NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX MPENAPATIB), LLOAO 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 06 cepnHs 2021 poky Ne 1680

no 4 mn (100 mr)
abo 16 mn (400 mr)
y chnakoHi, no 1
dnakoHy B
KapTOHHIN KopooLi

npoAayKuii, nepBuHHe
nakysaHHs); PoLu
HiarHocTuke MvbX,
HimeuunHa
(BUpPOBHMLTBO

peecTpauiiHoro noceigvyeHHs, BkroYvarouu MNnaH ynpaeniHHS
pu3nkamMm - oHoBneHo lMnaH ynpaBniHHSA pu3nkamu, Bepcis
34.0 ansa nikapcbkoro 3acoby y 3B'A3Ky BUOANEHHSAM
iHdbopMmaUii Wwoao 3aBepLueHnX nicnsapeecTpauinHnx

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asisHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. ABUKITAB® TabneTkn, BKpUTI Abpun IHAis Aypobingo Papma IHAisa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/11903/01/01
NMiBKOBOO DopMynenLLH3 Nimiteq KOHIT XII AgamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecn | peyernmom
obornoHkoto no 500 Met. JlTa. Micusi NpoBaKeHHs AisnbHOCTI BUPOOHWMKa/imnopTepa
mr/125 mr: no 5 roTOBOrO MikapCbKOro 3acoby, BKMOYa4M QiNbHUL BUMYCKY
TabneTok y 6nictepi, cepii abo micue NpoBeAeHHS KOHTPOMIO SKOCTI. (AiAnbHICTb, 3a
no 4 Gnictepu B SIKy Bignosigae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK cepiit)
navui 3 KapToHy 3MiHa Ha3Bu Ta agpecu BupobHuka 13, 6e3 amiHn micus
BMPOBHMUTBA: TakoX 3MiHM BHECEHI B iHCTPYKLO Ans
Meamn4Horo 3actocyBaHHsi J13 y p. "BupobHuk",
"MicuesHaxoaeHHs BUpobHMKa Ta oro agpeca micus
NPOBaXXEHHS QiSANbHOCTI" 3 BigNOBIgHNMY 3MiHAMW B TEKCTI
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH npoTarom 6-Tu micauis
nicns 3aTBEpAKEHHS.
2. ABUKITAB® TabneTkn, BKpUTI Abpun IHAis Aypobingo ®apma IHAisa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/11903/01/02
NniBkOBOIO DopmynenLH3 Nimiteq KOHIT XII AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu | peyenmom
obornoHkoto no 875 Met. JlTa. MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
mr/125 mr: no 5 roTOBOrO MikapCbKOro 3acoby, BKMOYa4M OiNbHULL BUMYCKY
TabneTok y 6nictepi, cepii abo MmicLe NpoBeAeHHS KOHTPOMIO SIKOCTI. (OiSNbHICTb, 3a
no 2 6nictepu B AKy Bignosigae BUPOGHMK/iMNopTep, BKIOYa0YM BUMYCK Cepilt)
nauui 3 KApTOHy 3MiHa Ha3Bu Ta agpecu BupobHuka 13, 6e3 3miHu micua
BUPOGHMLUTBA: TakoX 3MiHW BHECEHI B iHCTPYKLiO Ans
Meaun4Horo 3actocyBaHHsi J13 y p. "BupobHuk”,
"Micue3HaxodkeHHS BUpOOHYMKa Ta oro agpeca micus
NPOBaXeHHs QisnbHOCTI" 3 Bi4NOBIAHNMY 3MiHAMW B TEKCTI
MapKyBaHHS! yrnakoBoK. BBefeHHS 3MiH npoTarom 6-Tu micauis
nicns 3aTBEpAKEHHS.
3. ABACTUH® KOHLIEHTpaT Ans . XoppmanH- | Lsenuapi [xeHeHTeK IHK., CLA/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/16665/01/01
po34nHy Ans Ila Pow T A CLUA (BupobHuuTBO Himeuumna/ 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuernmom
iHcpy3in, 100 mr/4 mn Hepo3dacoBaHoi LLisenuapis BHeceHHs1 abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB Buaavi
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

HeposdacoBaHoi
npoaykLuii, nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOSIO SKOCTI Ta
BUMYCK cepil);
®.XoppmaHH-J1s
Pow JTg,
LLiseninapisa
(BunpobyBaHHs
KOHTPOIIO SKOCTI
(kpim BUNpoByBaHHSA
iaeHTudikauii
6eBauusymaby));
®.XodbdpmaHH-Ia
Pow NTa,
LLiseninapisa
(B1poBHMLTBO
Hepo3dacoBaHoI
nNpoAayKuii, nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO AKOCTi Ta
BUMYCK cepii)

pocnigkeHb. 3MiHM BHeceHi 0o yactuHm VII MYPa

ABACTUH®

KOHLEHTpaT Ans
PO34MHY Ans
iHcpy3in, 100 mr/4 mn
no 4 mn (100 mr)
abo 16 mn (400 mr)
y donakoHi, no 1
hbnakoHy B
KapTOHHiI kopobui

. XodpdmaHH-
Na Pow It

LLiseviuapi
A

[>xeHeHTek IHK.,
CLUA (BupobHuuTBO
Hepo3dhacoBaHoi
npoaykLuii, nepBuHHe
nakyBaHHs); PoLu
HiarHocTukc Mo6X,
Himeuunna
(BUpOBHMLTBO
Hepo3dhacoBaHoi
npoaykLuii, NnepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BUNPOOYBaHHS
KOHTPOJIO AKOCTi Ta
BUWMYCK cepii);

& . XopdpmaHH-J15
Pow INTa,
LLiBenuapis
(BUnNpobyBaHHs
KOHTPOIIO SKOCTI

CLIA/
Himeuuunna/
LLiBeviLapis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANbHOI 3a 3AiVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
ocobu 3 chapmakoHarnsay 3asBHUKA AN 34INCHEHHS
bapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOIi 0CO6M YNOBHOBaXeHOT
ocobu 3asBHKKA, BignoBiganbHOI 3a hapMakoHarnsg B YkpaiHi

3a
peuernmom

UA/16665/01/01
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[TponoBxkeHHs nojgaTka 3

Gnictepax

cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(kpim BUNpOBYBaHHS
ineHTndikauii
6eBaumsymaby));
®.XobdpmaHH-Is
Pow JTg,
LLisenuapis
(BpPOGHULTBO
HeposdacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
BMNpPOOyBaHHSA
KOHTPOIIO SIKOCTI Ta
BMNYCK cepii)
5. ABEJNIOKC® PO34uH ANS iHAY3in, Banep Al HimeuumnH Banep AT, Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/4071/02/01
400 mr/250 mn, no a HimeyumHa (Becb ITanisa 3MiHN BHECEHO [0 iHCTPYKLUIi ANs MEANYHOTO 3aCTOCYBaHHA | peyernmom
250 Mn po3unHy y LMK BUpOBHMUTBA nikapcbkoro 3acoby Ao po3ainis "OcobnuBoCTi 3acTocyBaHHS",
dnakoHax; no 1 (BMPOGHMLITBO "Mo6ivHi peakuii" Woa0 OHOBNEHHSsI iHhopMmaLii 3 6e3neku
hbnakoHy B Hepo3dacoBaHoi Aito40i pevoBUHU BiANOBIAHO A0 pekomeHaauin PRAC
KapTOHHIN navui NPOAYKLUii, NepBuUHHa CTOCOBHO PU3NKY BUHUKHEHHS BUNAAKIB TSHXKKUX LUKIDHUX
ynakoBKa, BTOPUHHA peakuin, naHuMToneHii, CMHOPOMY HeafeKBaTHOI cekpeuii
yrnakoBKa, KOHTPOIb aHTugiypetndHoro ropmoHy (CHCA[I), rinornikemiyHoi komu,
SIKOCTi, BUMYCK enipito, rocTporo reHepa-nisoBaHoOro ek3aHTEMaTO3HOro
cepii)); Ppeseriyc nyctyneosy (ITETI), pabaomioniay.
Kabi Itania C.P.J1., BBeneHHs 3MiH NpoTsArom 3-x MicsAUiB Nicns 3aTBEPAXKEHHS;
ITanisa 3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT ANs MeanyHoro
(anbTepHaTUBHUIA 3acTOCyBaHHS Nikapcbkoro 3acoby Ao posainis "OcobnmsocTi
BUPOBHUK 3acTtocyBaHHs", "lMobivHi peakuii” LLOAO0 OHOBMNEHHS
(BUpOBHMLTBO iHpopmalLii 3 6e3neku Aitovoi peyoBMHM BiANOBIAHO A0
Hepo3dacoBaHoi pekomeHaauii PRAC cTOCOBHO pusuKy BUHUKHEHHS
npoaykLuii, nepBuHHa perypritauii/HefoCTaTHOCTI KnanaHiB cepusi, pPUsUKy po3BUTKY
ynakoBka, BTOPUHHa aHeBpU3MU i po3LLapyBaHHs CTiHKM aopTu. BBeaeHHs 3miH
yrnakoBKa, KOHTPOIb nNpoTArom 3-X MiCALIB NiCNs 3aTBEPAXEHHS
akocTi)); LUteremanH
JNoHdepnakyHr &
JloricTiwep Cepsic
e.K., HimewyumnHa
(anbTepHaTUBHUIA
BUPOBHVK (BTOPUHHA
ynakoBka))
6. AOMEHTA 10 | TtabneTtku, BKpUTI CaH IHaia CaH IHpia BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/15449/01/02
nniBKOBOKO dapmacbrThK dapmacbloTukan 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuenmom
oboroHkot no 10 mr an IHpactpis IHpacTpis Nta BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHWX Npo cucTemy
Ne 30 (10x3) y Nimiteq chapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnx npo
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

YMOBHOBaXeHOi 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
chapmakoHarnsay (BKMoYaum KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3milLleHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, BiAnoBiganbHoi 3a
dapmakoHarnsag.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHMX
[OaHuX yNoBHOBaXeHOI ocobu, BianosiganbHoi 3a
dapmakoHarnsag.

BBegeHHs agpecu micuesHaxooKeHHs mactep-channa
cuctemn chapmakoHarnsgy. BeegeHHs agpecu, ge
3AINCHIOETBCA OCHOBHA AifNbHICTb 3 hapMakoHarnsgy

A3ALMTAON
H-BICTA

nioginizat gns

PO34MHy AN iH'eKuin
no 100 mr; 1 donakoH
(20 M) 3 nopoLukom
Y KapTOHHi KOpoobUi

Mictpan
Kenitan
MeHemXMeHT
Nimiten

AHrnia

HaHr KyaHr
dapmacsktoTikan Ko.,
Ira.

TanBaHb

BHECEHHS 3MiH 0O peecTpaLinHNUX maTepianis: BUNPaBeHHA
TEXHIYHUX MOMUIOK, 3rigHo N.2.4. po3ainy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakazy MO3

Ykpainu Big 23.07.2015 p Ne 460) — BunpaBneHHs TEXHIYHOT
NMOMMUIIKW, NMOB’A3aHO 3 HEBIAMOBIAHICTIO (Pi3HOYNTAHHS) B

Mexax 0gHOro AokymeHTa (y cneuudikauii Ta metogax
KOHTPONO (B MPUroTYBaHHi CTaHO4APTHOIO PO34MHy) 3a
NMOKa3HUKOM «3anuLLKOBI KifTlbKOCTi OPraHiYHUX PO3YMHHUKIBY.
3asHayeHe BMMNpaBreHHs BiANoBigae maTtepianam
peecTpauinHoro Jochbe, AKi NnpeacTaBneHi B MaTepianax
peecTpaLiiHOro 4ocbe

3a
peuenmom

UA/18117/01/01

A3unon

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 250
mr, no 3 TabneTtku B
GnicTepi; no 2
6nictepu B
KapTOHHiI kopobui

AT "Apamep
dapma”

MNonblia

AT "Apamvep
dapma"

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponencbkin dapmakonei Ne R1-CEP 2007-119-Rev 02 ansi
girovoi pevosuHu Azithromycin Dihydrate Big Bxe

3aTBEPKEHOrO BUPOBHWMKA, KM 3MIHUB Ha3BY (3aTBEPIKEHO:

Jubilant Life Scinces Limited, India; 3anponoHoBaHo:
JUBILANT GENERICS LIMITED; 3miHu | Tuny - nogaHHsi
OHOBIEHOro cepTudikaTa BignoBiAHOCTI €EBpONEChKin
dapmakonei Ne R1-CEP 2007-119-Rev 03 ans gitoyoi
pevoBuHM Azithromycin Dihydrate Big Bxe 3aTBepaXeHoro
Bupo6Huka JUBILANT GENERICS LIMITED, India; 3miHu |
TUMY - NOAAHHS OHOBIIEHOrO cepTudikaTa BiAnNoOBIAHOCTI
€sponencbkin dapmakonei Ne R1-CEP 2007-119-Rev 04 ansi
girovoi pevouHu Azithromycin Dihydrate Big Bxe
3aTBepaxeHoro BupobHuka JUBILANT GENERICS LIMITED,
India; 3miHn | TMNY - NogaHHs OHOBEHOro cepTudikara
BignoBigHocTi €Bponelicokkit papmakonei Ne R1-CEP 2007-
119-Rev 05 gns gitoyoi pevoBuHu Azithromycin Dihydrate Big,
BXe 3aTBepmkeHoro BupobHuka JUBILANT GENERICS
LIMITED, India

3a
peuernmom

UA/14380/01/01

A3unon

TabneTkn, BKpUTI
nniBKOBOO
o6ornoHkoto, no 500
mr, no 2 abo 3

AT "Apamepq
dapma”

Monbwa

AT "Apamven
dapma"

Monbuwa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2007-119-Rev 02 ans
gitoyoi pevosuHu Azithromycin Dihydrate Big Bxe

3a
peuernmom

UA/14380/01/02




[TponoBxkeHHs nojgaTka 3

5
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTku B GnicTepi, 3aTBEPAKEHOrO BUPOBHMKA, SKWUIA 3MIHUB Ha3BY (3aTBEPOKEHO:
no 1 6nictepy B Jubilant Life Scinces Limited, India; 3anponoHosaHo:
KapTOHHiIN kopooLi JUBILANT GENERICS LIMITED; 3miHun | Tuny - nogaHHs
OHOBIEHOro cepTudikara BianoBigHOCTI €BPONENCHKIN
capmaxkonei Ne R1-CEP 2007-119-Rev 03 ans gitoyoi
pevosuHM Azithromycin Dihydrate Big Bxe 3aTBepa)KeHoro
BupobHuka JUBILANT GENERICS LIMITED, India; 3miHu |
TVNy - NOAaHHS OHOBMEHOro cepTudikara BiANoBiAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2007-119-Rev 04 ans
Aitoyoi pevosuHun Azithromycin Dihydrate Big Bxe
3aTBepaxeHoro BupobHuka JUBILANT GENERICS LIMITED,
India; 3miHn | TMNY - NogaHHa OHOBEHOro cepTudikara
BignoBigHocTi €Bponencekin dapmakonei Ne R1-CEP 2007-
119-Rev 05 ans gitoyoi pevosuHn Azithromycin Dihydrate Big
BXe 3aTBepmkeHoro BupobHmka JUBILANT GENERICS
LIMITED, India
10. | AJIEPFOAUN | cnpei HasanbHWi ME[A ®apma HimeuumnH Bupo6Huk HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/4072/02/01
® [o3soBaHuin, 1 mr/mn; 'm6X eng Ko. a BignoBiganbHUN 3a 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peuenma
no 10 mn y dprakoHi KIr BMPOBHMLTBO BeeaeHHs abo 3miHn A0 y3aranbHeHVX AaHnX Npo cuctemy
3 HarBMH4YeHUM Hepo3dacoBaHoi dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
po3nunoBayYeM; no NPOAYKLUii, NepBUHHE cucTemMy chapmakoHarnsgy, 3MiHa ynoBHoOBaXeHoi ocobu,
1 donakoHy B Ta BTOPUHHE BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMakoHarnsay; KOHTakTHOI
KapTOHHIN ynakoBLi nakyBaHHs, ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
KOHTPOMb SIKOCTI: hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
MEOA YNOBHOBaXeHOT 0cobu, BiAnoBiganbHoi 3a 34iNCHEHHS
MeHbtodhekyepuHr dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
M6X, HimeuuunHa; po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
Bupo6Huk 3MiHa YNoBHOBaXeHOi 0cobu 3asiBHVKa, BignoBigansHoi 3a
BiAnoBiganbHWN 3a dapmakoHarnag;
BUNYCK cepii: MponoHoBaHa pepakuist — Dr Eiko Soehlke, MD MPH. 3miHa
ME[OA ®dapma 'mbX KOHTaKTHMX JaHWX YNMOBHOBaXEHOi 0cobu, BiANOBIAanbHOI 3a
eHa Ko. KT, bapmakoHarnag. 3MiHa KOHTAKTHUX JAHWUX KOHTaKTHOI 0cobu
HimeuuunHa; ynoBHOBaxeHoi ocobu, BignoBigansHoi 3a hapmakoHarnsg B
AnbTepHaTUBHWNI YkpaiHi.
BUPOBHUK 3MiHa Micue3HaxomKeHHA MacTep-anna cuctemm
BignoBiganbHUN 3a dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHST OCHOBHOI
BMPOGHMLTBO fisnbHOCTi 3 dhapmakoHarnsagy
Hepo3dhacoBaHoi
npoaykuii, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPOMb AKOCTi Ta
BUMYCK Cepii:
MALAYC 'mbX,
HimeyuunHa
11. | ANIEPFO3AH PO34UH OparnbHUiA, AT Bonrapis AT "Codcpapma” , Bonrapis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/17454/01/01
® 0,5 mr/mn, no 120 "Codpapma” Bonrapis nofaHHs OHOBNEHOro ceptudpikaty signosigHocti €E® R1-CEP | peuenma
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MI B CKMsHiA abo (BpPOGHULTBO 2014-302-Rev 00 gnsa A®I [lesnopataavH, Big 3aTBEPAXXEHOrO
MET nnsawwi; no 1 Hepo3dhacoBaHoi Bupo6H1ka MOREPEN LABORATORIES LIMITED, India
nAswyi 3 MipHUM npoaykuii,
CTaKaH4MKOM i NepBUHHHA Ta
[A03YH4MM LINPULLOM BTOPWHHA
Y KapTOHHIM nayui ynakoBka); AT
"Codchapma",
Bonrapis (nossin Ha
BMNYCK cepii)

12. | AJIOKCI® PO34MH ANS iH eKLin, XenciHH Ipnangis Bupo6HMUTBO DdpaHuis/ BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHum | Tuny - 3a UA/16037/01/01
250 mkr/5 mmi; no 5 Bipekc Hepo3dhacoBaHoi Ipnangis 3MiHM Wwoao 6e3neku/edeKkTUBHOCTI Ta dhapmakoHarnagy (iHwi | peuenmom
My drnakoHi; no 1 dapmackioTika NPOAYKLUii, NepBUHHE 3MiHN)
hbnakoHy B nc Nnra. nakyBaHHs: BHeceHHs 3miH Ao posainy “MapkyBaHHa” MKA J13:

