmakoHarnsay B YKpaiHi
ITania
234, ®TOPYPALUUN PO34MH Ans iH'eKuin Akkopg Benuka Akkopp Xenckea Benuka BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/18129/01/01
AKKOPO abo ans iHdysin 50 Xenckea Bputanis Nimiten, Benuka Bputanis/ - 3MiHa nonsrae B 4oAaBaHHi roToBux A0 cTepunisauii peuenmom
mr/mn; no 5 mn (250 Nimiten BpuTaHis IHpis/ ITanisa ryMOBUMX NPOBOK, L0 3aKyrnopHoThCS, 3 TIEK X
Mr ), no 10 mn (500 (BignoBiganbHWn 3a 3aTBEpAKEHOIO cneumikauieto, LWo i nonepeaHL0 NPOMUTI
mr), no 20 mn (1000 BUMNYCK cepii); rymMmoBi npobkw, siki 6yayTb Hanpsimy nogaBaTuCh Ha
mr), no 50 mn (2500 AKKOP[I XEJICKEA cTagito cTepunisadii. 3aTBepakeHni i BUpobHUYMIA npoLiec
mr), no 100 mn NIMITEL, Benuka Ta npouec cTepunisauii 3anuwarTbes He3MiHHUMM
(5000 ™mr) po3uuHy y BpuTaHis (BTOpuHHE
dnakoHi, no 1 nakyBaHHs);
nakoHy y ACTPOH PECbOPY
KapTOHHIN navui NIMITEL, Benuka
BpuTtaHis (koHTponb
sikocTi); IHTac
dapmachbioTikanc
Nimiten, IHaisa
(BUpoBHULTBO,
KOHTPOIb SIKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1); IHTac
dapmachbtoTikanc
Nimiten, IHaia
(BUpoGHMLTBO,
KOHTPOIb SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs);
NABAHANIBIC
C.P.N., Itania
(koHTpOnb AKOCTI)
235.| ®YPAUUNIH® Tabnetkun gns MAT YkpaiHa MAT "Tannudpapm”, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3minu | bes UA/5187/01/01
NPUroTyBaHHSA "Manuydapm” YKkpaiHa; TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuenma
PO34nHy Ans MAT KoHTponb AonomixxHUX pevoBuH. 3MiHa y meToaax
30BHILLHBOrO "KniBmegnpenapat"”, BUNPOOYBaHHSA JOMNOMKHOI PEYOBUHM (iHLLI 3MiHW y
3actocyBaHHs no 20 YkpaiHa mMeToAax BUNpobyBaHHA (BKIoYaroum 3amiHy abo

Mr, no 10 TabneTok
y bnictepax; no 10
Tabnetok y 6nictepi,
no 2 6nictepu B
nayui

popasaHHs1)) CynyTHS 3MmiHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb JONOMDKHMX peqyoBUH. 3miHa
napameTpiB cneuudikauiv Ta/abo gonycTuMmnx Mex ans
[OOMOMDXHOT pe4OBUHMU (iHLLi 3MiHW) - NPYBEOEHHSI
Cneuundikauii/MeTogis BunpobyBaHHsA Anst SOMNOMDKHUX
peyoBuMH Hatpito xnopug, HaTtpito kpockapmenosa,
MoBigoH, Kucnota creapvHoBa y BignoBiaHICTbL 40 BUMOT
MoHorpadii EP ta ®Y.
npoLeci BUpOGHMLTBA) BHECEHHS HE3HAYHMX 3MiH 0
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Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