KapTOHHiIN kopobui SAPEBA TAY, 3aTBepaxeHo: MapkvpoBka ynakosku. B cootBeTcTBUM C
®paHuis; NPUINOXEHHbIM TEKCTOM MapKUpPOBKMX. 3anponoHOBaHO:
BrpobHuuTBO MapkyBaHHS. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
Hepo3dhacoBaHoi OHOBMEHHS1 TEKCTY MapKyBaHHS YMaKOBKW MikapCbKoro 3acoby

NPOAYKLUii, NepBUHHE 3 BHECEHHAM iHGopMaLlil LLOAO 3a3HAYeHHS O4MHULB
nakyBaHHs, BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6
KOHTPOMb Cepiii: MicaUiB Micnsa 3aTBepmxeHHs. 3miHu | Tuny - 3miHW woao
PAPEBA MAY, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHLWi 3miHW)
®paHuis; BHeceHO He3HayHi 3MiHM y TEKCT MapKyBaHHS yMakoBKU, SK
BignoBiganbHui 3a HacnigokK - B iIHCTPYKLit0 ANst MeANYHOro 3actocyBaHHsA J13
BTOPUHHE (woao BnacHuka niueHsii).
nakyBaHHS Ta BBefeHHs 3MiH NpOTArom 6-Tu MiCcsILiB MiCNsi 3aTBEPOXKEHHS.
BUNYCK cepii: 3miHu | TMNy - AgMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
XenciHH Bipekc Ta/abo agpecu MicLs NPoBamMKEHHS AiSNbHOCTI
dapmachbioTikanc BMpoBHMKa/iMnopTepa rotToBoro fikapcbkoro 3acoby,
NTa., lpnaHaisa BKI0MAI04M AinbHULI BUNYCKY cepii abo MicLie npoBeAeHHs
KOHTPOIMIO SIKOCTI. (AisinNbHICTb, 3a Ky Bignosinae
BMPOGHMK/iMNOpTep, He BKIYaloym BUMYCK cepii) 3MiHa
Ha3BMW Ta agpecu Micus NpoBafXeHHS AiAnbHOCTI BUPOOHMKa
J13 Anokci® BignosiganbHoOro 3a BUPOGHMLTBO
Hepo3dacoBaHoi NPOAYKLi, NepBUHHE MNaKyBaHHHA, KOHTPOIb
cepin, 6e3 3miHM Micus BUpOOHULTBA. BBeaeHHS 3MiH
nNpoTArom 6 MicsAuUiB Nicnsa 3aTBEpKEHHS
3miHu | TMNy - AgMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecy MicLa NPOBaMKEHHS OiSNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKITI0MAO4M AinbHULL BUNYCKY cepii abo MicLie npoBedeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosifae
BMPOGHMK/iIMNOpTEp, He BKIOYakouM BUMYCK cepiil) 3MiHa
Ha3BU Ta agpecu Micus NPOBaKEHHS AiSNbHOCTI BUPOOHUKA
J13 Anokci® BignosigansHOro 3a BUPOOHULITBO
Hepo3dacoBaHoi NpoAyKLii, NEPBUHHE NaKyBaHHS, 6e3 3MiHK
MicList BUPOOHMLITBA.
BBegeHHs 3MiH npoTarom 6 micsLiB Micns 3aTBEpAKEHHS!

13. | ANNYHBPUI'® | TtabneTtku, BKpUTI Takena OaHis [03BiN Ha BUMYCK ABcTpis/ BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHu | Tuny - 3a UA/18553/01/01

NNiBKOBOK Papma A/C cepii: Cnony4yeHe AZMiHiCTpaTVBHI 3MiHW. 3MiHa HaNMeHyBaHHs Ta/abo agpecu | peyenmom




7 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
obonoHkoto, no 30 Takepa ABcTpist KoponisctBo 3asBHUKA (BMacHUKa pPeecTpaLinHOro NocBig4eHHs) - 3aMiHa
mr; no 14 TabneTok 'mM6X, ABCTpis; agpecwu 3asiBHMKa
y bnicTepi; no 2 BUPOOBHMLTBO 3a
Gnictepu y MOBHWUM LMKIOM:
KapTOHHiN Kopobui MeHH
dapmackioTikan
Cepsicec JlimiTea,
Cnony4deHe
KoponiscteBo
14. | ANTYHBPUI® | Tabnetku, BKpUTI Takepa HaHis [A03BIN Ha BUMYCK AscTpis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/18553/01/02
NniBKOBOIO dapma A/C cepii: Cnony4yeHe ApmiHicTpaTuBHi 3miHW. 3MiHa HaliMeHyBaHHS! Ta/abo agpecu | peuernmom
o6onoHkoto, no 90 Takega ABcTpis Koponiscteo 3asiBHUKA (BracHUKa peecTpaLinHoro Noceig4eHHs) - 3aMiHa
Mr; o 7 TabneTok y 'M6X, ABCTpis; agpecu 3asBHUKa
6nictepi no 4 BMPOBHMLTBO 3a
6nictepun y MOBHUM LMKIOM:
KapTOHHIN kopobui MeHH
dapmachbioTikan
Cepsicec Jlimitea,
Cnony4yeHe
KoponisctBo
15. | AlIYHBPUI'® | TabneTku, BKpUTI Takena [aHis [03BiN Ha BUMyCK ABcTpisi/ BHECEHHS 3MiH 10 peecTpaLliiHix maTtepianis: 3miHu | Tuny - 3a UA/18553/01/03
NniBKOBOIO dapma A/C cepii: Cnony4yeHe ApmiHicTpaTuBHi 3miHW. 3MiHa HaliMeHyBaHHS! Ta/abo agpecu | peuernmom
o6onoHkoto, no 180 Takega ABcTpis KoponisctBo 3asiBHUKA (BracHUKa peecTpaLinHoro Noceig4yeHHs) - 3aMiHa
mr; no 14 TabneTok 'mM6X, ABCTpis; agpecu 3asiBHUKa
y bricTepi; no 2 BMPOGHMLTBO 3a
6nictepun y MOBHUM LMKIOM:
KapTOHHiI kopobui MeHH
dapmachioTikan
Cepgicec JlimiTe,
Cnony4yeHe
KoponisctBo
16. | AliIbBYBEH PO34uH Anst iHdYy3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/15875/01/01
10 %, no 50 mn, 100 "BIOPAPMA MNA3MA" AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuenmom
MmNy donakoHi; no 1 MNA3MA" (BUpoBHULTBO, 3MiHa HasBu nikapcbkoro 3acoby. 3aTBepaxeHo: AllbBYMIH-
dnakoHy y nauui 3 nepBUHHE BIO®APMA 3anponoHoBaHo: AlIbBYBEH 3miHu BHOCSATBECSA
KapToHY nakyBaHHS; [0 peecTpauiiHOro NocBiAYEHHS, KOPOTKOI XapaKTepPUCTUKN
BMPOBHMLTBO, nikapcbKkoro 3acoby, IHCTPYKLii MEANYHOro 3aCTOCYBaHHS,
nepBrHHe Ta TeKCTy MapkyBaHHs1, MKA.
BTOPUHHE TepMiH BBEOEHHS 3MiH - NPpOTSArom 6 Micsilis nicns
nakyBaHHs, BUMYCK 3aTBEpOKEHHS
cepint;
KOHTPOIb SIKOCTi)
17. | AlIlbBYBEH PO34uH ANs iHdy3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/15875/01/02
20 %, no 50 mn, 100 "BIOPAPMA MNA3MA" AamMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuenmom
My donakoHi; no 1 MNA3MA" (BUpOBHULITBO, 3MiHa Ha3Bu nikapcbkoro 3acoby. 3aTBepaxeHo: AJIbBYMIH-
dnakoHy y nauui 3 nepBuHHE BIO®APMA 3anponoHoBaHo: AJIbBYBEH 3miHn BHOCATLCSA
KapToHY nakyBaHHSI; [0 peecTpauiiHOro NOCBiAYEHHS, KOPOTKOI XapaKTePUCTUKN
BUPOGHMLTBO, nikapcbkoro 3acoby, IHCTPYKLii MEAMYHOrO 3aCTOCYBaHHS,

NepBuUHHE Ta

TeKCTy MapkyBaHHs, MKA.
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE TepmiH BBEAEHHS 3MiH - NpoTArom 6 micauis nicns
nakyBaHHs1, BUMYCK 3aTBEpPOKEHHS
cepin;
KOHTPOIb SKOCTI)
18. | AM-ANITEP Tabnetku no 4 mr/5 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/17391/01/01
mr, no 10 TabneTok obmexeHow obmexeHow 3MiHK go cneuudikauii Ta metogis koHTporto APl Amnoaunidy | peyenmom
y 6nictepi; no 3 BignoBiganbHi BiAMOBIAANBLHICTIO 6ecunart, a came — 3MiHa KpUTepIiB NPUAHATHOCTI 3a
Gnictepu y nayui cTio HaykoBo- HaykoBo-B1pobHuya NMOKa3HUKOM «3anuLLKOBi PO34YMHHUKNY, Y 3B’AA3KY 3
BUPOGHMYa dipma "MIKPOXIM" npuBegeHHAM y BignosigHicTe Kk DMF BupobHuka «HETERO
dipma DRUGS LIMITED».
"MIKPOXIM" 3anponoHoBaHo: meTtaHon 0,03(300), etnnauetat 0,05(500);
3MiHM | TNy - He3HayHi 3MiHK B NpoLleci BUpobHuuTea AdI
AmnoguniHy 6ecunar y 3B’a3Ky 3 YAOCKOHANeHHS nepLuoro
eTany CMHTe3y BHACMiAOK YHVKHEHHS! BUKOPUCTaHHSA
MeTUNeHxXop1ay, HaTpito BicynbgiTy Ta HaTpito xnopuay Ta
BUITyYEHHA YeTBepTOoro etany cuHTedy A®l y 38’a3ky 3
HEBMKOPWCTaHHSM AaHOro eTany B npoueci BupobHuuTea
19. | AM-ANITEP Tabnetkn no 4 mr/10 | ToBapucteo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/17391/01/02
mr, no 10 TabneTok obmexeHo 0bMexeHo 3MiHM 0o cneundikadii Ta meTogiB KoHTporio APl Amnoauvniny | peuenmom
y bnicTepi; no 3 BignoBsiganbHi BiANOBIgaNbHICTIO Gecunar, a caMme — 3MiHa KpUTepiiB NPUUHATHOCTI 3a
6nictepu y nayui cTio HaykoBso- HaykoBo-B1po6Huya NMOKa3HUKOM «3anuLUKOBi PO34YMHHUKWY, Y 3B’A3KY 3
BMPOGHMYa dipma "MIKPOXIM" npuBedeHHAM y BignosigHicTe kK DMF BupobHunka «HETERO
dipma DRUGS LIMITED».
"MIKPOXIM" BanponoHoBaHo: MeTaHon 0,03(300), etunauetat 0,05(500);
3MiHM | TRy - He3HayHi 3MiHK B NpoLieci BupobHuutea AdI
AmnoauniHy 6ecunat y 3B’3Ky 3 yOCKOHaNEHHs NepLIoro
eTarny CUHTEe3Yy BHACMIA0K YHUKHEHHS! BUKOPUCTaHHS
MeTuneHxmnopuay, HaTpito 6icynbdiTy Ta HaTpito xnopuay Ta
BUMNYyYeHHS YeTBepToro etany cuHTesy A®I y 38’a3ky 3
HEBMKOPWUCTaHHSM JaHOro eTany B Npoueci BUpobHMLTBA
20. | AM-ANITEP TabneTku no 8 mr/5 ToBapucTBo 3 Ykpaina ToBapwucTBo 3 Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/17391/01/03
mr, no 10 TabneTok obmexeHo obmMexeHow 3MiHM o cneundikadii Ta meToaiB KoHTponto ADI Amnoauvniny | peuenmom
y bnicTepi; no 3 BignosiganbHi BignoBiganbHiCcTO 6ecunar, a came — 3MiHa KpUTEPIiB NPUAHSATHOCTI 3a
6nictepu y nayui cTio HaykoBo- HaykoBo-B1pobHuya NMOKa3HUKOM «3anuLLUKOBi PO3YMHHUKNY, Y 3B’A3KY 3
BMPOOHMYa dipma "MIKPOXIM" npuBeeHHAM y BignosigHicTb Kk DMF BupobHuka «HETERO
dipma DRUGS LIMITED».
"MIKPOXIM" 3anponoHoBaHo: meTtaHon 0,03(300), etnnauetat 0,05(500);
3MiHW | TUNY - He3HayHi 3MiHK B NpoLieci BUpobHuuTBa AdI
AmnoauniHy 6ecunat y 3B’3Ky 3 yOCKOHaNEHHS NepLIoro
eTany CMHTe3y BHACMifOK YHUKHEHHSI BUKOPUCTaHHSA
MeTUNeHxIopmay, HaTpito BicynbgiTy Ta HaTpito xnopuay Ta
BUIYyYeHHs YeTBepToro etany cuHTesy A®I y 38’a3ky 3
HEBMKOPWCTaHHSIM JaHoro eTany B npoueci BUpobHuuTea
21. | AM-ANITEP Tabnetkn no 8 mr/10 | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MmiHu | Tuny - 3a UA/17391/01/04
mr, no 10 TabneTok obmexeHo obMexeHow 3MiHM o cneundikadii Ta meTtodiB KoHTponto APl Amnoauvniny | peyenmom

y 6nicTepi; no 3
Gnictepu y navui

BignoBiganbHi
cTio HaykoBo-
BUPOGHMYa

dipma

BiAnoBiganbHIiCTO
HaykoBo-B1MpobHU4a
dpipma "MIKPOXIM"

6ecunar, a came — 3MiHa KpUTEPIiB NPUAHSATHOCTI 3a
NMOKa3HUKOM «3anuLLKOBi PO34YMHHUKWY, Y 3B’A3KY 3
npuBeaeHHAM y BignosigHicTb Kk DMF BupobHuka «HETERO
DRUGS LIMITED».
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"MIKPOXIM" 3anponoHoBaHo: meTtaHon 0,03(300), etnnauetat 0,05(500);
3MiHK | TUNY - He3HaYHi 3MiHK B NpoLieci BUpobHuuTea API
AmnoauniHy 6ecunat y 3B’3Ky 3 yAOCKOHaNEHHs NepLIoro
eTarny CUHTEe3y BHACMiAoK YHUKHEHHS! BUKOPUCTaHHS
mMeTuneHxnopuay, Hatpito 6icynbdiTy Ta HaTpito xnopuay Ta
BUIyYeHHSs YeTBepToro etany cuHtedy Ad| y 38’A3ky 3
HEBMKOPWCTaHHSIM JaHoro eTany B nNpoueci BUpobHMLTBa
22. | AHOUNAR- Tabnetku, no 10 NAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/10129/01/01
®OPTE TabneTok y cTpunax; "MoHdpapm" 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy - peuenma
no 10 TabneTok y 3MiHW BHECEHI Y M. 17 TEKCTY MapKyBaHHS BTOPUHHOI YNaKoBKK
cTpvni; no 2 abo no Ne 20 (10x2) nikapcbkoro 3acoby o4O HAHECEHHS 3HaKy Ans
10 cTpvniB y nayui 3 TOBapiB Ta nocnyr
KapTOHY
23. | AHOPO™EN NMOPOLLOK ANA nakcoCmiTKn Benuka "makco OnepenHc Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/14742/01/01
NINTA™ iHransauin, SAMH Ekcnopt BpuTaHis HOK Nimiten BpuTaHis 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
[030BaHuK, no 55 Nimiten BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHWX Npo CUCTEMY
MKr/22 MKr/go3y; no dapmakoHarnagy (BBe4eHHS y3aranbHEeHUX aHWX Npo
30 gosy cucTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
NOpPOLLKOBOMY BignoBiganbHOI 3a 34iMCHEHHS hapMmakoHarnsay; KOHTaKTHOT
iHransiTopi; no 1 ocobu 3 chapMakoHarnsagy 3asiBHUKa Anst 30iNCHEHHSsI
iHransaTopy B NOTKY 3 hbapmakoHarnsgy B YkpaiHi, Ko BoHa BigMiHHa Bif
onbrn B KAPTOHHIN yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
Kopooui dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHiI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKA, BignosiganeHoi 3a
dpapmakoHarnsa: MponoHosaHa pegakuis — Ap. MeHc-Ynbpix
LWrermanH / Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu, BianosiganbsHoi 3a
dapmakoHarnsg. 3miHa Homepy Ta MiCLie3Hax04XKeHHS
mMacTep-caina
24. | ANCOPBIH MOPOLLIOK ANsi AT "®dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - be3 UA/17825/01/01
opanbHoi cycneHsii npuBeAeHHA METOANKN BU3HAYEHHS KOHTposo ADI peuenma
no3r,no3,76re fAiocMeKTuTy 3a nokasHukoM "MikpobionoriyHa ynctoTa" oo
cawe, no 10 a6o 30 matepianis BupobHuka Shandong Luye Pharmaceutical Co.,
calue y navui Ltd., Kutan, a came kputepii NPUAHATHOCTI AONOBHIOKOTLCS
HopmMmyBaHHsIM Salmonella B 10 r; 3miHu | TUNy - NpuBeaeHHs
Cneuudikauii koHTponto ADI giocMeKTUTY 3a NOKa3HUKOM
"MikpobionoriyHa uncrora" o matepiarnis BUpoOHMKa
Shandong Luye Pharmaceutical Co., Ltd., Kutai, a came
KpuTepii NPUNHATHOCTI OMOBHIOIOTLCA HOPMYBaHHSAM
SalmonellaB 10 r
25. | ATOPBACTA | nopoLuok CeHTpieHT HinepnaH CeHTpieHT IHAis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - - UA/14978/01/01
TUHY (cybeTaHuis) y dapmachbtoTika an dapmachbtoTikan3a 3MmiHu 3 sikocTi. CepTudikart signosiaHocTi/lE-cepTudikaT
KANbLIO nonieTuneHoBmx n3 IHApia MpawvsiT BiANoBigHOCTI €Bponencekini hapmakonei/moHorpadii.
TPUTIOPAT nakeTtax ons HesepnaHac NMimiten MonaHHsa HoBoro abo OHOBMEHOTO cepTudikaTa BiANoBIAHOCTI
dapmaueBTU4HOIro B.B. abo BuNyYeHHsi cepTudikaTa BignoBigHOCTI €EBponeinchkii
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[TponoBxkeHHs nojgaTka 3

n/
n 3acoby

JliKapCcbKO20

(nikapcbka ¢ghopma,
ynakoeka)
3acTOCYBaHHS

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

26.

BAKTOKINAB

TabneTkun, BKpUTI

Mikpo Jlabc

IHAin

Mikpo J1a6c limiten

dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
BMKOPUCTOBYIOTbCS Y BUpobHuUTBi ADI; Ans 4onoMixXHOT
peyvoBUHM (iHLLI 3MiHK) - oHOoBReHHs CepTudikaTty
BiAnoBigHoCTI €Bponencokin dapmakonei R1-CEP 2010-366
Rev 02 ana A®| aTopBacTaTuHy KanbLito TpurigpaTy Big Bxe
3aTBEPKEHOr0 BMPOOHUKa CeHTpieHT ®anmacbloTikans IHais
Mpansit JimiTeq, IHaia 3 BignoBigHMMKM 3MiHaMu o
Cneuudikauii/MeTogais BUnpo6yBaHHs BiANoBigHO MoHorpadii
EP: - BunyyeHo nokasuumkm "Baxki metann" Ta
“MikpobionoriyHa uncTtoTta” 3 BignoBiAHUMN MeToAamMu
BUNPoBYBaHHS; - JONOBHEHO BiAMOBIAHUM NOCUMAHHSAM LWOA0
4acToTH BUNPOOYBaHHSA 3a MNOKa3HMKaMK "PeHTreHiBCbka
aundpakuis”, "Hatpin", "3anuiuKoBi po34YmMHHKKK"; - 3MiHWN A0
po3giny “YnakoBka”; - 36inblUeHHsi nepiogy NOBTOPHOIO
BMNpobyBaHHA 3 4 pokiB A0 5 pokis; - cneyudikauiio Ta
aHaniTM4Hi MeToAnKM LONOBHEHHS BiANOBIAHUM MOCUNAHHAM
Ha gitoyy MoHorpadito EP, BuganeHo nocunaHHs Ha bpurT.
dapm.; - BHECEHO HEe3HaYHI pedakuiviHi yTOYHEHHS oo
Ha3Bu «CynpoBigHUX AOMILLOKY; - BUKNageHHs Tekcty MKA J13
OepXaBHOI MOBOIO 3riAHO Cy4aCHUX BUMOT; -KOPEKLiHi
npaBKku BHECEHO A0 po3ainy “MapkyBaHHS"; - 06’ eAHaHHS
po3ainie 3a nokadHukamm “Onuc” Ta “Po34mHHICTL” B OAMH
po3ain “XapakTepucTukun”, 6e3 3mMiH NOKa3HWUKIB.

27.

BA®A30I

NniBKOBOIO
o6onoHkoto, no 10
TabneTok y cTpuni;
no 1 ctpuny y
KopobLUi 3 KapToHY

Tabnetku no 10 mr;

Jlimiten

TosapucTBo 3

YkpaiHa

IHaisa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHN Wwopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy -
OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
3 BHECEHHSM iHopMaLlii LWoao 3a3HauYeHHsT OaNHULb
BMMIipIOBaHHS y cuctemi Sl. BHeceHHs 3MmiH o posainy
“MapkyBaHHs” MKA 113”: 3anponoHoBaHo: MapkyBaHHS.
BignosiaHo A0 3aTBEpAXXEHOr0O TEKCTY MapKyBaHHSA. TepMiH
BBEJEHHS 3MiH NpoTArom 6 micAuiB nicnsa 3aTBepAXKEHHS

3a
peuenmom

UA/10001/01/01

28.

IC®

BICENTON®

no 20 TabneTtok y
onictepi; no 2 abo 3
Gnictepu y navui

Tabnetku no 100

[04aTKOBOK

BignoBiganbHi
cTio

"IHTEPXIM"

AT "Apamven

TosapucTBo 3
[0aTKOBOKO
BiAnoBiganbHICTO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHn 3 gKkocTi. FoToBMIA nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa po3aMipy ynakoBku
rOTOBOrO fikapcbKoro 3acoby (3MiHa KinbkocTi oauHULb
(ranpwvknag TabneTok, amnyn TOLO) B yNakoBLi:) - 3miHa y
AianasoHi 3aTBEpA>KEHNX PO3MIPIB YNakoBKW. 3MiHa KirbKOCTi
oavHULL TabneTok y NepBUHHIM ynakoBui (6nictepi) ans 13
Badbason IC®, TabneTkun no 10 mr, 6€3 3MiHM NEPBUHHOIO
nakyBarbHOro Matepiany, 3 BiAnoBigHMMN 3MiHaMK y po3gini
"YnakoBka". 3MiHM BHeCEHI B iHCTPYKLiO ANs MeanyHoro
3aCTOCyBaHHsI NikapcbKoro 3acoby y po3ain "Ynakoska" 3
BiJMOBIAHVMW 3MiHAMU B TEKCTi MapKyBaHHSA YNaKoBOK.

be3
peuenma

UA/18761/01/01

mr/20 mr no 20

dapma”

TabneTok y 6nictepi;

MNonblia

AT «Apnamvep
dapma»

MonbLla

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsaay.

3a
peuernmom

3MiHa y KOpOTKili XapakTepucTuLi Nikapcbkoro 3acoby, TeKCTi

UA/3027/01/01




11 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 Gnictepy B MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
KapTOHHiN kopobuyj, niacTasi perynsipHo OHOBIIOBAHOTO 3BiTY 3 6e3neku
no 1000 TabneTok y nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHs
meTanesomy nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepiog, abo sk
KOHTEeWHepi pesynbTaT OUiHKK 3BIiTY 3 AOCHIAXEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM). 3MiHU BHECEHI A0
IHCTpYKUiT ANS MeanMYHOro 3aCTOCyBaHHS nikapcbkoro 3acoby
0o posginie: "®apmakonoriynHi BnactusocTi”, "lMokasaHHs"
(yTouHeHHs), "MpoTunokasaHHsA", "B3aemMogis 3 iHLWMMu
nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
"OcobnuBocCTi 3acTocyBaHHA" (3aCToCyBaHHS y nepiog
BariTHoCTi abo rogyBaHHsA rpyaato), "Cnocib 3actocyBaHHs Ta
po3n", "[itn" (yTouyHeHHs) woao 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BBegeHHst 3MiH NpoTArom 6-T1 MicsauiB
nicns 3aTBepAXKEHHS.
29. | BICENTON® Tabnetkun no 400 AT "Agamen MNonbwa AT «Agameq Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/3027/01/02
mr/80 mr; no 20 dapma” dapmar» 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
Tabnetok y bnicrepi; 3MiHa y KOpOTKil XapaKTeprCcTULi Nikapcbkoro 3acoby, TEKCTi
no 1 6nictepy B MapKyBaHHS Ta iHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS Ha
KapTOHHiIN kopooLyj; nigcraBsi perynsipHo OHOBMOBAHOTO 3BiTYy 3 6e3neku
no 14 tabnetoky nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
6nictepi, mo 1 nikapcbKkoro 3acoby B micrnspeecTpauiinHvi nepiod, abo sk
Gnictepy B pes3ynbTaT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
KapTOHHiIn kopobuyj; 00 nnaHy neaiatpnyHux gocnigkersb (PIP) (3miHy y3rogxeHo 3
no 1000 TabneTok y KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM). 3MiHU BHECEHI [0
MeTanesoMy IHCTPYKUii ANs MeanYHOro 3acTocyBaHHs! Nikapcbkoro 3acoby
KOHTeWHepi Ao posginis: "®apmakonoriyHi BnactusocTi", "MNokasaHHs"
(yTouHeHHs), "MpoTunoka3aHHsa", "B3aemMogist 3 iHWMMu
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogin",
"OcobnuBocCTi 3acTocyBaHHA" (3aCTOCyBaHHS y nepioa
BariTHOCTi abo rogyBaHHSA rpyaato), "Cnocib 3actocyBaHHs Ta
posn", "OiTn" (yTOYHEHHs) Wwoao 6e3nekn 3acTocyBaHHs!
nikapcbkoro 3acoby. BBeaeHHst 3MiH MpoTArom 6-Tn micsuiB
nicns 3aTBepAXXEHHSI.
30. | BOHOXWUIAP | cupon; no 90 mn, XepbioH MakuctaH XepbioH MakucTaH MakuctaH BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - be3 UA/9929/01/01
abo no 120 mn, abo MakuctaH Mpansert NimiTeq, 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay. peuenma
no 150 mny (MpawiseT) BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHWX Npo cucTemy
CKISAHOMY (PNaKOHi; Nimiteq hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo

no 1 cdonakony B
KapTOHHiIl kopobuyi

cvcTemy chapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobw,
BiAMNOBIAaNbHOI 3a 3AiCHEHHS dhapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iNCHEHHs!
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yMOBHOBaXeHOoi ocobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNOBHOBaXXEHOT 0COOW 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag,.
lMponoHoBaHa pepakuis: [-p Idpax XacaH. 3MiHa KOHTaKTHUX
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[JaHuX yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
dapmakoHarnsag,.
MponoHoBaHa pegakuis: Ani Lax Amaxag. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CcOBM YNOBHOBaXEHOT 0COOM 3asiBHMKA,
Bi4noBiganbHoi 3a papMakoHarnsag B YKpaiHi
31. | BPOHXOTEP | aeposonb TOB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/15813/01/01
on posoBaHwui, 100 "BAJIAPTIH obmexeHot OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKU MikapcbKkoro 3acoby | peyenmom
Mkr/go3y no 10 mn OAPMA" BianoBiganbHicTO 3 BHECEHHSM iHopMaLlii LWoao 3a3HauYeHHst oanHULb
(200 po3) y 6anoHi, «MynbTicnpein» BMMIiptOBaHHs y cuctemi Sl. BHeceHHs 3MiHM go posginy
repmMeTn3oBaHoOMy «MapkyBaHHa» MKA 113: 3anponoHosaHo: MAPKMPOBKA. B
[03y04nM COOTBETCTBUM C YTBEPKAEHHBIM TEKCTOM MapKUPOBKM.
KnanaHowm; no 1
6anoHy pasom 3
Hacafkoto-
iHranaTopom Ta
3aXUCHUM
KOBMaYykoM B
KapTOHHIN nayuj
32. | BATIKNIH Kancynu BariHanbHi €BPO IHAis MapkcaHc ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/9629/01/01
M'IKi o 7 kancyn y NANDKEP N1 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
6nictepi; no 1 MNMPAVBIT B3anponoHoBaHo: MapkyBaHHS1. 3rigHO 3aTBEPOKEHOr0 TEKCTY
6nictepy y NIMITEQ MapKyBaHHS. 3MiHM BHECEHI B TEKCT MapKyBaHHS YMakoBKM
KapTOHHiI kopobui nikapcbkoro 3acoby Woao0 3a3HaYeHHS MiXKHAapPOAHMX
no3HaveHb OAVHULL BUMIpOBaHHS. BBeaeHHS 3MiH NpoTarom
6-TK MicAaUiB nicnsa 3aTBEPAXKEHHS
33. | BANnigon® TabneTku AT "®dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - be3 UA/2713/02/01
cy6niHreanbHi no 3MiHM 3 sikocTi. [oTOBMI Nikapcbkuin 3acib. Cuctema peuenma
0,06 r, no 10 KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa po3aMipy ynakoBku
TabneTok y 6nictepi; rOTOBOrO fikapcbKoro 3acoby - BUny4eHHs iHpopmallii Lwoao
no 1 abo 5 GnicTepis rpynoBoro nakyBaHHs bnicTepis Ta 3anvLnTK NakyBaHHSA
y nayui 3 KApTOHY; 6nictepis 6e3 BknagaHHsa B nayky. Hoea pepakuia YINAKOBKA
no 10 TabneTok y Mo 10 TabneTok y Gnictepi i3 NniBku nonimepHoi 6e36apBHOI i
Gnictepax onbru antoMiHieBOT Apykapcbkoi nakoBaHoi. Mo 1 abo5
onicTtepiB pa3oM 3 iHCTPYKLUi€ Anst MEOUYHOIO 3aCTOCYBaHHS
NMOMILLIaK0Th Y NayKy 3 KApTOHY.
A60o no 10 TabneTok y 6nictepi, 6e3 BknagaHHs B nayky pasom
3 BigMNOBIQHOK KINbKICTHO IHCTPYKLUIN AN MeguyHoro
3acTocyBaHHs
34. | BAIIbCAKOP | Tabnetku, BKpUTI KPKA, o.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/9451/01/02
®H 320 NniBKOBOI HoBo mecTo mecTo, CrnoBeHis 3MiHN BHECEHO [0 iIHCTPYKLUIii AN MEAUYHOrO 3aCTOCYBaHHS peuenmom

obornoHkoto, no 320
mr/12,5 mr no 10
TabneTtok y 6nicrepi,
no 3 abo 6 Gnictepis
Y KapTOHHIl kopobLi;

(BupobHuk
BignoBiganbHUN 3a
BMPOGHMLUTBO "in
bulk", nepsuHHe Ta
BTOpWHHE

nikapcbkoro 3acoby y po3ginu: "dapmakonoriyHi BnactueocTi",
"OcobnusocTi 3actocyBaHHs", "MobivHi peakuii” BignosiaHo Ao
OHOBIEHOI iHcpopmaLlii 3 6esneku Ailo4oi peHOBUHM.
BBegeHHs 3MiH NpOTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHuM | TMNY - 3MiHW BHECEHO A0 iHCTPYKUIT Ans MeanyHoro
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 14 Tabnetok y nakyBaHHs, 3acTocyBaHHs fnikapcbkoro 3acoby y posginu: "OcobnueocTi
6nicTepi, no 1, 2 abo KOHTPOMb Ta BMMYCK 3actocyBaHHs", "Mob6iyHi peakuii” BiagnoBigHO [0 OHOBREHOT
4 Gnictepn B cepii); KPKA, o.4., iH(opMmauii 3 6e3neku gjto4oi pe4yoBnHU. BBeaeHHs 3miH
KapTOHHiIl kopobLyj; HoBo mecTo, NpoTArom 6-Tu MicsILiB Nicnsi 3aTBEpPOXKEHHS
no 15 Tabnetok y CnoBeHis
6nictepi, no 2 abo 4 (BupobHuk
6nictepu B BiANoBiganbHWiA 3a
KapTOHHiN kopobui KOHTpOIb cepii)
35. | BAIIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/9450/01/02
®H 80 NniBKOBOIO HoBo mecTO mecTo, CnoBeHis 3MiHM BHECEHO [0 IHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHS peuenmom
obornoHkoto, 80 (BMPOBHMK, nikapcbkoro 3acoby y posginu: "®apmakonoriyHi BnactueocTi",
mr/12,5 mr no 14 BignoBiganbHUN 3a "OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii” BignosigHo Ao
TabneTok y 6nictepi; BMPOGHMLUTBO "in OHOBMEHOI iHdopmMaLlii 3 6e3neku Ail4oi PeHOBUHW.
no 2, no 4 abo no 6 bulk", nepeuHHe Ta BBeaeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns 3aTBepaKeHHS;
6nicTepie B kopobuyi; BTOPUHHE 3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT ANs MeanyHoro
no 15 trabnetoky nakyBaHHs, 3acTocyBaHHS nikapcbkoro 3acoy y posginu: "OcobnueocTi
6nictepi; no 2 abo 4 KOHTPOIb Ta BUMYCK 3acTocyBaHHs", "lNMobivHi peakuii” BigNOBIAHO 4O OHOBMEHOI
6nictepu B kopobLi cepii; BUPOOHUK, iHdopMauii 3 6eaneku gjto4oi pe4yoBnHN. BBeaeHHs 3MiH
BiAnoBiganbHWM 3a NpOTArom 6-Tu MicsILIiB Micnsi 3aTBEPOXKEHHS
KOHTpO-b cepii)
36. | BAIIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/9450/01/01
® HD 160 NnNiBKOBOO HoBo mecTo mecTo, CrnoBeHis 3MiHM BHECEHO [0 IHCTPYKUiT Ans MeAMYHOro 3aCTOCYBaHHS peuenmom
obornoHkoto, 160 (BMPOBHMK, nikapcbKkoro 3acoby y posginu: "®apmakonoriyHi BnactneocTi",
Mmr/25 mr, no 14 BignoBiganbHUN 3a "OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii” BignosigHo Ao
TabneTok y 6nictepi; BUPOGHMLUTBO "in OHOBMeEHOI iHdopMaLlii 3 6e3neku Ailo4oi peYOBUHN.
no 2, no 4 abo no 6 bulk", nepeuHHe Ta BBEJEHHS 3MiH NpOTArom 6-Tu MicsUiB Nicns 3aTBepAKeHHS;
6nicTepis B kopobuyj; BTOPUHHE 3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT ANs MeanyHoro
no 15 rabnetok y nakyBaHHs, 3acTocyBaHHs nikapcbkoro 3acoby y posainu: "OcobnueocTi
onictepi; no 2 abo 4 KOHTPOIb Ta BUMYCK 3acTocyBaHHs", "lMobivHi peakuii” BigNOBIAHO 4O OHOBMEHOI
6nictepu B kopobui cepii; BUPOGHMUK, iHpopmalii 3 6e3neku aitovoi peyoBMHU. BBeaeHHsI 3MiH
BignoBiganbHUN 3a NpOTArom 6-Tu MicsLiB Nicns 3aTBepOXKEHHS
KOHTpOnb cepii);
TNaypyc Nabc
Nimiten, IHaia
(BMPOBHMK,
BiAnoBiganbHWI 3a
BUPOGHMLUTBO "in
bulk")
37. | BAIIbCAKOP | Tabnetku, BKpUTI KPKA, o.4., CnoBeHis BionosiganbHuin 3a CnoBeHis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/9450/01/03
® HD 320 NNiBKOBOO HoBo mecTo BUPOGHMLUTBO "in 3MiHM BHECEHO OO0 IHCTPYKLUiT Ans MeANYHOro 3aCTOCYBaHHS peuenmom

obornoHkoto, no 320
mr/25 mr no 10
TabneTok y 6nictepi,
no 3 abo 6 6nictepis
Y KapTOHHIlA kopobLi;
no 14 Tabnetok y
6nictepi, no 1, 2 abo
4 6nictepu B

bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CrnoBeHisi;
BignosiganbHui 3a

nikapcbKkoro 3acoby y po3ainu: "®apmakonorivHi BnacTMBocTi",
"OcobnusocTi 3actocyBaHHs", "MobivHi peakuii” BignosiaHo Ao
OHOBMEHOI iHdhopMaLlii 3 6e3neku Ailo4oi peYOBUHN.
BBEAEHHS 3MiH NPOTSArom 6-Tu MicauiB Nicnsa 3aTBEpAXKEHHS;
3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT ANs MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3sainu: "OcobnusocTi
3acTocyBaHHs", "lMobivHi peakuii” BigNoOBiAHO 4O OHOBMEHOI
iHdopmalLlii 3 6e3neku Aitovoi peyoBMHU. BBeaeHHs 3MiH