po3giny 3.2.P.3. MNpouec BMpobHULTBA NikapCbKoro
3acoby: - Ha cTagii "lMNpurotyBaHHs macu ans
TabnetyBaHHs", Onepauis "3MillyBaHHs Ta 3BONOXEHHS
KOMMOHEHTIB" : BUNYy4YeHHs1 HeOBXiAHOCTI NpoyeaeHHs
nornepeaHLOro NPUroTyBaHHS B OKPEMIN EMHOCTI 3
BUKOPUCTAHHSAM HepXaBCTarnbHOro LwnaTtens
TpUTYpaLiiHOi Macu; BECb NpoLecC Ha AaHin onepauii
npoBOAATb y 3millyBadi-rpaHynsaTopi Ha MAT
"KviBMmegnpenapat" Ta amiwysavi Ha MNAT "lannydapm”. -
Ha cTagii "MpuroTyBaHHa Macu Ans TabneTyBaHHs",
Onepauisa "CyLiHHS BONOrMx rpaHyn": Npouec CyLUiHHSA
BOJIOTMX rpaHyn NPOBOAATL Y 3MilLyBaYi-rpaHynsTopi Ha
MAT "KniBmegnpenapat” Ta cywapui Ha MNAT
"Mannudapm”; - Ha etani "lNakyBaHHs, MapKyBaHHS Ta
BiJaBaHTaXXeHHs roToBOI NPoAyKUii": Ans BUPOBHUYMX
ainbHuub MAT "Kuismegnpenapat” Ta MNAT "lannydapm”
3anpornoHOBaHO He NPOBOAMTY hacyBaHHS MikapCbKOro
3acoby y cTpunu 3 nanepy NamiHOBaHOro MoMieTUIeHoOM 3
METOI0 paLioHanbHOro BUKOPUCTaHHA obnagHaHHA Ha
BUPOGHWYIN AinbHMLI. 3MiHW | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKW rOTOBOrO MiKapCbKoro 3acoby (BUny4YeHHs
yNakoBKM NEBHOrO po3Mipy) BUNyYeHHS ynakosku no 10
TabneTok y CTpun 3 nanepy 3 NonieTUNeHOBMM MOKPUTTAM;
no 200 cTpuniB y rpynoBy ynakoBKy. 3MiHN BHECEHI B
po3ain "YnakoBka" B iIHCTPYKLUilO Ars MEANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y 3B’3Ky 3 BUITYYEHHAM
NEeBHOro PO3Mipy YNaKoBKM, SIK HACMNIAOK - BUITyYEHHS
TEKCTY MapKyBaHHS BignoBigHOI ynakoBku. BBegeHHs 3MiH
npoTArom 6-Tu MicauiB nicna 3aTBepaXeHHs. 3MiHu | Tuny
- 3MiHK 3 gKocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpoBHULTBa rOTOBOrO
nikapcbKoro 3acoby, BKMoYayy NPOMKHUA NPOAYKT, L0
3aCTOCOBYETLCS NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
3acoby (iHwWi 3MiHW) BHeCeHHs He3HaYHMX 3MiH 40
npouecy BUpoGHULITBA rOTOBOIO fikapcbkoro 3acoby:
KOHTpOrb 3a nokasHukom "3anuiikosa Borora”
NPOMNOHYETLCSH NPOBOAMTM NULLE Nif Yac NPOBEAEHHS
Banigauii TexHonoriHoro npouecy BupobHuuTea 13 i
BiAMOBIAHO He MPOBOAUTM Mif Yac PyTUHHOIO
BMPOGHMLTBA NapTii/cepiit AaHOro NPOAyKTY.

236.

XABPUKC™
1440 BAKLUMHA
ansa
NPO®INAKTUK
N FENATUTY A

cycneHsia ans
iH’ekuin 1440 OO
ELISAno 1 mn (1

[o3a anda ,uopocnwx)

y donakoHi; no 1
rnakoHy B

nakcoCmiTKn
AnH Ekcnopt
Nimiten

Benuka
BpuTaHis

makcoCmiTKnsanH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3miHuv | Tuny
- BUNYYeHHs1 BUPOGHMYOi AinbHuui GlaxoSmithKline
Biologicals Branch of SmithKline Beecham Pharma GmbH
& C0.KG, 40 Zirkusstrasse, 01069 Dresden, Germany
(Building H), BionosiganbHoi 3a cTagii MapkyBaHHs1 Ta
nakyBaHHS roTOBOI NPOAYKLi; 3MiHM | TUny - BUNyYeHHS

3a
peuernmom

UA/16497/01/02




102 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopobuyj; BMPOBHWYOI AinbHULi GlaxoSmithKline Biologicals S.A.,
no 1 mn (1 gosa ans 89, rue de I'lnstitut (Building RX46), 1330 Rixensart,
[opocnux)) B BiOMOBiAanbHOI 3a CTafii HaNoBHEHHS Ta (POPMyBaHHS
nonepeaHL0
HanoBHEHOMY
wnpui y KOMMMIekTi
3 ronkoto; no 1
LUNPULLY B KAPTOHHIN
kopobui; no 1 mn (1
[03a Ans 4opocnmx)
y dnakoHi; no 1
dnakoHy B
KapTOHHIN KOpoOLyi;
no 1 mn (1 gosa ans
aopocnux) B
nonepeaHL0
HanoBHEHOMY
wnpui y KOMMMIekTi
3 ronkoto; no 1
LLUNPULY B KAPTOHHIN
KopobLUi
237.| XABPUKC™ cycneHsia ans nakcoCmiTKn Benuka "makcoCmiTKnsanH Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/16497/01/01
720 BAKLUMHA iH’ekuin 720 O SMH Ekcnopt BpuTaHis Bionogxikans C.A. - BUNy4eHHs1 BUpobHMYOi AinbHuui GlaxoSmithKline peuenmom
anda ELISA, no 0,5 mn (1 NimiTen Biologicals Branch of SmithKline Beecham Pharma GmbH
NPO®INAKTUK | posa ans aiten) y & C0.KG, 40 Zirkusstrasse, 01069 Dresden, Germany
W TENATUTY A | cdnakoHax Ne1 abo (Building H), BionosiganbHoi 3a cTagii MapkyBaHHs Ta
nornepegHLo nakyBaHHS rOTOBOI NPOAYKLi; 3MiHW | TUNY - BUNYyYeHHSA
HaroBHEHWX BMpOGHMYOI AinbHuui GlaxoSmithKline Biologicals S.A.,
wnpuuax Nety 89, rue de I'Institut (Building RX46), 1330 Rixensart,
KOMMMEKTI 3 rorikoto BiAMOBiAanbHOI 3a CTafii HaNoBHEHHS Ta POPMyBaHHS
238.| LUENECTOOEP ma3sb 0,1 %; no15r OpraHoH LLisenuapis LWepiHr-MNMnay Na6o Benbrisa BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis:amiHu | Tuny 3a UA/9500/01/02
M-B® abo 30 r B Ty6i; no 1 CeHrtpan lct H.B. - 3MiHu Woao be3nekun/edeKTUBHOCTI Ta bapmakoHarnagy. | peuernmom
TyOi B KQPTOHHIW m6X BBeneHHs abo 3MiHM 00 y3aranbHEeHUX AaHWX Npo

KopobLi

cvctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
[AaHuX nNpo cuctemy chapmakoHarnsgy, 3aMiHa
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3@ 34iCHEHHS
dapmakoHarnsaay; KOHTaKTHOi ocobu 3 dbapmakoHarnsagy
3asBHVKa ANs 34iNCHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Big yNnoBHOBaXKeHOI ocobu,
BiANOBIAanbHOI 3a 3AiCHEHHst dbapmakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
mMacTtep-darina cuctemmn papmakoHarnagy) - amiHa
YMOBHOBaXeHOoi 0cobu 3asiBHUKa, BiAMOBiAaNbHOI 3a
capmakoHarnsg.
MponoHoBaHa pepakuia: MapiaHHa Bank - KopteHpaag.
3MiHa KOHTaKTHMX JaHUX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
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[TponoBxeHHs nogaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauitina npouyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BiANoOBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsaay. 3miHa
KOHTAKTHOI 0cobu 3asiBHUKa, BiAnoBigansHoi 3a
capmakoHarnsg B YkpaiHi. [ponoHoBaHa peakuis:
MoTtuniHcbka OneHa BitaniiBHa. 3mMiHa KOHTaKTHUX AaHUX
KOHTAKTHOI 0cobu 3asiBHUKa, BiAnoBigansHoi 3a
3AiNCHeHHs dhapmakoHarnsgy B YkpaiHi. 3miHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsay.
3MiHa Micue3HaxoaxeHs macTep - chavina cuctemu
hapmakoHarnagy Ta noro Homepa

239.