14 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiN kopobuyj; KOHTpOIb cepii: npoTArom 6-Tn MicsuiB nicns 3aTBepaXKeHHs
no 15 tabnetok y KPKA, a.a., Hoso
6nictepi, no 2 abo 4 mMecTo, CroBeHis
6nictepu B
KapTOHHiN kopobui
38. | BANIbUUT® TabneTkn, BKpUTI & . XodbdbmaHH- | Leenuapi | MateoH IHk., KaHaga KaHaga/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/14688/01/01
NniBKOBOIO J1a Pouw Jltg a (BUPOBHMLTBO Himeuuunna/ 3MiHM LWoao Ge3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peuenmom
obornoHkoto, no 450 Hepo3dhacoBaHoi LLiBenyapis BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHWX Npo cucTemy
Mmr; no 60 TabneTok npoaykuii, nepBuHHe apmakoHarnsgy (BBEAEHHS y3aranbHEHUX 4aHux npo
y nnsawui; no 1 nakyBaHHs, cucTemMy cpbapMakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
NAAWUI y KaPTOHHIN BMNPOOYBaHHS BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMaKkoHarnsaay; KOHTakTHOI
ynakoBLji KOHTPOIIO SIKOCTi); ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iCHEHHS
Pow ®apma AT, bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
Himevuunna YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
(BunpobyBaHHs hapmakoHarnsigy (BkIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
KOHTPOIIO SIKOCTi); po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
®.XodbdpmaHH-Ia 3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
Pow NTa, ocobu 3asiBHKKa, BignoBiganbHOI 3a hapmMakoHarnsg B YkpaiHi
LLiseninapisa
(BTOPYHHE
nakyBaHHS, BUMYCK
cepii)
39. | BAHKOMILUM niocpinizaT ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny - 3a UA/13483/01/01
H-®APMEKC pO34uHy aAns "dAPMEKC reyn" 3MiHM BHECEHO [0 IHCTPYKLUiT Ans MeANYHOro 3aCTOCYBaHHS peuenmom
iHdpysin no 500 wmr, reyn" nikapcbKkoro 3acoby y posainu: "Bsaemogis 3 iHWyMm
no 1 dpnakoHy B nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogin",
KOHTYpPHIn "OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii” BignosigHo go
YapyHKOBIW OHOBIeHoI iHdopmaLii 3 6esnekun Ailo4oi pevoBuHN. BBeaeHHs
ynakosui; no 1 3MiH NPOTSArom 6-Tu MiCAILiB MiCNs 3aTBEPOKEHHS
KOHTYpPHIn
YapYHKOBIN yrNakoBLi
B nayui
40. | BAHKOMILU niogpinizat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/13483/01/02
H-®APMEKC pPO34mnHy Ans "®APMEKC reyn" 3MiHM BHECEHO [0 IHCTPYKLUii Ans MeAUYHOro 3aCTOCYBaHHS peuenmom
iHdysin no 1000 mr, reymn" nikapcbkoro 3acoby y po3ainu: "B3aemogis 3 iHWyMu
no 1 pnakoHy B nikapcbkuMmn 3acobamu Ta iHWi BUaAM B3aemogin",
KOHTYpPHIl "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii” BignosigHo 0o
YapyHKOBIN OHOBIeHoT iHdopMmaLii 3 6e3neku ailo4oi pevoBuHN. BBeaeHHs
ynakosui; no 1 3MiH NPOTSArom 6-Tu MiCsILiB MiCNsi 3aTBEPOKEHHS
KOHTYPHIl
YapyHKOBIN ynakoBLi
B nayui
41. | BENKEMA® niodinizat Ans TOB YkpaiHa BupobHuuTBo, ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/4405/01/03
pO34MHy Ans "[PKOHCOH i nepBMHHa ynakoBka Benbris ApamiHicTpaTuBHi 3miHW. 3MiHa kogy ATX - 3MiHK BHECEHO OO | peyenmom
iH ekuin no 3,0 mr; 1 [XOHCOH Ta KOHTPOIb SKOCTi: IHCTPYKUiT ANs MeanYHOro 3acToCcyBaHHs! Nikapcbkoro 3acoby
hnakoH 3 MOPOLLKOM YkpaiHa" BCI o po3sginy "®apmakoTtepanestuyHa rpyna. Kog ATX". lo
y GriicTepHin dapmacbioTukana 3aTBEPKEHHSI peKOMeHOYETbCs IHCTPYKUIS Ans MegU4HOoro

ynakosui; no 1
OnicTepHin ynakosLi

C.n.A,, Itanis;
BTopyHHa ynakoBka,

3aCTOCyBaHHsI Nikapcbkoro 3acoby i3 kogom ATX, skui
BignoBigae MxxHapogHoMy knacudikatopy BOO3
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B KapTOHHi kopobui KOHTPOIb SKOCTi Ta (http://www.whocc.no/atc_ddd_index/): 3aatBepaxeHo — LO1X
BMNYCK cepii: X32, 3anponoHoBaHo — LO1X GO1. BBeaeHHs 3MiH MPOTArom
AHcceH 6-TV MicsaLiB nicns 3aTBEPOXKEHHS
dapmauesTtuka HB,
Benbris
42. | BIHKAMIH NMOPOLLIOK JliHHea CA LLseviLapi Jlinnea CA LLiseviapis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3miHu | Tuny - - UA/11572/01/01
(cybeTaHuis) y A 3MiHn 3 gxkocTi. A®Il. KonTponb A®I (iHwi 3miHW) - BuknageHHs
noaBiNHNX MeTopiB KOHTPOMIO SIKOCTi YKpaiHCbKOK MOBOK. 3MiHun Il Tuny -
nonieTMneHoBmx 3miHu 3 akocTi. APl. KoHTponb A®I (iHwi 3miHK) - BBegeHHsIM
naketax gns HoBoi Bepcii AM® VMR/E02/15.05.2020 BupoGHUMKkoMm JliHHea
hapmaLeBTU4HOro CA, WBenuapis. Ak Hacnigok npuBeaeHHs nokasHukis APl y
3acTOCyBaHHs! BiANoBIgHICTb O MoHorpadii €®, y 3B’A3ky 3 Uum ByB
OHoBMeHun po3ain «3.2.S.4.1. Cneundikauis», Ta 3BY>KEHHS
[OMyCTUMUX MEX 3a MOKA3HMKOM «3amnuLLUKOBI KifbKOCTI
OpraHiyHMX po3vmHHKKIB» AuxnopmeTany — 600 ppm. A Takox
3MiHa y po3aini « TepMiH npyuaaTHOCTI 5 pokiB» Ha « TepMiH
NepeKoHTPONo 5 pokiB».
43. | BITAMIH kancynu m'siki, no 10 | ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHix MaTepianis: 3MiHu | Tuny - bes UA/16043/01/01
A+E- kancyn y 6nictepi; obmexeHo obmexeHoto 3MiHn 3 gKkocTi. FoToBMIA Nikapcbkui 3acib. Cuctema peuenma
300POB'A no 3 Gnictepu, abo BignoBsiganbHi BianoBiganbHiCcTO KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa po3mMipy ynakoBku
no 5 Gnictepi y CTIo "®apmaueBTuyHa roTOBOro NMikapCbKoro 3acoby (BUMyYeHHS yNakoBKW NEBHOTO
Kopooui "®apmaneBTn KomnaHis "3gopos's” po3mipy).
YHa KOMMNaHis BunyuyeHHs ynakoBok Ne10 (10x1) B 6nictepi B kopobui Ta
"3gopos's" Ne60 (10x6) B GnicTepax B kopobui, 3 BignoBigHNMMN 3MiHAMM
[0 po3ainy «YnakoBkay. BBeaeHHst 3MiH npoTaromM 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
44. | BITAMIH A- Kancynu m'ski no 33 ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - be3 UA/16142/01/01
300POB'A 000 MO; no 10 obmexeHo 0obMexeHo 3MmiHuM 3 akocTi. [oToBMI Nikapcbkui 3acib. Cucrema peuenma
kancyn y 6nicrepi; BignosiganbHi BignoBiganbHiCcTO KOHTelHep/3akynoptoBanbHuiA 3aci6. 3MiHa po3mipy ynakoBku
no 5 GnictepiB y CTIo "®apmaueBTnYHa roTOBOrO NMikapCbKoro 3acoby (BUMyYeHHS yNakoBKW NEBHOTO
KOpoO6Li 3 KapTOHY "®apmaneBTn KomnaHis "3gopos's” po3mipy)
YHa KOMMaHis BunyuyeHHs ynakoBok Ne10 (10x1) B 6nictepi B kopobui Ta
"3gopos's" Ne20 (10x2) y 6nictepax B kopobuj, 3 BianosigHumu 3amiHamu
[0 po3ainy «YnakoBkay. 3MiHWM BHeCeHi B po3ain "Ynakoska" B
iHCTpPYKLIil0 AN MeANYHOro 3acToCyBaHHS MikapCbkoro 3acoby
y 3B"A3KY 3 BUITy4YEHHAM NEeBHOr0 PO3Mipy ynakoBOK, SK
HacrifoK - BUIyYEHHS! TEKCTY MapKyBaHHS BiANOBIOHWX
yNaKoBOK.
BBegeHHs 3MiH NpoTsArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.
45. | BITAMIH A- Kancynm M siki no ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/16142/01/02
300POB'A 100 000 MO no 10 obmexeHo obMexeHow 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peuenma
Kancyn y 6nictepi; BignosiganbHi BignoBiganbHiCcTO KOHTeWHep/3akynoptoBanbHUiA 3aci6. 3mMiHa po3Mipy ynakoBku
no 5 Gnictepis y CTHo "®apmaueBTUYHa roTOBOIO MiKAPCbKOro 3acoby (BUMyYeHHS yNakoBKU NEBHOTO
KopobLUi 3 KapToHY "®PapmaLeBTu KoMnaHis "3gopos's” po3mipy)
YHa KOMMaHis BunyuyeHHs ynakoBok Ne10 (10x1) B 6nictepi B kopobui Ta
"3popos's" Ne20 (10x2) y 6nictepax B kopobuj, 3 BianoBigHUMu 3mMiHamu

[0 po3giny «YnakoBka». 3MiHM BHeceHi B po3ain "Ynakoeka" B
iHCTPYKUilO ANst MEAUYHOrO 3aCTOCyBaHHS fikapcbkoro 3acoby
y 3B"513Ky 3 BUITYYEHHSIM NEBHOIO PO3Mipy YNaKOBOK, SIK
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HacMifoK - BUNyYEHHS! TEKCTY MapKyBaHHS BiANOBIAHNX
yNaKoBOK.
BBefeHHs 3MiH NpoTArom 6-Tv MicAUB Nicnsi 3aTBEPAXKEHHS.
46. | BOPUKA3 TabneTku, BKpUTI "meHmapk IHAisa "meHmapk IHAisA BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/15815/01/01
NMiBKOBOO PapmacboTuk dapmacboTnkana 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy - peuenmom
o6ornoHkot no 50 mr ans Jlta. TimiTen OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW flikapcbKoro 3acoby
Ne 10 (10x1) y 3 BHECEHHSIM iHhopMaLlii LLoAo 3a3Ha4YeHHsT 0anHULb
6nictepax BMMIiplOBaHHs y cuctemi Sl. BHeceHHs 3MiH go po3ainy
«MapkyBaHHa» MKA 113 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPPKEHOTO TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsAUIB Nicnsa 3aTBEPKEHHS
47. | BOPUKA3 TabneTkn, BKpUTI nmeHmapk IHgis "meHmapk IHais BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/15815/01/02
NniBKOBOKO dapmacbrThK dapmacbioTukana 3MiHM Woao 6e3nekn/eekTMBHOCTI Ta hapmakoHarnsagy - peuenmom
obornoHkoto no 200 ans Jlta. TimiTeqn OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW flikapcbKoro 3acoby
mr Ne 10 (10x1) y 3 BHECEHHAM iHGopMaLlil LWOAO 3a3HAYeHHS O4MHULB
6nictepax BMMIipIOBaHHS y cuctemi Sl. BHeceHHs 3MiH o posainy
«MapkyBaHHa» MKA 113 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS 3MiH
nNpoTArom 6 MicsAUIB Nicnsa 3aTBEPHKEHHS
48. | BOPUTAB®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEHHs1 3MiH JO peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa 3a UA/10647/01/01
200 NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauiHoro noceigveHHs) (3rigHo Hakazy MO3 | peuenmom
obornoHkoto, no 200 N3 (E® 3ETI) Bia 23.07.2015 Ne 460)
mr; no 10 TabneTok
y bnicTtepi; no 1
onictepy y
KapTOHHIN kopobui
49. | BOPUTAB®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTompkeH Jland IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHMKa 3a UA/10647/01/02
50 NniBKOBOIO NAVSCAEHC CaeHcus JlimiTeq (BnacHuka peecTpaLiiHoro noceigveHHs) (3rigHo Hakady MO3 | peuenmom
obornoHkoto, no 50 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
mr; no 10 TabneTok
y bricTtepi; no 1
Gnictepy y
KapTOHHIN kopobui
50. | TEK-IH®Y3IA | po3unH ans iHdysiii MpuBaTHe Ykpaina MpuBaTtHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/5131/01/02
6% no 200 mn a6o no akuioHepHe akuioHepHe 3MiHM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. Cructema peuenmom
400 mn y nnswkax TOBapuCTBO TOBapuCTBO KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa Byab-aKoi YacTUHK
"lHcpyasia” "lndpysis” maTepiany NepPBUHHOI YNaKOBKM, LLIO HE KOHTaKTye 3 FOTOBUM

nikapcbknM 3acobom (Hanpuknaz Konip KpuLeyok 3
KOHTPOMEM MepLUOro BIAKPUTTS, KOMIp KOAOBKX Kineub Ha
amnyrnax, KoHTeliHepa Ans ronok (pisHi BUAu nnactmacu)

(3MiHa, sika He BNNMBAE Ha KOPOTKY XapaKTEPUCTUKY

nikapcbKkoro 3acoby) - y 3B’A3Ky i3 3aCTOCYyBaHHSAM HOBUX TUMIB
KOBMaYKiB artoMiHIEBUX 3 NNIACTUKOBOK HaKMaZKoW BXe
3aTBEPKEHUX BUPOOHWMKIB BUHMKNA HEOOXIAHICTb BHECEHHSI
3MiH y Cneuudikauito BXiJHOrO KOHTPOJTIO KOBMAYKiB
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
antominieBnx CBC Ne M 005/10 «KoBnayku antomiHiesi»
51. | FEKOBEH pO34uH ANs iHdYy3in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/11511/01/01
no 200 mn, abo no akuioHepHe akuioHepHe 3MiHM 3 sikocTi. [oToBUMIA Nikapcbkuin 3acib. Cuctema peuenmom
250 mn, abo 400 mn, TOBapuCTBo TOBapuCTBO KOHTeNHep/3akynoptoBanbHUi 3aci6. 3MiHa Byab-aKkoi YacTUHM
abo no 500 mny "lHdpysia" "IHdpy3is" marepiany nNepBYHHOI YNaKoBKU, LLIO HE KOHTAaKTYyE 3 rOTOBUM
nnsLwKax nikapcbknm 3acobom (Hanpuknag Konip KpULLEYoK 3
KOHTPOMEeM NepLUOoro BIAKPUTTS, KOMip KOAOBKX Kineub Ha
amnynax, KoHTenHepa A5 ronok (pisHi Buan nnacrmacu)
(3miHa, sika He BNNMBAae Ha KOPOTKY XapaKTepuUCTUKy
nikapcbKkoro 3acoby) - y 3B’A3Ky i3 3aCTOCYBaHHSAM HOBUX TUMIB
KOBMaYKiB asitoMiHIEBMX 3 NNACTMKOBOIO HAKMaAKo BXe
3aTBEPAKEHNX BUPOOHUKIB BUHUKIA HEODXiAHICTE BHECEHHS
3MiH y Cneuudikauito BXiGHOTO KOHTPOSIO KOBMNAYKiB
antominieBnx CBC Ne M 005/10 «Kosnayku antomiHiesi»
52. | FTEKCOPAN® NbOASHUKK; Nno 4 TOB YkpaiHa HOHik IHgia BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | Tuny - | Ne 1, Ne 8, UA/2173/01/01
JIOPCENT 3lI NbOAAHVKNA Y CTPUI; "[I>KOHCOH i dapmacbioTukan 3MiHn 3 gKkocTi. FoToBMIA nikapcbkui 3acib. Cuctema Ne 12, Ne
CMAKOM no 2 abo 4 ctpunu y I>XOHCOH JlaGopaTtopis KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa po3mipy ynakoBku | 16, Ne 24 —
AMNENBbCUHA | kapToHHI kopobui YkpaiHa" (BiogineHHst ipmun roTOBOro NMikapCbKoro 3acoby (BUMyYeHHs yNakoBKW NEBHOTO bes
"[x. B. Kemikans po3mipy). peuenma;
eHa BunyuyeHHs BuaiB nakyBaHb, SiKi 3apeecTpoBaHi Ha AaHu Ne 100 — 3a
dapmacboTnkana MOMEHT, ane He BUrOTOBNSIIOTLCS i HE 3aBO3ATLCSH B YKpaiHy, 3 | peuernmom
Jitg.") BigNOBIgHMMM 3MiHaMu B po3ain «Ynakoska» MKA 3.
BBefeHHs 3MiH NpoTsArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.
53. | FTEKCOPAJI® | nboasHuku; no 4 TOB YkpaiHa HOHik IHAia BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MiHu | Tuny - | Ne 1, Ne 8, UA/2174/01/01
JIOPCENT 3lI NbOAAHVKN Y CTPUI; "[I>KOHCOH i dapmacbioTukan 3MiHu 3 gKkocTi. FoToBMIA nikapcbkui 3aci6. Cuctema Ne 12, Ne
CMAKOM no 2, abo 4 ctpunu y [I>xOHCOH IlabopaTopia KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa po3mipy ynakoBku | 16, Ne 24 —
JIMMOHA KapTOHHiI kopobui YkpaiHa" (BiogineHHst ipmun roTOBOrO fikapCbKoro 3acoby (BMyYeHHs! ynakoBK/ NEBHOIO be3
"Ox. B. Kemikans po3mipy). peuenma;
eHg BunyyeHHs BuaiB nakyBaHb, SiKi 3apeecTpoBaHi Ha AaHun Ne 100 — 3a
dapmacboTukana MOMEHT, ane He BUrOTOBNSIIOTLCS i HE 3aBO3ATLCSH B YKpaiHy, 3 | peuernmom
Jitg.") BigNOBIgHMMM 3MiHaMu B po3ain «Ynakoska» MKA 3.
BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB NicNs 3aTBEpAXKEHHS
54. | TEKCOPAN® | nboasHuku no 4 TOB Ykpaina tOHik IHAisa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3MmiHun | Tuny - | Ne 1, Ne 8, UA/10278/01/01
JIOPCENT 3lI NbOAAHVKN Y CTPUI; "[I>KOHCOH i dapmacbioTukan 3MiHn 3 gKkocTi. FoToBMIA nikapcbkui 3acib. Cuctema Ne 12, Ne
CMAKOM no 2 abo no 4 [>KOHCOH JlabopaTopis KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa po3mipy ynakoBku | 16, Ne 24 —
MEOY TA CTPWNW Y KAPTOHHIW YkpaiHa" (BiogineHHst ipmun roTOBOrO fiKapCbKOoro 3acoby (BMIyYeHHs1 ynakoBKW NEBHOIO 6e3
JIMMOHA Kopobui "x. B. Kemikana po3mipy). peuenma;
eHa BunyuyeHHs BuaiB nakyBaHb, ki 3apeecTpoBaHi Ha AaHui Ne 100 — 3a
dapmacboTukana MOMEHT, ane He BUrOTOBNSIIOTLCS i HE 3aBO3ATLCS B YKpaiHy, 3 | peuernmom
Nrp.") BigNOBIgHMMM 3MiHaMK B po3ain «Ynakoska» MKA N3.
BBegeHHs 3MiH NpoTSArom 6-Tu MicAUB Nicns 3aTBEPAXKEHHS.
55. | TEKCOPAN® | nboasHuku; no 4 TOB YkpaiHa tOHik IHAis BHECEHHS 3MiH IO peecTpaliiHix maTepianis: 3MiHu | Tuny - | Ne 1, Ne 8, UA/2176/01/01
JIOPCENT 3lI NbOAAHVKN Y CTPUI; "[I>KOHCOH i dapmacbioTukan 3MiHu 3 gKocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema Ne 12, Ne
CMAKOM no 2 abo no 4 [>XOHCOH JlabopaTopis KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa po3mipy ynakoBku |16, Ne 24 —
YOPHOI CTPWNW Y KAPTOHHIW YkpaiHa" (BipineHHst dipmun roTOBOrO NMiKAPCbKOro 3acoby (BUMyYeHHS yNakoBKU NEBHOMO bes
CMOPOOUH Kopobui "x. B. Kemikans po3mipy) . BunyyeHHs BuaiB nakyBaHb, ki 3apeecTpoBaHi Ha | peyenma;
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
n eHa OaHUA MOMEHT, ane He BUTOTOBNSOTLCS | HE 3aBO3SITLCA B Ne 100 - 3a
dapmacbtoTukan3 YKkpaiHy, 3 BignosigHMMu 3amMiHamu B po3gain «Ynakoska» MKA | peyenmom
Nra.") J13. BBeaeHHs 3MiH NpoTsArom 6-Tu MicsauiB nicns
3aTBEPOKEHHS
56. | IHEKUT® TabneTkn, BKpUTI OPIrAHOCUH OAE EBepTomkeH Nand IHais BHECEHHS1 3MiH O peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa 3a UA/8792/01/01
NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakazy MO3 | peuernmom
oboroHkoto, no 1r+ | U3 (ED 3ET I) Big 23.07.2015 Ne 460)