LENECTOOEP
M-B® 3
FAPAMILMHO
M

kpem no 30 r y Ty6i;
no 1 1y6iy
KapTOHHil kopobui

OpraHoH
CeHTpan lct
m6X

LLiserinapisa

LWepinHr-Mnay Na6o
H.B.

Benbris

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny
- 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHs abo 3MiHM [0 y3aranbHeHWX AaHnX Npo
cuctemy chapmakoHarnsay (BBeAeHHS y3aranbHeHNX
AaHuX nNpo cuctemy hapmakoHarnsgy, aMiHa
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
apmakoHarnsay; KOHTaKTHOI ocobu 3 bapmakoHarnagy
3asBHUKA ANA 34iNCHEHHs dbapmakoHarnsaay B YkpaiHi,
SIKLLIO BOHA BigMiHHa BiJ yNOBHOBaXeHoi ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLiEHHI
macTtep-darina cuctemmn hapmakoHarnagy) - amiHa
yMOBHOBaXeHOoi 0cobu 3asBHMKa, BiAMOBIAANbHOI 3a
cbapmakoHarnsg,.

[MponoHoBaHa pepakuis: MapiaHHa Bank - KopteHpaag.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXKEHOI 0COOM 3asiBHUKA,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoT 3a
capmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis:
MoTtuniHcbka OneHa BitaniiBHa. 3mMiHa KOHTaAKTHUX JaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansHoI 3a
3AiNCHEeHHA apmakoHarnsgy B YkpaiHi. 3miHa micus
3[iNCHEHHS OCHOBHOI AiSNbHOCTI 3 hapmakoHarnagy.
3MiHa Micue3HaxodkeHst MacTep - chaina cuctemu
dapmakoHarnagy Ta horo Homepa

3a
peuenmom

UA/3403/01/01

240.

LE®EMNIM
IOPIA-®APM

NMOPOLLOK Ans
PO34MHY AN iH'eKuin
no 1000 mr, cprnakoH
3 NopoLLKoMm; no 1
abo no 10 pnakoHis
y kopobui

TOB "lOpis-
dapm”

YkpaiHa

TOB "Opis-®apm"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:aminu | Tuny
- 3MiHU 3 siKoCTi. [O0TOBMI Nikapcbkuin 3aci6. 3MiHKU y
BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMoYakum gianasoH
pO3Mmipy cepii) roToBOro nikapcbkoro 3acoby - 3MiHa
po3mipy cepii [T13; 3anponoHoBaHo: Big 20 000 go 200
000 dbn

3a
peuernmom

UA/18092/01/01

241.

LE®TA3NANM

NopOoLLOK Ans
PO34MHY AN iH'eKuin
abo iHdpysinno 1;
no 1 a6o no 10
¢rakoHiB y

AHTUGIOTUKM
CA

PymyHis

AHTUBIOTUKN CA,
PymyHis (BTOpUHHE
nakyBaHHs1,
TecTyBaHHSA Ta
BUNYCK cepii);

PymyHis/
Kutawn

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:aMiHum | Tuny

- 3MiHM Wopno 6e3neku/edheKTUBHOCTI Ta chapmakoHarnsay.

BBepneHHs abo 3MiHM 00 y3aranbHEeHUX AaHWX Npo
cucTeMy chapmakoHarnsay (BBeAeHHs y3ararnbHeHUX
[aHuX Npo cucTemMy cpapMakoHarnsgy, 3MiHa

3a
peuernmom

UA/18721/01/01




104 [IponoBxeHnHs moaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN navui CiHodapm XKutoH yNoBHOBaXeHOI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
(LeHbwkeH) hapmMakoHarnsagy; KOHTakTHoI ocobu 3 chapmakoHarnsay
dapmacbioTukan 3asiBHUKA ANA 34iicHeHHs dhapmakoHarnsay B YkpaiHi,
Ko., NTa., Kutan SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXeHOI ocobu,
(BUpPOGHULTBO, BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay
nepBUHHE Ta (BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
BTOPUHHE macTtep-carina cuctemmn apmakoHarnagy) - amiHa
nakyBaHHs) KOHTaKTHOI 0cobu 3asiBHMKa, BiANoBiAansLHOI 3a
capmakoHarnsg B YkpaiHi. [ponoHoBaHa peaakuis:
Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0cobu 3asBHMKa, BiAMOBIiAanbHOI 3a
34iCHeHHs bapmakoHarnsagy B YKpaiHi
242.| UE®TPUAKCO NOPOLLIOK ANA TOB "lOpis- YkpaiHa TOB "lOpia-®apm", Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminuv | Tuny 3a UA/18131/01/01
H IOPIA-®APM NPUroTyBaHHSA dapm"” YKkpaiHa (nakyBaHHSA - 3MiHM 3 SKOCTi. [0TOBMI Nikapcbkvi 3acib. 3MiHN y peuernmom
PO34MHY AnA iH'eKuin i3 doopmu in bulk BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum dianasoH
no 1000 wr, 1 HCIC Xeben po3Mipy cepii) roTOBOro nikapcbkoro 3acoby - 3miHa
rakoH 3 XyamiH po3mipy cepii ['J13; 3anponoHoBaHo: Big 72 000 go 200
nopotukom; no 1 aéo dapmachkioTikan 000 con.
no 10 cpnakoHis y Komnani limiten,
Kopoo6ui Kuran)
243.| ULMBOP PO34MH AN iH'EKLIN MeHapiHi ITrokcembypr Posi ®apma Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu | Tuny 3a UA/12257/01/01
no 25000 MO IHTepHelLoHan IHpacTpian - 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy. |peuenmom
aHTudakTopa- OnepenwoHc Cepsices, C.A., BeeneHHs abo 3MiHM [0 y3aranbHeHWX AaHNX Npo
Xa/mn; no 0,2 mn TTrokcembypr Icnanis cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
(5000 MO C.A. (BMpPOBHMLTBO "in [AaHuX nNpo cuctemy chapmakoHarnsgy, aMmiHa
aHTudakTopa-Xa) bulk", nepsuHHe Ta ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 3aiNnCHEHHS
abo 0,3 mn (7500 BTOPUHHE apmakoHarnsay; KOHTaKTHOi ocobu 3 hapmakoHarnagy
MO aHTudakTopa- nakyBaHHs, 3asBHVKa ANS 34iNCHeHHs dapmakoHarnagy B YKpaiHi,
Xa), abo 0,4 (10000 KOHTPOSb Ta BMMYCK SIKLLIO BOHA BigMiHHA Bif yNOBHOBaXeHoI ocobu,
MO aHTudakTopa- cepin); Posi ®apma BiANOBIAANbLHOI 3a 3AiCHEHHst bapmakoHarnsaay
Xa) mny IHpacTpian (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y pO3MiILLEHHI
nonepegHL0 Cepsices, C.A., mMacTtep-darina cuctemmn chapmakoHarnsgy) - amiHa
3arnoBHEHNX IcnaHis (BTopuHHe KOHTaKTHOI 0cobu 3asBHMKa, BiAMOBIiAanbHOI 3a
wnpuvuax; no 2 naKyBaHHs) dapmakoHarnsag B YkpaiHi. [ponoHoBaHa pepakuis: Kyvep
wnpuua y bnictepi; MapuHa BacuniBHa. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOT
no 1 abo no 5, abo ocobu 3asBHMKA, BiANOBiAanbHOI 3a 30iNCHEHHS
no 50 GnicTepiB y dapmakoHarnsagy B YkpaiHi
KapTOHHiIl kopobui
244, UMKNOPOCDA | nopoLuok ans CaHpo3s CnoBeHis DxisiHrcy XeHrpyi Kuraw/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/15802/01/01
Mig CAHOO3® pO34nHy Ang dapmackioTika Megiuix Ko., IlTa., ABcTpisi/ - 3MiHM y 3akpuTint yactuHi ASMF Liuknodocdamiay peuenmom
iH ekuin abo iHdY3il n3 a.a. Kutan HimeuunHa BUpoGHMUTBa Jiangsu Hengrui Medicine Co., Ltd. Ha Ver./
no 500 mr; no 1 abo (BUpPOBHMLTBO 0005/13-09-2020. Y pesynbTaTi 3asBneHOI npoueaypu
2 dnakoHu 3 Hepo3dhacoBaHoi 3MiHM Byae BHECEHO [0 po3ainiB peecTpauinHoOro 4oChe