TabneTkn, BKpUTI
nniBKOBOIO
06omnoHkKo, Mo 11+
Tabnetku no 150 mr
kombi-ynakoBka Ne
1: no 1 Tabnetui
asnTPOMILUHY, 2
TabneTku
cekHigasony, 1
Tabnetui
dnykoHasony y
onictepi; no 1
6nictepy B
KapTOHHIN naywi;
kombi-ynakoBka Ne
5: no 1 Tabnetui
asnTPOMILUHY, 2
TabneTku
cekHigasony, 1
Tabnetui
dnykoHasony y
onictepi; no 1
6nictepy B
KapTOHHIN nayui; no
5 nayok y nauyw;
kombi-ynakoBka Ne
1: no 1 Tabnetui
a3UTPOMILUHY, 2
TabneTku
cekHigasony, 1
Tabnetui
dnykoHasony y
cTpuni; no 1 cTpuny
B KQPTOHHIM navui;
kombi-ynakoBka Ne
5: no 1 Tabnetui
a3nTPOMILHY, 2
TabneTku
cekHigasony, 1
Tabnetui
dnykoHasony y
cTpvni; no 1 ctpuny
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B KAPTOHHIW nayui;
no 5 navok y nayuij
57. | IHEKUT® TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jland IHais BHECEHHS1 3MiH JO peecTpauiiHuX MaTepianis: 3MiHa 3asiBHMKa - UA/8793/01/01
NniBKOBOIO NAADCAEHC CaeHcus JlimiTeq (BnacHvka peecTpauifiHoro noceigvyeHHs) (3rigHo Hakazy MO3
obornoHkoto, no 1r+ | U3 (ED 3ET I) Big 23.07.2015 Ne 460)
TabneTkn, BKpUTI
NniBKOBOO
oboroHkoto, no 11+
Tabnetku no 150 mr
in bulk: no 5000
Tabnetok
asutpomiuuHy, 5000
Tabnetok
cekHigasony, 5000
Tabnetok
dnykoHasony B
nakeri
58. | FMEHPA3 TabneTkn, BKpUTI nmeHmapk IHgis "meHmapk IHais BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/15731/01/01
NniBKOBOIO dapmacbrThK dapmacbioTukana 3MiHM Woao 6e3nekn/eeKTMBHOCTI Ta hapmakoHarnsagy - peuenmom
060roHKoto, Mo 5 mr ans Jlta. NTa. OHOBJIEHHSI TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
no 10 TabneTok y 3 BHECEHHAM iHOopMaLlil LLOAO 3a3HAYeHHS O4MHULB
6nictepi; no 3 BMMIipIOBaHHS y cuctemi Sl. BHeceHHs 3MiH o posainy
Gnictepu B «MapkyBaHHa» MKSA J13; 3anponoHoBaHo: MapKyBaHHS.
KapTOHHiI kopobui 3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHs. TepMiH BBEAEHHSI
3MiH NPOTArom 6 MicsALiB NicNs 3aTBEPIKEHHS
59. | FTMEHPA3 TabneTku, BKPUTI "neHmapk IHAgis "meHmapk IHAis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/15731/01/02
NniBkOBOIO dapmacbloTUK dapmacbioTukana 3MiHU Wwopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay - peuenmom
obornoHkoto, no 10 ans NTa. Iro. OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKW flikapcbKoro 3acoby
mr no 10 TabneTok y 3 BHECEHHSAM iHdopMaLlii LWoAo 3a3HavYeHHst o aNHULb
6nictepi; no 3 BUMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
6nictepu B «MapkyBaHHa» MKA J13; 3anponoHoBaHo: MapKyBaHHS.
KapTOHHiI kopobui 3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHs. TepMiH BBEAEHHSI
3MiH NPOTArom 6 MicsLiB nicns 3aTBepoKEHHS
60. | TMEHPA3 TabneTkn, BKpUTI neHmapk IHAis "meHmapk IHAisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/15731/01/03
NniBKOBOIO dapmacbloThK dapmacbioTukana 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay - peuenmom
obonoHkoto, no 20 ans JlTa. N1a. OHOBIIEHHSI TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
mr no 10 TabneTok y 3 BHECEHHSAM iHopMaLlii LWoao 3a3HauYeHHst OaNHULb
6nicTepi; no 3 BUMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
Gnictepu B «MapkyBaHHsa» MKSA J13; 3anponoHoBaHo: MapKyBaHHS.
KapTOHHiIl kopobui 3rigHO 3aTBEpAKEHOro TEKCTY MapKyBaHHs. TepMiH BBEAEHHS
3MiH NpOTHArom 6 MicsUiB nicns 3aTBepoXKEHHS
61. | TMEHPA3 TabneTkn, BKpUTI neHmapk IHAis "meHmapk IHAis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/15731/01/04
NniBKOBOKO dapmacbrTHK dapmacbioTukana 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsagy - peuenmom
obonoHkoto, no 40 ans JlTa. N1a. OHOBIIEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby

mr no 10 TabneTok y

3 BHECEHHSM iHdopMaLlii LLoao 3a3Ha4YeHHst 0 aNHULb
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 3 BMMIpIOBaHHS y cuctemi Sl. BHeceHHs 3MiH o posainy
6nictepu B «MapkyBaHHa» MKA J13; sanponoHosaHo: MapkyBaHHS.
KapTOHHiIN kopooLi 3rigHO 3aTBepAKEHOro TEKCTY MapKyBaHHs. TepMiH BBEAEHHS
3MiH NPOTArom 6 MicsLiB nicns 3aTBEpPOXKEHHS
62. | FNIUEPUH pPO34MH aons MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/8363/01/01
30BHILLHLOIO "®ITOPAPM" 3MiHN 3 SiKOCTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHn y peuenma
3actocyBaHHs 85 %; BMPOBHMUTBI. 3MiHa po3mipy cepii (BKMOYaoumM dianasoH
no 25 r y pnakoHax po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (3MeHLIeHHs A0
10 pasiB) - BBeileHHS [OAATKOBMX TEOPETUYHIX PO3MIpIB cepint
B3anponorosaHo: 400 kr (16160 dnakoHiB no 25 r), 873,5 kr
(35292 dpnakoHis mo 25 )
63. | rnogy HacTounka, no 25 mn MpuBaTHe YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny - bes UA/2121/02/01
HACTOWMKA a6o 80 mn, abo 100 akuioHepHe dapmaueBTuMyHa 3MiHu 3 siKoCTi. [oToBUMIA NMikapcbkui 3acib. KoHTponb rotoBoro | peuenma
My dornakoHax; no TOBapUCTBO abpuka "Biona" nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo
25 mn a6o 80 mn, cthapmaueBTmy OONyCTUMMUX MEX rOTOBOTO flikapcbKoro 3acoby - BBEAEHHS
abo 100 mny Ha cabpuka nepioguyHocTi koHTponto 13 3a noka3HMKOM
dnakoHi; no 1 "Biona" "MikpobionoriyHa ynuctoTa": nepLua Ta KoXHa Aecsita HacTynHa
dnakoHy B nayui; no cepis, ane He pigLe Hix 1 cepis B pik B Cneundikauii M3, a
25 mn y donakoHax, TaKoX BUITYy4YEHHSA HEKOPEKTHOrO NocunaHHsa Ha metoa oY
YKYNOpEeHnx 2.6.13
npobkamu-
KpanenbHULSMU; Mo
25 mn y cnakoHi,
yKynopeHomy
npo6koto-
KpanenbHuLeto; no 1
dnakoHy B navui
64. | TPUMOLUUTP | emynbcisa HaLlKipHa, ToBapucTso 3 Ykpaina ToBapwucTBo 3 Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3MmiHu | Tuny - bes UA/16045/01/01
OH 3r/10ry100r; no obmexeHo obmexeHoto 3MiHu 3 sKocTi. FoToBwMI nikapcbkuii 3acib. Cuctema peuernma
BAITIb3AM 40 ry Ty6i BignoBiganbHi BiANOBIganbHICTO KOHTenHep/3akyrnoptoBasibHUi 3aci6. 3MiHa po3mipy ynakoBku
anomiHiesin abo CTHO "®apmMaueBTUYHa roTOBOrO NiKapCbKOro 3acoby (BUMyYeHHS! yNakoBKN NEBHOMO
namiHaTHin; no 1 "®apmaLeBTn KoMnaHis "3gopos's” po3mipy).
Ty6i y kopobui YHa KOMNaHis Buny4yeHHst ynakoBok no 10 r Ta no 20 r y Ty6i antoMiHieBii
"3pnopos'a" abo namiHaTHI B kopobuji, 3 BigNOBigHMMYM 3MiHAMK 0O
po3giny «YnakoBkay. 3MiHM BHEEHI B iHCTPYKLito Ans
MeANYHOrOo 3acTOCYBaHHS Nikapcbkoro 3acoby y po3ain
"YnakoBka" (BUNMy4EHHS YNaKoBKWN NEBHOTO PO3MIpY).
BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB Micnsi 3aTBEPAXKEHHS.
65. | F'YAUOEHE3 KpucTaniyHmmn AT "®apmak” YkpaiHa "eHHekc IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - - UA/15792/01/01
WH NMOPOLLIOK JTabopaTopic AnMiHicTpaTuBHI 3MiHK. 3MiHa HalMeHyBaHHs Ta/abo agpecu
(cybeTaHuis) y Nimiten 3asiBHUKA (BnacHUKa peecTpauiiHoro noceigveHHst). 3miHa

naketax noaginHMx
nonieTuneHoBmx
ans
hapmaLeBTUHHOIO
3aCTOCYBaHHS

HaliMeHyBaHHs1 Ta agpecy 3asiBHUKa (BnacHuka
peecTpaLiiHOro NOCBiAYEHHS)




21

[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
66. | AEKPU3 TabneTku, BKPUTI MPO®APMA ManbTa Apameg ®apma C.A. Monbuwa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/13553/01/01
NniBKOBOIO IHTepHeLwwHn 3MiHM 3 sikocCTi. [O0TOBMI Nikapcbkuii 3aci6. KoHTponb roToBoro | peyenmom
obornoHkoto, no 25 TpenanHr nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA
mr no 10 Tabnetok y Timiteq roTOBOrO fikapCbKoro 3acoby (HesHayHa 3miHa y
6nictepi; no 3 3aTBEPKEHNX MeToAax BUNPOOYBaHHS) - BHECEHHSI
Gnictepn y He3Ha4yHUX 3MiH B MeTog BunpobyBaHHsi «KinbkicHe
KapTOHHIN nayui BM3HAYeHHs» Nikapcbkoro 3acoby, a came: NPONOHYETLCS
3BaXKyBaTW Lini TabneTky pa3om 3 NOKPUTTAM 3aMmiCTb
3BaXKyBaHHA TabneTok 6e3 NokpnTTS. BBEAEHHSA 3MiH
NpoTArom 6-Tu MicsILiB Nicnsi 3aTBEpPOXKEHHS
67. | BEKPU3 TabneTkn, BKpUTI MPO®APMA ManbTa Apawmep ®apma C.A. MonbLa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13553/01/02
NNiBKOBOO IHTEepHeLwWwHn 3MiHM 3 sikocTi. [oToBMIA Nikapcbkmit 3acib. KoHTporb roToBOrO | peuenmom
obornoHkoto, no 50 TpenamHr nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHA
mr no 10 TabneTok y Jlimiten roTOBOro NiKapcbKoro 3acoby (He3HayHa 3MiHa y
6nictepi; no 3 3aTBEPKEHNX MeToAax BUNPOOYBaHHS) - BHECEHHS
6nictepun y He3HayHWUX 3MiH B MeToA, BUnNpobysaHHs «KinbkicHe
KapTOHHIN nayui BM3HAYEHHS» fikapcbKoro 3acoby, a came: NPonoHyeETbCA
3BaXyBaTW Lini TabneTku pa3om 3 NOKPUTTAM 3aMiCTb
3BaXKyBaHHS TabneTok 6e3 nokputTs. BBeaeHHst aMiH
NpOTArom 6-Ty MicsILIB MicNsi 3aTBEPOKEHHS
68. | OEKCIBYIMNPO | nopoliok AT YkpaiHa Xy6en biokos Kutai BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3miHu | Tuny - - UA/17529/01/01
®EH KpUCTaniyHumn "KNIBCbKUIN Xennex 3MiHu 3 sikocTi. AdI. CTabinbHicTb. 3MiHa nepiody NOBTOPHMX
(cybeTaHuis) y BITAMIHHAN dapmacbloTukan BuNpobyBaHb/nepioay 36epiraHHst abo ymoB 36epiraHHs ADI
NOABINHUX 3ABOO" Ko., NTa. (3a BigcyTHOCTI Y 3aTBEpPAXKEHOMY 4OChE cepTudikaTa
nonieTuneHoBmxX BiZNOBIgHOCTI €Bponenchkin dhapmMakonei, Lo BKIoYae nepioa
nakeTtax Ans NOBTOPHOro BMNpobyBaHHs) (Nepiof NOBTOPHOIO
hapmaLeBTUHHOIO BUNpobyBaHHs/nepioa 36epiraHHs) - 36inblieHHs abo
3acTocyBaHHS BBEJEHHS nepiofy NoBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXEeHb Yy peanbHOMy
yaci - 3miHa 3a po3ginom go MKA 113 3 «TepmiHy
npuaaTHocTi» Ha «[lepiod nepekoHTponto». 36inbLEeHHs
nepiogy nepekoHTponto APl Ha ocHOBI pe3ynbTaTis
OocnimxeHb B JOBFOCTPOKOBUX YMoBax 36epiraHHs. [itova
pepakuia: TepmiH npupgaTHocTi. 2 poku lNMponoHoBaHa
pepakuisi: MNepiog nepekoHTponto. 3 poku BBegeHHs 3MiH
NpOTSArom 6-Tv MicsiLiB Micnsi 3aTBEPOXEHHS.
69. | OEKCINTAHT® | kancynu 3 Takena CLWA BUPOOHMLTBO 3a Himeuuunna/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/13660/01/01
mMoaundikoBaHUM dapmacbioTika MOBHUM LIMKITOM: IpnaHgis/ ApamiHicTpaTuBHI 3mMiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu | peuernmom
BUBINbHEHHAM nc CWA, Ik Takena 'M6X, micue ITanis 3asiBHUKA (BracHUKa peecTpaLiniHoro NocBigYeHHs) - 3aMiHa
TBepai no 30 Mr no BUpOBHMLTBA ajgpecu 3asBHuKa.
14 kancyn y OpaHieHbypr,
6nicTepi; no 1 abo HimeuuunHa;
no 2 6nictepu B BUPOBHMLTBO
KapTOHHIl kopobui Hepo3adhacoBaHoI
npoaykuii:

Takepa Ipnangis
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JIta, Ipnangis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHsi, 4O3Bin
Ha BUMNYCK cepil:
Dendapm Hosapa
C.p.n., Itania
70. | QEKCINAHT® | kancynu 3 Takena CLLA BUPOBHMLTBO 3a HimeyunHa/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/13660/01/02
MoaudiKoBaHUM dapmackioTika NOBHUM LIMKMOM: Ipnangis/ AnMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecn | peyenmom
BUBINTbHEHHSM nc CLA, IHk Takepa M'm6X, micue ITanis 3asiBHMKA (BNacHUKa peecTpauiiHoro nocBig4YeHHs1) - 3MiHa
TBepai no 60 mr no BUpOBHMUTBA agpecu 3asBHUKa.
14 kancyn y OpaHieHbypr,
6nictepi; no 1 abo HimeuuuHa;
no 2 6nictepu B BMPOGHMLTBO
KapTOHHiI kopoOLi Hepo3dacoBaHoI
npoaykuji:
Takena lpnaHgis
Ita, lpnaxgis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, J03Bin
Ha BUMNYCK cepil:
Oendapm Hosapa
C.p.n., Itanis
71. | EBPAHTUN Kancynm AciHo ®apma Leevuapi | Takega M'M6X, micue HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/9943/01/01
NPOSIOHroBaHoi Aji Al A BMPOGHMUTBA 3MiHu 3 gkocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. peuenmom
TBepai no 30 mr; no OpaHieHbypr 3miHa y TepMmiHax npuagaTHocTi abo ymoBax 36epiraHHsi
50 a6o no 100 roTOBOrO MiKapCbKOro 3acoby (36inbLUeHHS TepMiHy
Kancyn y gnakoHi; npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ns Toprosoi
no 1 conakoHy B ynakoBku (MiATBEPAXKYETLCS AaHUMU peanbHoro vacy) -
KapTOHHiIN kopooLi 30iNbLUEHHS TePMiHY NPUAATHOCTI rOTOBOrO MikapCbKoro
3acoby 3 «12 micsyiB» Ha «18 micsLiB», HA OCHOBI MO3UTUBHUX
pesynbTaTiB 4OBrOCTPOKOBUX [OCHAXEHb CTabinbHOCTI Y
peanbHOMYy 4aci.
BBeaeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3miHu | TMny - 3MiHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3miHu) -
OHOBJIIEHHS BXe 3aTBepAXXEHVNX METOAIB KOHTPOO SKOCTi
nikapcbkoro 3acoby, a caMe BUKINaAEeHHs1 TEKCTY AepXaBHO
MOBOIO 3riJHO Cy4acHUX BUMOT. BBeieHHS 3MiH NpoTarom 6-Tu
MicsILIB Micnsi 3aTBEPOKEHHS.
72. | EBPAHTUN Kancynu AciHo ®apma Lsenuapi | Takepa MMG6X, micue HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3MiHu | Tuny - 3a UA/9943/01/02
NPOSIOHroBaHoI Aji Al a BUpOBHMLTBA 3MiHuM 3 akocTi. [oToBMI nikapcbkuii 3acib. CTabinbHICTb. peuenmom
TBepai no 60 mr; no OpaHieHbypr 3miHa y TepMmiHax npugaTHocTi abo ymoBax 36epiraHHsi