MOPOLLKOM Yy KOpPOOLi

npoAaykuii, nepBuHHa
ynakoBka); EBEBE
dapma N'ec.m.6.X.

2.3.8,3.28.2.2,3.28.25,3.2.8.7.1 Ta 3.2.5.7.3 y 3B'sA3ky
3 MOAEpHi3aLi€ro akTUBOBAHOrO BYrinms, WO
BUKOPUCTOBYETLCA 41151 BUPOOHMLTBA HEOYMLLIEHOTO
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢gpopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

Hapr. KI', ABcTpis
(BTOPYHHA
ynakoBka, KOHTPOb
Ta BUNyCK cepii);
Jla6op J1C CE & Ko.
KI, HimewdnHa
(koHTponb cepii);
Ymdopara lNabop
rop AHaniTik yHA,
AydTparcdopLuyHr
Mv6X & Ko KT,
HimeyunHa
(koHTpOnb cepii)

Linknodoccamiay; amiHu | TUMNy - OHOBMEHHS 3aKpUTOi
YacTtmHun ASMF Linknodboccamigy BupobHuuTea Jiangsu
Hengrui Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-2019
Ha Ver./ 0005/13-09-2020. Y pesynbTaTi 3asBMneHOi
npoueaypv 3miHu 6yae BHeCEHO 40 po3ainis
peecTpauinHoro gocbe: 2.3.S Ta 3.2.5.2.3 y 3B'sA3Ky 3
pectaBpadieto Lexy 606 APl HeoumLeHoro
uuknodpoccamigy Bia Hengrui 3mMiHIOETbCA TEXHOMOMYHNIA
npouec Ta cxema Lexy; 3MiHv | Tvny - OHOBNEHHS 3aKpuUTOi
YactmHn ASMF Linknodbocdamigy BupobHuuTtea Jiangsu
Hengrui Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-2019
Ha Ver./ 0005/13-09-2020. Y pe3ynbTaTi 3asBneHoi
npouenypv 3miHn 6yae BHeCeHO 40 po3gainis
peecTpauinHoro gocke: 2.3.S Ta 3.2.5.2.5, a came 3MiHn
npoueaypv eKonoriYyHoro MOHITOPUHIY ANS YACTOT 30HU
Hengrui; 3miHu | TUNY - OHOBNEHHSA 3aKpUTOI YaCTUHU
ASMF Luknodocdaminy BupobHuuTea Jiangsu Hengrui
Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-2019 Ha Ver./
0005/13-09-2020. Y pesynbTaTi 3as9BMeHOI npoueaypu
3MiHN Byae BHECEHO Yy pO3Ainu peecTpauiiHoro 4ocbe
2.3.S 1a 3.2.5.2.5, a came ygockoHarneHHs! npolieaypv
€KOJIOTYHOro MOHITOPUHIY YMCTOi 30HM Liexy 609 ans
3abe3neyeHHst BUpobHNYOro cepenoBuLLa i AKOCTi
NPOAYKLT; 3MiHW | TUNY - OHOBMNEHHS 3aKPUTOT YaCTUHM
ASMF Linknodpoccaminy BupobHmuTBa Jiangsu Hengrui
Medicine Co., Ltd. 3 Bepcii Ver./ 0004/21-06-2019 Ha Ver./
0005/13-09-2020. Y pesynbTaTi 3asiBeHOl npoueaypu
3MiHM Byae BHECEHO [0 po3finiB PeECTPaLinHOro AoCkE
2.3.S 1a 3.2.S.2.5, a came gogaBaHHSA HOBOIO
CaMOoLMpKyoYoro NunosbipHuka; 3miHu | tuny -
OHOBMeHHSA 3akputoi YactnHn ASMF Linknodocdamigy
BMpobHuuTBa Jiangsu Hengrui Medicine Co., Ltd. 3 Bepcii