50 a6o no 100
Kancyn y dornakoHi;
no 1 pnakoHy B
KapTOHHIl kopobui

roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
npuaaTHOCTI rOTOBOIO Mikapcbkoro 3acoby) - [ins Toprosoi
ynakoBku (NiATBEPAXYETLCS AaHUMU pearbHOro Yacy) -
36inbLUEHHsI TEPMiIHY NPUAATHOCTI FOTOBOIO MiKapCbKoro
3acoby 3 «12 MmicsuiB» Ha «18 MicsLiBY, HA OCHOBI NO3UTUBHMX
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pe3ynbTaTiB JOBrOCTPOKOBUX AOCNiAXEHb CTabinbHOCTI y
peanbHOMy 4aci.
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHum) -
OHOBINEHHS BXe 3aTBEPAXEHUX METOAIB KOHTPOIO AKOCTI
nikapcbkoro 3acoby, a came BUKNaAeHHs! TEKCTY AepXKaBHO
MOBOIO 3riAHO Cy4acHUX BUMOT. BBeAeHHS 3MiH npoTarom 6-Tu
MiCAUIB Nicnsa 3aTBEPAXEHHS.
73. | E30JIOHI®- TabneTku, BKpUTI OPIrAHOCWH OAE EBepTompken Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHa 3asiBHVKa 3a UA/11328/01/01
20 NniBKOBOIO NAADCAEHC CaeHcus JlimiTeq (BrnacHuka peecTpauiiHoro noceigveHHs) (3rigHo Hakady MO3 | peuenmom
obornoHkoto, no 20 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
Mr; o 7 TabneTok y
6nictepi; no 1 abo 2
Gnictepn y
KapTOHHIN kopobui
74. | E30JIOHI®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jand IHais BHECEeHHs1 3MiH JO peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa - UA/11329/01/01
20 NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
obonoHkoto, no 20 N3 (E® 3ETI) Bia 23.07.2015 Ne 460)
mr; in bulk: no 2500
y NoABINMHMX NakeTax
75. | E30JIOHI®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa 3asBHMKa 3a UA/11328/01/02
40 NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauiHoro nocigveHHs) (3rigHo Hakazy MO3 | peuernmom
obornoHkoto, no 40 N3 (E® 3ET ) Big 23.07.2015 Ne 460)
Mr; o 7 TabneTok y
6nicTepi; no 1 abo 2
Gnictepu y
KapTOHHIN kopobui
76. | E30NOHI®- TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomxkeH Jlaiid IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHWKa - UA/11329/01/02
40 NniBKOBOIO NAVSCAEHC CaeHcus JlimiTeq (BnacHuka peecTpaLiiHOro noceigveHHs) (3rigHo Hakaly MO3
obonoHkoto, Mo 40 N3 (E® 3ETI) Bia 23.07.2015 Ne 460)
mr; in bulk: no 2500
y NoABilHMX NakeTax
77. | EKCEOPWH TabneTkn, BKpUTI rCK LWsenuapi | Pamap ltania C.n.A. ITanisa BHECEHHS 3MiH O peecTpauiiHix maTepianis: 3MmiHu | Tuny: bes UA/9438/01/01
NniBkOBOIO KoHcblomep A 3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat peuenma
obornoHkoto; no 10 Xenckep C.A. BiAMNoOBIAHOCTI €Bponenchkini hapmakonei/moHorpadii.

TabneTok y 6nictepi;
no 1 abo 2 Gnictepu
y Kopobuj

MopaHHsa HoBoro abo oHOBMEHOTO cepTudikaTa BiAMoBIAHOCTI
abo BMny4YeHHsi cepTudikaTa BignoBigHOCTI €EBponeichkii
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTuddikaT BignoBiAHOCTI €Bponenchkii
dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBepakeHoro BupobHuka. OHoBneHHst CEP y 3B'A3ky 3i
3MiHOI Ha3BW BUPOBHKMKA, MiCLie BNPOBaAXXEHHS OisiNIbHOCTI He
3MiHunock. 3miHm | Trny: 3MiHK 3 SKoCTi. [O0TOBMIA NiKAPCbKNIA
3aci6. 3MiHu y BUpoGHMUTBI. 3amiHa abo BBEAEHHS
[0AaTKOBOI AiNbHULI BUPOOHULITBA ANS YacTUHU abo BCbOro
BMPOGHMYOro MpoLEeCy roToBOro fikapcbKoro 3acoby
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(minbHUUSA, Ha sk NpoBoAsATLCS OyAb-ski BUPOGHMYI cTagii, 3a
BUHSATKOM BWMYCKY CEPIl, KOHTPOMIO AKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHS, 415 HECTEPUNbHUX NiKapCbKNX
3aco6iB). CynyTHi 3MiHM: 3MiHKM 3 sikoCTi. [OTOBMIA NikapCbKuMii
3aci6. 3miHn y BUpobHULTBI. 3aMiHa abo BBeAEeHHS
[0AaTKOBOI AiNbHULI BUPOBHULTBA A4S YacTUHU abo BCbOro
BMPOOHMYOro npoLecy rotToBoro nikapcbkoro 3acoby
(AiNbHUUSA ANS BTOPUHHOTO NakyBaHHSA). 3MiHU 3 SKOCTI.
["oToBMI Nikapcbkuin 3aci6. 3MiHM y BUpobHMUTBI. 3amiHa abo
BBEAEHHS 0AaTKOBOI AiNbHULi BUPOBHULITBA 1Sl YaCTUHU
abo BCbOro BUPOGHNYOro NpoLecy roToBOro nikapcbKoro
3acoby (AinbHMLA ANS NEPBUHHOMO NakyBaHHs). BBeaeHHs
[04aTKOBOro BUPOOHMKA rOTOBOIO NiKapCbKoro 3acooy,
BigNoBiganbHOro 3a NOBHUIM LMKN BUpo6HuLTBa ®amap Itanis
C.n.A,, Itanis. 3miHu | Trny: 3MiHn 3 sikocTi. FoTOBMI
nikapcbkui 3aci6. 3MiHn y BUpOBHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOIiO
AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3aMiHa abo AofaBaHHS
BMPOGHMKA, Lo BiANoOBiAae 3a BBE3eHHs Ta/abo BMMNyck cepil) -
Bkritoyatoun KoHTponb/BUNpobyBaHHS cepii.
BBeneHHa 4oaaTKoBOro BUPOGHMKa rOTOBOrO fikapCbKoro
3aco0by, BiAnoBiganbHOro 3a NOBHUIN LMK BUPOOHMLTBA -
®amap Itania C.n.A,, Itania (Pamap Itania C.n.A./Famar Italia
S.p.A. Bia 13ambenetTi 25, 20021-bapaHuate (NpoBiHLis
Minan), ITanis/Via Zambeletti 25, 20021-Baranzate (Ml), Italy).
3MiHN BHECEHO B IHCTPYKLilO ANs MEANYHOrO 3acTOCYBaHHSA
OO0 HaNMEeHYBaHHS Ta MiCLie3HaxXo4XKeHHs BUPOOHUKa 3
BiAMOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS ynakoBku. 3MiHu |
Tuny: AOMiHICTpaTMBHI 3MiHW. Buny4yeHHSA BUPOGHMYOT
AinbHWUI (BKNoYatoun ginbHuLi anst Al npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acofy, AinbHULi Ans
NPOBEAEHHS NaKyBaHHS, BUPOOHMKA, BiaNoOBigansHOro 3a
BUWMYCK Cepili, MicLie NpoBEAEHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXiQHOrO maTepiany, peareHTy abo
AOMOMDKHOT PEYOBMHU (SIKLLO 3a3HayYeHo y AoCke). BunyyeHHs
BMPOGHUMYOI AinbHULUi HoBapTic KoHcklomep Xenc, IHk., CLUA
Ta CaHpgos Mpyn Carnik YpyHnepi Inaknapi CaH. Be Tik. A.C.,
TypeuuunHa. 3MiHM BHECEHO B iHCTPYKLiIO ANS MeguyYHOro
3aCTOCYBaHHS LLOAO BUMYYEHHS BUPOOHWKIB (HaNMeHyBaHHS!
Ta MiCLLe3HaXOMKEHHS) 3 BiAMNOBIAHMMU 3MiHAMM Y TEKCTI
MapKyBaHHS ynakoBku. 3MiHu | Tuny: 3miHn 3 sakocTi. FoToBUI
nikapcbkuii 3aci6. 3miHu y BUpobHMLUTBI. 3MiHa po3mipy cepii
(BkntoYar4M dianasoH po3Mipy cepii) roTOBOro nikapCbkoro
3acoby (3meHweHHs go 10 pasis). 3miHa po3mipy cepii
roTOBOrO fikapcbKkoro 3acoby y BiANOBIAHOCTI A0 BUPOBHUYMX
NOTYXXHOCTEW HOBOI BUpOBHUYOI AinbHULi ®amap Itanis
C.n.A,, Itanis.
3miHu | Trny: 3MiHn 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHK
y BUpoOHMUTBI. 3MiHU Y npoLeci BUpOBGHULTBA rOTOBOrO
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby, BKMOYaUM NPOMIXKHWIA NPOAYKT, LLO
3aCTOCOBYETHCS NMPY BUPOOHULITBI FOTOBOTO NikapCbKoro

3acoly (He3HayHa 3miHa y npoueci BUpobHMLUTBA). HeaHauHi
3MiHW Y BUPOBHMLITBI rOTOBOIO Nikapcbkoro 3acoby, Lo
noB'A3aHi 3i 3MiHOIO MPOCitOBaHHA Ta TNy 3MillyBaya, y
3B'A3Ky 3 aganTauieto BUpobHWUYOoro npouecy Ao obnagHaHHs,
LLIO MPUCYTHE Ha HOBIV AinbHULI. 3MiHM | TUNY: 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHN y
npoueci BUpobHMLTBa rOTOBOrO MikapCbKoro 3acoby,
BKI0HAI04M NPOMIDKHUIA NMPOAYKT, O 3aCTOCOBYETLCSA Npu
BUPOBHMLTBI rOTOBOrO NikapcbKoro 3acoby (iHwi 3miHn). 3miHa
TepMiHy 36epiraHHs NPOMiXKHUX NPOAYKTIB (NOKpMBanbHOT
CymMiLli, TabneTok Ta NoKpUTUX TabneTok) y BiANOBIAHOCTiI A0
HasBHMX AaHWX 3 ix CTabinbHOCTI Ha HOBI BUPOGHWYIN
ainbHuLi. 3miHm | Tuny: 3miHu 3 skocTi. FoToBUIA Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNpPobyBaHHSA roTOBOro MikapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax BUnNpobyBaHb (Bkntoyaroun 3amiHy abo
AONoBHEHHS)). [loAaBaHHA anbTepHaTUBHOIO MeEToay
ineHT1dikauii aueTmuncaniuunoBoi KUCNoTu, napayeTamony,
KogpeiHy (MeTogom Y® cnektpodpoTomeTpii) y BianoBigHOCTi
A0 obragHaHHS, MPUCYTHLOIO Ha HOBIW AiNbHWLI. 3MiHu | Tuny:
3MmiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. KoHTpons rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA
roTOBOro NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepAkeHVX MeTofax BunpobysaHHs). 3miHa ymoB
30epiraHHA PO34MHIB NPY BUNPOOYBaHHI 3@ MOKa3HUKOM
«Po34mHeHHs» BIANOBIAHO [0 NPOBEAEHNX AOCHIAXKEHD
cTabinbHOCTi po3ymnHiB. 3MiHu | TUNY: AQMIHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo agpecu 3asiBHUKa (BnacHUKa
peecTpauinHOro NocBig4eHHs). 3MiHa HaMeHyBaHHA Ta
appecw 3asBHMKa. 3MiHW | Tuny: AgMiHICTpaTUBHI 3MiHWN.
Buny4yeHHs1 BUpOGHMYOI AinbHUL (BKNHOYaOUM AinbHULI Ans
A®I, npomixXHOro NPoAyKTy abo rotoBoro nikapcbKkoro 3acoby,
[inNbHULI AN NPOBEAEHHS MaKyBaHHS, BUPOOHMKa,
BiANoOBiganbHOro 3a BUNYcK Cepin, Micue NpoBeAeHHs!
KOHTpoOMto cepii) abo nocTayanbHUKa BUXIQHOrO matepiany,
peareHTy abo JOMOMIKHO| PEYOBUHY (SIKLLIO 3a3HaYEHO Y
[ocbe). BunyyeHHs BUpobHMKa Lito4oi peqyoBUHM
aueTtuncaniyunosa kucnota. 3minu | Tuny: 3MiHK 3 sIKOCTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiicbkint hapmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBIEHOro cepTudgikata BignosigHoCTi abo BUNYYEHHS
cepTudbikaTa BignoBigHOCTI €Bponeichbkin hapmakonei: Ans
AQIl; ans BuxigHoro matepiany/peareHTy/NPOMiXXHOIO
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHUUTBI ADI; Ans
OOMOMDKHOT peyoBUHU (cepTudikaT BigNoBiAHOCTI

€Bponevicbkint apmakonei) - HoBui ceptudikaT Big HOBOro
BMPOGHKMKa (3aMiHa abo gonoBHeHHs). HagaHHs HoBoro CEP
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Bif HoBoro BMpobHuka A®| napaueTtamony Lianyungang
Kangle Pharmaceutical Co., Ltd, Kutan R1 — CEP 004-309 —
Rev 01.
78. | ENEYTEPOK €KCTPaKT piakvn Ans AT Ykpaina AT "Ny6Hnchapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/4566/01/01
OK nepoparnbHoro "JTly6Hndapm"” 3MiHu 3 gKkocTi. FoToBMIA Nnikapcbkui 3aci6. Cuctema peuenma
3acTocyBaHHs, KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa po3mMipy ynakoBku
cnupToBmn no 50 mn roToBOro fikapcbKkoro 3acoby (3miHa macu/o6'emy BMiCTy
y donakoHi; no 1 KOHTeWHepa 6araTogo30Boro fikapcbkoro 3acoby Ans
dnakoHy B nauui; no HenapeHTepasnbHOro 3acTocyBaHHs (abo 04HOA030BOrO,
40 mn abo 50 mn y 4aCTKOBOro BUKOpUCTaHHS)). [loAaBaHHSA ynakoBku, a came no
dnakoHax; no 20 kr 40 mn y pnakoHax 6e3 navyok, 6e3 3mMiH1 NepBUHHOIO
y ByTnsx nakyBanbHOro MaTepiany, 3 BiANoBiAHNMY 3MiHAMK Y p.
«Cknag», p. «YnakoBka» Ta n. «O6’em (Maca) BMiCTy
cbrakoHy». BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Micnsi
3aTBEPAKEHHS.
79. | EMETOH PO34UH ANS iH'eKUin, TOB "HIKO" Ykpaina OEMO CA peuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13447/01/01
2 mr/mn; no 2 mn SAPMACBHIOTIKAN YkpaiHa BBeAEHHS HOBOro BMpoBHUMKa fitoyoi pevoBmHn Ondansetron | peuenmom
abono4 mns IHOACTPI, peuis hydrochloride dihydrate Inke, S.A., IcnaHis, B sikoro HasiBHUIA
amnyni; no 5 amnyn (HeposdacoBaHui CeptudpikaT BignosigHocTi €EBponericbkoi Papmakonei Ne R1-
y nayui 3 KapToHy NpoAYKT, NEPBUHHA CEP 2005-056-Rev 00 (B 4ONOBHEHHS [0 BXe 3aTBEPOKEHOrO
ynakoBka, BTOPUHHa Bupo6Huka IPCA LABORATORIES LIMITED, IHgis); 3minu Il
yrnakoBkKa, TUMYy - BBEAEHHA anbTepHaTUBHOIO BUPOGHMKa Aitoyoi
KOHTponb); TOB pPeyvoBMHM OHAAHCETPOHY rigpoxnopuay gurigpart,
"HIKO", YkpaiHa Bupo6HMuTBa CTX LIFESCIENCES PVT. LTD, IHgis,
(koHTpOnb, BUNYCK npepcrtasneHo y surnsgi DMF
cepii)
80. | EH3UKC® Tabnetku no 10 mr "Xemocpapm" Pecny6bnik "Xemochapm" Al Pecnybnika BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny - 3a UA/4162/01/01
ayo Ta TabneTku, BKPUTI Al a Cepbia Cepbis AaMiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHS Ta/abo agpecn | peuenmom
NniBkOBOIO 3asiBHUKA (BnacHUKa peecTpaLinHoro NocBig4eHHs) 3amiHa
obornoHkoto, no 2,5 Ha3BM kpaiHu 3asiBHUKa [T13. BBeaeHHs 3miH npoTarom 6-Tu
Mr; KOMbi-ynakoBka: MicaUiB nicnsa 3aTBepkeHHs. 3MiHu | Tuny - AgMiHiCTpaTuBHI
no 10 TabneTtok 3MiHKN. 3MiHa HaMeHyBaHHs1 Ta/abo agpecu Micus
(6inbLworo po3mipy) NpoBaXXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
no10mrrtas nikapcbKoro 3acoby, BKMoYa4m AinbHULI BUNYCKy cepii abo
TabneTok, BKpUTUX MicLie NPOBEAEHHS KOHTPOMIO AKOCTI. (AiANbHICTb, 3a AKy
NniBkOBOIO BignoBigae BUPOGHMK/iIMNopTep, BKIOYaKUK BUMYCK Cepilt)
060roHKo0, 3MiHa Ha3BM kpaiHu BupobHuka 113, 6e3 3miHn micus
(MeHLworo po3mipy) BMPOGHMUTBA - 3MiHWN BHECEHI B po3ain "MicLe3HaxoaXeHHs
no 2,5 mr y 6nicrepi; BMPOGHMKa Ta oro agpeca Micusi NpoBagXeHHs AisnbHOCTI" B
no 3 6nictepn y iHCTPYKUIil0 ANSt MEAVYHOrO 3aCTOCYBaHHS fikapcbKoro 3acoby
KapTOHHI kopobui Ta K HacnigokK - BiANoBiAHa 3MiHa Y TEKCTi MapKyBaHHs
ynakoBKW fikapcbkoro 3acoby. BBeeHHs1 3MiH NpoTsrom 6-Tu
MicsILIB Micnsi 3aTBEPOKEHHS.
81. | EH3UKC® TabneTku no 10 mr "Xemocpapm" Cepbisi "Xemocpapm" Al Cepbis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHu | Tuny - 3a UA/4162/01/01
ayo Ta TabneTku, BKpUTI AL 3MiHU Wwopao 6e3nekn/edPekTUBHOCTI Ta hbapMakoHarnsay - peuenmom

NNiBKOBOO
o6ornoHkoto, o 2,5
Mr; KOMBi-ynakoBka:
no 10 TabneTtok

OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKW FlikapcbKoro 3acoby
3 BHECEHHSM iHdopMaLlii LWoao 3a3HavYeHHst oaNHULb
BUMIiptOBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy

«MapkyBaHHa» MKA J13; sanponoHoBaHo: MapKyBaHHS.