Ver./ 0004/21-06-2019 Ha Ver./ 0005/13-09-2020. Y
pesynbTaTi 3asBrneHoi npoueaypu 3miHu 6yae BHECEHO y
po3ainu peectpauinHoro gocbe 2.3.S 1a 3.2.5.2.5, a came
3amiHa napameTpa cneuudikadii 3 BignoBigHMM METOAOM
BUNpobyBaHHA Ans BuUxigHoro matepiany AdI
uuknodocdamiga bic(2-xnopeTun) amiHy rigpoxnopua, 3
«HeBu3HayeHa gomiwka NMT 2,0% Ha cneuudivHa
pomiwka NMT 1,0%»; 3minum Il Tuny - ASMF
Linknodocdamigy BupobHMuTBa Jiangsu Hengrui
Medicine Co., Ltd. 3 Bepcii Ver./ 0000/08-04-2013 Ha Ver./
0004/21-06-2019. Y pesynbTaTi 3asBNeHOI npoueaypu
3MiHN Byae BHECEHO Yy pO3Ainy peecTpauiiHoro ocke
2.3.5,3.25.3.2,3.2.54,3.2S5,3.25.6,3.25.7
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauitina npouyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
245 UMUTOLEPT PO34MH AN iH'EKLN MpuBatHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:amiHu | Tuny 3a UA/18404/01/01
100 mr/mn no 5 mn B akKuioHepHe akuioHepHe - 3MiHK 3 sikoCTi. FoTOBMIA Nikapcbkuin 3aci6. 3MiHW y peuenmom
amnyni, no 5 amnyn TOBapUCTBO TOBapUCTBO BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum gianasoH
y 6nictepi, no 2 "JTekxim- "[ekxim-Xapkis" po3Mmipy cepii) roToBoro nikapcbkoro 3acoby (36inbLUeHHs
6nictepu B nayui Xapkis" A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) -
BBEAEHHS 0AaTKOBOro pPo3Mmipy cepii roToBOro
nikapcbkoro 3acoby; 3anponoHoBaHo: 50 000 wT. amnyn;
65 000 wt. amnyn; 130 000 wT. amnyn
246.| IOHIBIT TabneTkn, BKpUTI AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:amiHuv | Tuny bes UA/5450/01/01
NniBKOBOIO "KNIBCbKWM BITAMIHHUIA - BUNYYeHHS nokasHuka «Baxki metanu» 3i cneuuddikauii | peuenma
obornoHkoto, no 10 BITAMIHHW 3ABO[T" A®| AckopbiHoBa kucnoTa; 3MiHu | Tuny - 3amiHa
Tabnetok y 6nictepi; 3ABOO" BUPOBHMYOI OinbHULUI Big BXe 3aTBEPAXXEHOro BUPOOHWMKa

no 3 Gnictepn y
nayui

Ha HOBY AiNbHULIIO Bif 3aTBEPAXEHOro BUPOGHMKa
AckopbiHosoi kncnotu «Northeast Pharmaceutical Group
Co., Ltd.», Kutan. NponoHoBaHa pegakuisi: Ne.29,
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, China/lLlenrkcuny fownr Poag, 29, 3oHa
EkoHomivHoro Ta TexHonoriyHoro Po3sutky, LUeHsHr,
Kutawn

B.o. N'eHepanbHOro gupekropa Aupekroparty

chapmaueBTUYHOro 3abe3nevyeHHs

IBaH SABOPHUX