27 [TponoBxkeHHs moxarka 3

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

(6inbLoro po3mipy) 3rigHO 3aTBEPOXKEHOrO TEKCTY MapKyBaHHS. BBeaeHHsi 3miH

no 10 mrta 5 NpoTArom 6-Tn MicALiB Nicns 3aTBepAKEHHS.

TabneTok, BKPUTUX

NniBKOBOO

06010HKoI0,

(MeHworo po3mipy)

no 2,5 mr y 6nicrepi;

no 3 Gnictepn y

KapTOHHiIN kopooLi
82. | EHTUBIO® MOPOLLOK ANs Takepa HaHis BMpobHuUTBO 13 CLUA/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHum | Tuny - 3a UA/15405/01/01

KOHUeHTpaTy Ans dapma A/C Ta nepBuvHHe ITanis/ 3MiHn 3 gKocTi. FoToBMIA Nikapcbkui 3acid. 3MiHn y peuernmom

pO34MHy Ans nakyBaHHs: ABcTpisi/ BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS

iHdpysin no 300 wmr; Xocnipa, IHk., CLUA,; Benuka BWMYCKY Cepii Ta KOHTPOJSIKO SKOCTi FOTOBOTO NiKapCbKOro

MOPOLLOK ANA BMpo6HMUTBO 113, Bpuranis/ 3acoby (3amiHa abo AofaBaHHs AinbHULI, Ha AKiN

KOHUeHTpaTy Ans KOHTPOSIb SKOCTI HimeyuyunHa/ 3[iNCHIOETLCSI KOHTPONbL/BUNPOBYBaHHS cepii) - [logaBaHHs

pPO34mMHYy Ans cepii: AnoHis BupobHuka Takena Asctpis TM6X, CT. MNeTep-LUTpacce 25,

iHdpy3in y donakoHi; "CTepunbHicTb", 4020 JTiHu, ABCTpIs, SK anbTepHaTUBHOIO BUPOBHKKa,

no 1 pnakoHy 3 "MexaHiuHi BiAMOBIAANbHOroO 3a KOHTPOIb SIKOCTi cepii (OKpiM aHanizy

MOPOLLKOM Y BKITIOYEHHS", afresii Ta 3B’s13yBaHHs1) AN rOTOBOrO NikapCbKoro 3acoby.

KapTOHHIN Kopobui nepBuHHE 3Minn | TUny - 3miHm 3 gkocTi. A®Pl. BupobHuuteo. 3MiHn B

naKyBaHHs: npoueci BupobHuuTea AP| (He3HayHa 3miHa y npoLieci
MaTeoH ITanisa BMpobHuUTBa A®I) - HesHauHi 3MiHM B MpoLeci BUroTOBMEHHS
C.MN.A,, ITanis; Aitoyoi pevoBuHU Befonisymab ans 36inbLeHHs
BTOPVHHE MakcMmarnbHOro TepMiHy ekcnnyaTauii cMonu Ans npouecy

nakyBaHHs Ta 103BiN
Ha BUMYCK cepil:
Hendapm Hosapa
C.p.n., Itanis;
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI
cepii, JO3BIN Ha
BUMYCK cepii:
Takepa ABcTpist
'M6X, ABCTpis;
KOHTPOIb SIKOCTI
cepii:
KosaHc JlabopaTopi3
JimiTen, Benuka
BpuTaHis;
KOHTPO~b SKOCTI
cepii:
"CTepunbHicTb" Ta
"BakTepianbHi
€HOO0TOKCUHK":
Bikxem JlabopaTopi3
Nimiten, Benuka
BpuTaHis;
KOHTPOIb SKOCTI

xpomatorpadii Ha kepamiyHomy rigpokcuanaTtuti (CHT ) 3 18
A0 36 umkniB Ha BUpobHNYoMy mangaHunky ABC. 3miHu | Tuny
- 3MmiHu 3 skocTi. ADI. BupobHuuTtBOo. 3MiHU B Npoueci
BMpobHMUTBa AD| (He3Ha4Ha 3miHa y npoueci BUPOGHMLTBA
A®I) - HeaHauHi 3MiHM B MPOLIECi BUTOTOBIEHHS Ait04Oi
peyoBMHY Begonidymab ans 36inbLUeHHs TEpMiHY
ekcnnyaTtauii membpaH ynbTpadinsTpauii Ta giadinbTpadii
(UF\DF) 3 40 go 72 uukniB. BHeceHHs1 BUnpaBneHb
B eCTD Wwnsixom BuganeHHst 4OKYMEHTIB, NOoB’A3aHuX 3
nonepefHimM aHanisom 6Ginka KniTHK-xa3siHa Ta BUNpaBreHHs
Ha3BuW BUpobHMYoro mavgaHyvka Catalent CTS, Inc LLC y
po3gini 3.2.S.2.1 (3rigHo i3 gogatkom 5.9 GMP cepTudikat-
Catalent). 3minu | Tuny - 3miHn 3 AKocTi. FOTOBUIA NiKapCbKniA
3aci6. [MpoekTHMI NPOCTip Ta nicnapeecTpauinHUin NPOTOKOI
ynpaeriHHS 3MiHaMW. BHeceHHs 3miH, Wo nepenbayeHi y
3aTBEPKEHOMY MPOTOKONi yNpaBniHHA 3MiHamu (BHECEHHS
3MiHN Ans 6ionoriYHoro/iMyHomnoriYHoro nikapcbkoro 3acoby) -
BnpoBampkeHHsi 3MiH, nepeadadeHnx 3aTBepmKEHNM
NPOTOKOJSIOM yNpaBniHHA 3MiHamu, ANst 36inbLUEHHSA po3mipy
cepii 3 100 n go 140n, 36inbweHHs Buxogy 3 18000 go 25 000
(bnakoHiB roToBOro nikapcbkoro 3acoby. PeaakuiiHi 3MiHu o
po3ginie 3.2.P.7. Ta 3.2.A, 3.2.A.1 - MNpumieHHs Ta
obnapHaHHsA -Hospira DN-000251062 v.3.0 Ta ABL (DN-
000014797). 3miHn Il TUny - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkui 3aci6. 3MiHM y BUpOBHMLTBI. 3MiHa




28

[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii: "Bu3HaveHHs iMnopTepa/amiHu, Lo CTOCYIOTbLCSA BUMYCKY Cepii Ta KOHTPOM
3B'A3yBaHHA": SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo gogaBaHHs
Yapnb3 Piep OiNbHULI, Ha AKiN 30INCHIOETBCA KOHTPOSb
JTabopaTtopis SKOCTi/BUNpoByBaHHSA cepii 4nsa 6ionoriYyHoro/iMyHonoriYHoro
HimeyumHa M'mbX, nikapcbkoro 3acoby, Ta 6yab-AKoi AinbHWLI, Ha SKin
HimewumnHa; 3aCTOCOBYETbCSI BIONOriYHWIA/IMYyHOMOrYHWIA MeToq
BUpobHMUTBO M3, BUNpobyBaHHS) - [loaaBaHHSA 3aTBEPAKEHOro Ha AaHW
KOHTPOIb SKOCTI MOMeHT BMpobHuka Takega Asctpis T'mbX, Cr. lNMetep-
cepii, nepBuHHe LWtpacce 25, 4020 JliHu, ABCTpIs, 9K anbTepHaTUBHOIO
nakyBaHHsi: BMpobHMKa, BiANOBIAANbHOro 3a aHani3 aaresii Ta 3B’A3yBaHHSA
Takepa A5 FOTOBOrO nikapcbkoro 3acoby. 3minu Il Tuny - 3miHn 3
dapmacbtoTikan siKoCTi. [oTOBMI Nikapcbkuii 3aci6. MNpoekTHUIA NpocTip Ta
Komnani Jlta., Xikapi nicnspeecTpauinHnii NPOTOKON YNPaBIiHHA 3MiHAMMW.
nnaHT, AnoHis BHeceHHs 3MiH micnsa 3aTBepAXXEHHSI MPOTOKOMY YNpaBIiHHSA
3MiHamu Ans roToBoro nikapcbKkoro 3acoby - BnpoBagkeHHs
MPOTOKOMY YNPaBIiHHA 3MiHAMW MICNA 3aTBEPKEHHS
NpU3Ha4YeHoro AN onucy 36inbLUEHHst pO3Mipy cepii 3
uinboBoro 3Ha4veHHs 100 i go uinboBoro 3HavyeHHs 140 n ans
BMPOBHMYOro npouecy Ha AinbHuui Takeaa ®apmacsioTikan
Komnani Nimiten, AnoHis, 4720 Takega, Miuyi, Xikapi, Amarydi
743-8502, AnoHig, o nos'a3aHa 3 NpoLecoM BUFOTOBIEHHS
npoaykTy Befonisymab.
83. | E®ABIPEHLU, | Ttabnetku, BKpUTI Makneonc IHAis Makneoac IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/16137/01/01
NAMIBYAUH NniBKOBOO dapmMacboTUkK dPapmacbioTukanc 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy - peuernmom
TA o6onoHkoto, no 30 anc lNimiteq JlimiTen OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKM IikapCbKOro 3acoby
TEHO®OBIP TabneTtok Ta 2 cawe 3 BHECEHHSIM iHopMaLlii LLoA0 3a3HauYeHHs1 OaNHULb
AU3O0MPOKC | 3 cunikarenem y BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3miH o po3giny
un nnacTMKoBOMy “MapkyBaHHs” MKA J13. 3anponorosaHo: MAPKYBAHHA
DYMAPAT KOHTelHepi; no 1 3rigHO 3aTBEPOKEHOrO TEKCTY MapKyBaHHS. TepMiH BBEAEHHSI
KOHTenHepy y 3MiH - NPOTAroM 6 MicAUiB Nicnsa 3aTBEPAXEHHS
KapTOHHIN ynakoBLji
84. | IBYNMPOM TabneTkn, BKpUTI tOHinab, I CLA TOB HOC ®apmauis, Monbwa/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/1361/01/01
MAKC obornoHkoto, no 400 MonbLa (BUpOBHUK, Benuka BHeCeHHs 3miH fo p.3.2.P.3. Mpouec B1pobHnuTBa peuernma
Mr; no 6 TabneTtok y BignosiganbHWUM 3a BpuTaHis nikapcbkoro 3acoby, 3okpema: AeTanbHuii onuc eTanis Ta
6nicTepi, mo 1 yMaKkoBKY, KOHTPOIb YMOB npoLiecy BUpOOHULITBA Ha HACTYMHUX CTadisax:
6nictepy B Ta BUMYyCK cepii rpaHynsuisi, 3MiLlyBaHHS, CTUCHEHHS, LIyKPOBE MOKPUTTS.
KapTOHHiIl kopobuyj; roTOBOro NPOAYyKTY); BHeceHHs1 He3HauHuX 3MiH go p. 3.2.P.3.4. KoHTponb
no 12 rabnetoky LLlyedapm Cepsices KPUTUYHKX CTagil i NPOMiKHOT NpoAyKLii Ta KOpekTHe
6nictepi; mo 1 abo Itn, Benvka 3a3HaYeHHs KpUTepIiB MPUNHATHOCTI BignosigHo p.3.2.P.5.1.
no 2 6nictepu B Bputanis Cneuudikauis
KapTOHHiIN kopobuyj, (BMPOBHMK,
no 24 tabnetkn y BiAnoBiganbHUI 3a
donakoHi, no 1 BUPOGHULTBO,
hbnakoHy B KOHTPOMb Ta BUMYCK
KapTOHHIN kopobui npoaykty in bulk)
85. | IBYNMPO®EH TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - be3 UA/7108/01/01
obornoHkoto, no 200 "TexHonor" 3MiHM BHECEHO [0 iHCTPYKUIii AN MEAUYHOro 3aCTOCYBaHHS peuyenma
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

mr no 10 TabneTok y
6nictepax; no 10
TabneTok y 6nictepi;
no 5 Gnictepis y
nadui 3 KapToHy; No
10 TabneTtok y
6nictepi; no 90
6nictepis y kopobui
3 KapTOHY

nikapcbkoro 3acoby y po3ain "lMobivHi peakuii" BinnoeiaHo ao
OHOBIeHOT iHdopmaLii 3 6e3neku aito4oi pevoBuHN. BBeaeHHs
3MiH NPOTSArom 6-Tu MicsILiB Micnsi 3aTBEPOKEHHS

86.

30TEK®-200

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 200
mr no 10 TabneTok y
6nictepi; no 1 abo
10 6nictepiB y
KapTOHHIN kopobui

OPTAHOCVH
NAVSCAEHC
W3 (E® 3ET 1)

OAE

EBepTompken Jland
CaeHcuns Jlimiten

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpauinHoro nocsiaveHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460)

be3
peuenma -
Ne 10; 3a
lbeuenmom -
Ne 100

UA/11501/01/01

87.

30TEK®-200

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 200
mr in bulk: no 2500
TabneTok y
noABiNHMX NakeTax 3
donbrn
nonieTUNeHoBoi

OPTAHOCWH
NAVGCAEHC
U3 (E® 3ET 1)

OAE

EBepTomxkeH Jand
CaeHcus Nimiten

IHgia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

UA/11502/01/01

88.

30TEK®-300

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 300
mr in bulk: no 2500
TabneTok y
noABivHNX nakeTax 3
donbru
nonieTMNeHoBoi

OPTAHOCVIH
NAVIOCAEHC
N3 (E® 3ET )

OAE

EBepTompkeH Jland
CaeHcus Nimiten

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa
(BnacHwuka peecTpauiiHoro nocsigveHHs ) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

UA/11502/01/02

89.

30TEK®-300

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 300
mr no 10 TabneTok y
6nictepi; no 1 abo
no 10 G6nictepiB y
KapTOHHI kopobui

OPTAHOCVIH
NAVIGCAEHC
N3 (E® 3ET )

OAE

EBepTompkeH Jland
CaeHcuns Jimiten

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa
(BnacHuka peecTpauinHoro noceigveHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460)

be3
peuenma -
Ne 10; 3a
lbeuenmom -
Ne 100

UA/11501/01/02

90.

30TEK®-400

TabneTkn, BKpUTI
NNiBKOBOO
ob6onoHkoto, no 400
Mr in bulk: no 2500
TabneTok y
noABiNHMX NakeTax 3
donbru
nonieTUNeHoBoi

OPTAHOCWIH
NAN®GCAEHC
U3 (E® 3ET 1)

OAE

EBepTomkeH Jland
CaeHcus Jimiten

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHa 3asBHMKa
(BnacHwuka peecTpauinHoro noceigveHHs) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

UA/11502/01/03

91.

30TEK®-400

TabneTkn, BKPUTI
NniBKOBOO

OPIrAHOCUH
NTAMSCAEHC

OAE

EBepTomkeH Jland
CaeHcuns Jliviten

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakazy MO3

be3

peuenma -

UA/11501/01/03
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
obonoHkoto, no 400 N3 (E® 3ETI) Bia 23.07.2015 Ne 460) Ne 10; 3a
mr no 10 Tabnetok y lpeuenmom -
6nictepi; no 1 abo Ne 100
no 10 6nictepiB y
KapTOHHiN kopobui
92. | KANIKO | PO34uH ANs iHdYy3in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/16364/01/01
MATIHIIO no 200 mn a6o 400 akKujioHepHe akuioHepHe 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenmom
ACMAPATIHA | mMn po3uunHy y TOBapuCTBO TOBapUCTBO KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa Byab-SKoi YacTUHK
T nnsLwkax "IHdy3ia" "IHcpy3ia” maTepiany NepPBUHHOI YNaKOBKM, LLIO HE KOHTaKTye 3 FOTOBUM
nikapcbknM 3acobom (Hanpuknag Konip KpULLEeYoK 3
KOHTPOMEM NepLLOro BiAKPUTTS, KOMip KOAOBMX Kineub Ha
amnynax, KoHTenHepa AN ronok (pisHi BUAW nnacrmacu)
(3MiHa, Aka He BNMBaE Ha KOPOTKY XapaKTepUCTUKY
nikapcbKkoro 3acoby) - y 3B’A3Ky i3 3aCTOCYBaHHSAM HOBUX TUMIB
KOBMAaYKiB antoMiHIEBMX 3 NNACTUKOBOIO HaKNaAKo BXe
3aTBEPKEHNX BUPOOHWMKIB BUHMKIA HEOOXIAHICTb BHECEHHS
3MiH y Cneuudikauito BXiAHOTO KOHTPOSIO KOBMAYKiB
antomiiesnx CBC Ne M 005/10 «KoBnayku antomiHiesi»
93. | KATONPUN Tabnetku no 25 mr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/9776/01/01
no 10 TabneTok y "ACTPAGAPM "ACTPAGAPM" 3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. Cucrema peuenmom
6nicTepi; no 2 abo " KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa po3mMipy ynakoBku
no 6 6nictepis y rOTOBOIO fikapCbKoro 3acoby (3MiHa KinbKoCTi 0ANHMLb
Kopob6LUi 3 KapTOHY (Hanpuknag TabneTok, amnyn TOL0) B ynakoBLi:) - 3miHa nosa
iana3oHOM 3aTBepOXeHUX po3MipiB ynakoBku. BBeaeHHs
popatkoBoro po3mipy ynakosku Ne 60 (10x6) y 6nictepi y
kopobLj 3 kKapToHy, 6€3 3MiHV NePBUHHOO NaKyBasbHOro
mMaTepiany, 3 BignoBigHMMY 3MiHaMK B PO3AiNi «YnakoBkay.
3MiHM BHECEHI B iHCTPYKLiO AN MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "YnakoBka" sik Hacnigok nosisa
[00aTKOBOTrO NaKyBaHHS.
94. | KBETUPOH® | Tabnetku TOB "ACIHO Ykpaina SAPMATEH Ipeuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/18040/01/01
XR ACIHO NPOSOHroBaHoi Aji YKPAIHA" IHTEPHELLHI CA, 3MiHu Wwopo 6esnekn/edpekTMBHOCTI Ta hapMakoHarnagy - peuernmom
no 50 mr no 10 peuis 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBOK NiKapCbKoro
TabneTok y 6nictepi; (BUpoBHULTBO, 3aco0y LWoAo peAakLuiiHnx npasok y nyHkT 6. IHLLE (nepBuHHa
no 3 abo no 6 nakyBaHHs1, ynakoBka) Ta nyHk 17. IHLLE (BTopuHHa ynakoBka)
GnictepiB y KOHTPOrb SIKOCTi Ta
KapTOHHIN nayui BUWMYCK cepii);
PAPMATEH C.A,,
[peuis (nakyBaHHs,
KOHTPOMb SIKOCTi Ta
BUNYCK cepii)
95. | KBETUPOH® | Tabnetku TOB "ACIHO YkpaiHa SAPMATEH Mpeuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/18040/01/02
XR ACIHO NPOMNOHIroBaHoI Aji YKPAIHA" IHTEPHELLHI CA, 3MiHM Wwopao 6esnekn/edeKTMBHOCTI Ta dhapMakoHarnsagy - peuernmom
no 150 mr no 10 peuis 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBOK NiKapCbKoro
TabneTok y 6nictepi; (BUpoBHULTBO, 3acoby Woao peaakuiiHnx npasok y nyHkT 6. IHLWE (nepBuHHa
no 3 abo no 6 nakyBaHHs, ynakoBka) Ta nyHk 17. IHLWE (BTopuHHa ynakoBka)

GnictepiB y

KOHTPOIb SIKOCTi Ta




31

[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayui BUMYCK cepil);
®APMATEH C.A,,
[peuis (NakyBaHHs,
KOHTPOIb SKOCTi Ta
BMNYCK cepii)
96. | KBETUPOH® | Tabnetku TOB "ACIHO YkpaiHa SAPMATEH peuis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/18040/01/03
XR ACIHO NPOSIOHroBaHoI Aji YKPAIHA" IHTEPHELLUHI CA, 3MiHU Woao Gesnekn/edPekTMBHOCTI Ta hapMakoHarnsay - peuenmom
no 300 mr no 10 peuis 3MiHW BHECEHi B TEKCT MapKyBaHHS yNaKoBOK NiKapCbKOro
TabneTok y 6nictepi; (BupobHULTBO, 3aco0y Woao pefakuiiHnx npasok y nyHkT 6. IHLE (nepBuHHa
no 3 abo no 6 nakyBaHHs, ynakoska) Ta nyHk 17. IHLWE (BTopuHHa ynakoBka)
onictepiB y KOHTPOIb SIKOCTi Ta
KapTOHHIN nayui BUMNYCK cepii);
SAPMATEH C.A,,
[peuis (nakyBaHHs,
KOHTPOMb AKOCTi Ta
BUNYCK cepii)
97. | KNCEHb piavHa (cybcTaHuis) MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3miHu | Tuny - - UA/18527/01/01
MEOUYHUU y nocyavHax akuioHepHe akuioHepHe 3MiHn 3 skocTi. ADl. BupobHuuTBo. 3MiHa BUpoBHMKa
PIOKUIA HObtoapa, uucrtepHax TOBapucTBo ToBapucTBo "[linae BVXiAHOrO/NMPOMIXKHOrO NPOAYKTY/peareHTy, Lo
Ons BUpobHuuTBa "NiHge a3 a3 YkpaiHa" BUKOPUCTOBYOTbCS Y BUpoBHUYoMy npoueci ADI, abo 3miHa
KWUCHIO MeaN4YHOoro YkpaiHa" BMPOGHMWKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaeHHS
rasonogibHoro KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
BignoBigHOCTi €Bponenchkii hapmakonei y 3aTBepaKeHOMY
[OCbE)(3MiHM 0 3axoAiB, NOB'A3aHNX 3 koHTporem Adl, abo
[OAaBaHHSA AiNbHULI, e NPOBOAUTLCS
KOHTpOnb/BUNpobyBaHHs cepii) - AoAaBaHHS OinbHULI, e
NpoBOAUTLCS KOHTpOnNb/BUNpobyBaHHs cepii ADI.
98. | KUCEHb piavHa (cybcTaHuis) MpuBaTHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - - UA/6448/01/01
MEHW:IHMIZ y nocyavHax aKujioHepHe akujioHepHe 3MiHu 3 AkocTi. APl. BupobHuuteo. 3miHa BUpobHWMKa
PIAKKUA Obtoapa, umcrtepHax TOBapUCTBO ToBapucTBo "[liHge BWXiZHOTO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo
Ans BUpobHuuTBa "Ninge Mas a3 Ykpaina" BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci ADI, abo 3miHa
KWUCHIO MeaN4YHOro YkpaiHa" BMPOGHMKa (BKIOYakoun, Ae HeobxigHo, Micue NpoBeaAeHHS
rasonogi6Horo KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BiANOBIQHOCTI €Bponewchkin hapmakonei y 3aTBepaKEHOMY
[OCbE)(3MiHM [0 3axoAiB, NOB'A3aHuX 3 koHTporem AdI, abo
AoAaBaHHA AinbHULI, Ae NPOBOAUTLCA
KOHTpOnb/BUNpobyBaHHs cepii) - AoAaBaHHA AinNbHULI, Ae
NpoBOAWTLCS KOHTpOnb/BUNpobyBaHHs cepii ADI.
99. | KNAPUTUH® | Ttabnetku no 10 mr Barep Lsenuapi | baitep Bittepdensa HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - be3 UA/10060/01/01
no 7 ao 10 KoHcblomep 4 M6X BHECEHHS He3Ha4yHuX 3MiH 7o MeTogiB koHTponto sikocTi J13 3a | peuenma
TabneTok y 6nictepi; Kep Al n. «KinbkicHe BU3HaveHHs», «laeHTudikauis», «OgHopiaHIiCcTb
no 1 6nictepy B [030BaHUX oanHuLby, «lpoaykTv gerpagadii», nicns
KapTOHHiIN kopobui NOBTOPHOI NepeBipKy, sika byna nposeaeHa Ans
3abe3neyeHHs ycnilwHoi nepeaadi MeToais 3 iHWOro canTy
Bayer. BunpaBneHHsi noMunku y oopmyni po3paxyHky
NPOLIEHTY NPOAYKTY Aerpagauii
100.| KNATIHON® TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomkeH Jlaid IHAis BHECEHHS 3MiH [10 peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHWKa 3a UA/5974/01/01
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

obonoHkoto, no 500
Mr + TabneTtku,
BKPUTi 060MOHKOL0,
no 250 mr + kancynm
no 30 mr
KOMGiHOBaHWI Habip
Ans nepoparnbHOro

3acTocyBaHHs Ne 42:

2 TabneTku XXOBTOro
KONbOpY Kpyrmoi
dopmu (TuHigasony)
+ 2 TabneTku
YKOBTOIO KOMbOpy
AosracTtoi hopmu
(knapuTpoMmiumHy) +
2 kancynu
(naHconpasony) - y
CTpuni; no 7 cTpuvnis
Y KapTOHHIN nauuj;
KomBiHOBaHWI Habip
ANSA NnepopanbHoro

3acTtocyBaHHs Ne 42:

2 TabneTku XOBTOro
KOmnbopy Kpyrnoi
dopmu (TuHigasony)
+ 2 Tabnetku
)KOBTOrO KONbopy
AosracTtoi hopmu
(knapuTpOMILMHY) +
2 kancynu
(naHconpasony) - y
6nictepi; no 7
GnictepiB y
KapTOHHIN nayui

NAMGOCAEHC
U3 (E® 3ET )

CaeHcuns Jimiteq

(BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakasy MO3
BiA 23.07.2015 Ne 460)

peuenmom

101.

KINOTPUMA3
on

Masb 1% no20ry
Ty6i; no 1 Ty6i B
navui 3 KapToHy

OPTAHOCVIH
NAVIOCAEHC
U3 (E® 3ET 1)

OAE

EHK 106 ETikan3s
Mpansit JimiTeq

IHais

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHMKa
(BnacHwuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

be3
peuenma

UA/8794/01/01

102.

KNOTPUMA3
on

TabneTtku BariHanbHi
no 100 mr; no 6
TabneTok y cTpuni;
no 1 ctpuny 3
annikaTopom y
KapTOHHiIN nayui abo
no 6 TabneToky
6nicTepi; no 1
onictepy 3
annikaTopom y
KapTOHHIN nayui

OPTAHOCVIH
NAV®GCAEHC
U3 (E® 3ET 1)

OAE

EBepTomkeH Jland
CaeHcus Jimiten

IHaia

BHECEHHS 3MiH IO peecTpaLinHmMx maTepianis: 3miHa 3asiBHUKa
(BnacHuka peecTpauiiHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

be3
peuyenma

UA/8794/02/01

103.

KOMBIrPUMN

TabneTtku, no 4

OPrAHOCKH

OAE

EBepTompkeH Jland

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB: 3MiHa 3asBHVKa

be3

UA/2068/01/01




33

[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

OEKCA®

TabneTku y bnicTepi
3 chonbrn
antoMiHieBOI i MNiBKK
NoniBiHINXNOPUAHOI;
no 1 6nictepy y
nayui 3 KApTOHy; No
20 nayok y rpynosiw
nadui 3 KapToHy; No
8 TabneTok y
6nictepi 3 honbru
arntoMmiHieBol i NNiBku
NONIBIHINXNOPUAHOT;
no 1 6nictepy y
nadui 3 KapToHy; No
10 nayok y rpynosin
nadui 3 KapToHy; No
4 Tabnetkn y
6nictepi 3 donbru
antoMiniesor; no 1
onictepy y nayui 3
KapToHy; no 20
navoK y rpynosiv
nadui 3 KapToHy; No
8 TabneTok y
6nictepi 3 onbru
antoMinieBor; no 1
6nictepy y nauyui 3
kapToHy; no 10
naYvoK y rpynosiv
nayui 3 KapToHy; No
4 Tabnetkn y
6nicTepi i3 donbrun
arntomiHiesoi; no 1
onictepy y
nanepoBomy
KoHBepTi; no 20
nanepoBux
KOHBEPTIB Y
rpynosiv nayui 3
KapToHY

NAMGOCAEHC
U3 (E® 3ET )

CaeHcuns Jimiteq

(BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakasy MO3
BiA 23.07.2015 Ne 460)

peuenma

104.

KOMBIFPUM
LOEKCA®

TabneTku, in bulk: no
5000 TabneTtok y
nakeTax

OPIAHOCVIH
NAN®GCAEHC
U3 (E® 3ET 1)

OAE

EBepTomkeH Jland
CaeHcus Jimiten

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asiBHMKa
(BnacHuka peecTpauinHoro noceigveHHst) (3rigHo Hakaly MO3
Bia 23.07.2015 Ne 460)

UA/2069/01/01

105.

KOMBIrPUMN
XOT CIn®

NOpPOLUOK ANs
opanbHOro Po34nHy
3 NIUMOHHMM
cMakom; no5r
MOPOLLIKY B calue; no
10 cawwe B

OPTAHOCVIH
NAM®GCAEHC
U3 (E® 3ET 1)

OAE

EBepTomkeH Jland
CaeHcus Jimiten

IHaia

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHMKa
(BnacHuka peecTpauiiHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

be3
peuyenma

UA/11503/01/01
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

KapTOHHiN kopobui

106.

KOMBIrPUn
XOT CINn®

NMOPOLLOK ANsA
0opanbHOro Po34uHy
3 ManMHOBUM
CMakoMm; no 5r
MOPOLLIKY B calle; Nno
10 cawe B
KapTOHHiIN kopobLi

OPTAHOCWH
NANGCAEHC
U3 (Ed 3ET 1)

OAE

EBepTomkeH Jand
CaeHcus Nimiten

IHgia

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHa 3asBHMKa
(BnacHwuka peecTpauiHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

be3
peuenma

UA/11504/01/01

107.

KOMBIrPUn
®

TabneTkn, no 8
TabneTok y 6nicTepi
3 dhonbru
arntoMmiHieBol i NNiBku
NoniBiHINXNOPUAHOT
abo no 8 TabneTtok y
6nictepi i3 ponbru
antoMiniesor; no 1
6nictepy y nayui 3
KapToHy; no 8
TabneTok y 6nictepi
3 dhonbru
arntoMmiHieBol i NNiBku
NoniBiHINXNOPUAHOT
abo no 8 TabneTtok y
6nicTepi i3 donbrun
antoMinieBor; no 1
6nictepy y nauyui 3
KapToHy; no 10
naYvoK y rpynosiv
nayui 3 KapToHy; No
4 Tabnetku y
6nictepi 3 onbru
arntomiHiesoi; no 1
Gnictepy y
nanepoBomy
KoHBepTi; Mo 20
nanepoBux
KOHBEPTIB Y
rpynoBiv navui 3
KapToHy; no 4
TabneTku y 6nictepi
3 dhonbrm
antomiHiesoi; no 1
onictepy y nayui 3
KapToHy; ro 20
nayokK y rpynosin
navui 3 KapToHy

OPFAHOCH
NANGCAEHC
N3 (E® 3ET )

OAE

EBepTomkeH Jand
CaeHcuns Jlimiten

IHgia

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460)

be3
peuenma

UA/2913/01/01

108.

KOMBIrPUn
®

Tabnetky; in bulk: no
5000 TabneTtok y
nakertax

OPTAHOCWH
NAV®GCAEHC
U3 (EP 3ETI)

OAE

EBepTomkeH Nand
CaeHcus Nimiten

IHAina

BHECEHHS 3MiH 4O peecTpauiiHuxX maTtepianis: 3MiHa 3asiBHUKa
(BnacHwuka peecTpaLuiiHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

UA/2914/01/01




35

[TponoBxkeHHs nojgaTka 3

Ne
n/

JliKapCcbKO20

Haszea

3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

109.

KOMBICMA3

M®

Tabnetku, no 10
TabneTok y 6nicTepi
3 dhonbru
antoMmiHieBoi Ta
nniekn
NonixrnopBiHINOBOI;
no 1 abo 10
6nicTepis B
KapTOHHIN nayui; no
10 TabneTtok B
antoMiHieBomy
6nictepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 KAPTOHHMX NAYOoK
y TYPTOBIlA KAPTOHHIN
nayui; no 10
TabneTok B
antoMiHieBomy
onictepi; no 1
Gnictepy B
KapTOHHIN nayui; no
10 TabneTok B
antomiHiesomy
6nictepi; no 2
6nictepu B
KapTOHHIN nayui; no
10 TabneTok B
antoMiHieBomy
6nictepi; no 10
6nicTtepis B
KapTOHHIN naywi

OPTAHOCWH
NAMSCAEHC
U3 (Ed 3ET 1)

OAE

EBepTompken Jland
CaeHcuns Jimiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHa 3asiBHMKa
(BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460)

Ne10; Ne20
- 6es
peuenma;
Ne100 - 3a
peuenmom

UA/3088/01/01

110.

KOMBICINA3

M®

Tabnetku, in bulk: no
1200 Tabnetok y
nakeTax y naykax 3
KapToOHY

OPTAHOCVIH
NAVIGCAEHC
N3 (Ed 3ET 1)

OAE

EBepTomkeH Nand
CaeHcuns Jimiten

IHgia

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis: 3MiHa 3asiBHUKa
(BnacHuka peecTpauinHoro noceigveHHs) (3rigHo Hakasy MO3
BiA 23.07.2015 Ne 460)

UA/3089/01/01

111.

KOMBICMA3

M®

FACTPOKOM

®0

PT

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 10
TabneTok y 6nictepi;
no 1 abo 2 6nictepu
y nayui 3 KapToHY

OPTAHOCVIH
NAVGCAEHC
N3 (E® 3ET )

OAE

EBepTompkeH Jland
CaeHcus imiten

IHais

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa
(BnacHwuka peecTpauinHoro noceigveHHs ) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

be3
peuenma

UA/15710/01/01

112.

KOMBICINA3

M®

FACTPOKOM

®0

PT

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto in bulk
no 5000 TabneTok y
noaBsivHNX
nonieTuneHoBmx
nakeTax

OPTAHOCVIH
NAVIOCAEHC
N3 (E® 3ET )

OAE

EBepTomkeH Jland
CaeHcus Jimiten

IHaia

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpauiiHoro noceigveHHst) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460)

UA/15711/01/01
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
113.| KO-CEHTOP® | TtabneTtku, BKpUTI BAT "leneoH YropwuHa BAT "TeneoH YropwuHa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/10087/01/03
NniBKOBOIO PixTep" PixTep", YropwuHa Monbwa 3MiHM LWonao Ge3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peuernmom
obornoHkoto, no 100 (Bunyck cepii); TOB 3MiHM y KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoy, TeKCTi
mr/12,5 mr no 10 "lepeoH Pixtep MapKyBaHHS Ta iHCTPYKLIT A4NS MEANYHOro 3acTOCyBaHHS
TabneTok y 6nicTepi; Monbwa", MonbLa reHepuyHUX/ribpnaHmx/6ionoaibHMxX nikapcbkux 3acobis nicns
no 3 Gnictepu B (KOHTpOINb SKOCTI, BHECEHHS Ti€i camoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa
KapTOHHIN ynakosLi A03BiN Ha BUMYCK He noTpebye HafaHHs KOAHWUX HOBKX A0AATKOBUX AAHNUX) -
cepii; BUpobHULTBO 3MiHV BHECEHI A0 IHCTPYKLii ANS MEANYHOro 3aCTOCYBaHHS
Hepo3dacoBaHOro nikapcbkoro 3acoby y po3ainu "Bsaemogis 3 iHWnMm
npoaykTy, NepBuHHa nikapcbkummn 3acobamu Ta iHWi BUAW B3aemogiin",
yrnakoBKka, BTOPUHHA "OcobnueocTi 3acTocyBaHHA" (y T. 4. "3acTocyBaHHS Y nepiof
ynakoBka) BariTHocTi abo rogyBaHHs rpyaato"), "Mobivni peakuii”
BiAMOBIAHO A0 iHpopMaLii pedhepeHTHOro nikapcbkoro 3acoby
HYZAAR® 100/12.5 (B YKpaiHi He 3apeecTpoBaHui).
BBegeHHst 3MiH NPOTArom 6-Tn MicauUiB NicnNga 3aTBEPLKEHHSA
114.| KO-CEHTOP® | TabneTtku, BKpUTI BAT "lepeoH YropwuHa BAT "lepneoH YropwuHa/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/10087/01/01
NniBKOBOIO PixTep" PixTep", YropwuHa Monbwa 3MiHM BHECEHI A0 iHCTPYKUii AN MEANYHOrO 3aCTOCYBaHHS peuenmom
obornoHkot, 50 (Bunyck cepii); TOB nikapcbkoro 3acoby y po3ainu "Bsaemogis 3 iHWyMK
mr/12,5 mr no 10 "'eqeoH PixTep nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
Tabnetok y bnicrepi, Monbwa", Monblwa "OcobnumBocTi 3acTocyBaHHs" (y T. 4. "3acTocyBaHHs y nepiog,
no 3 Gnictepu B (KOHTpOIb SKOCTI, BariTHocTi abo rogyBaHHs rpyaat"), "lMNobivHi peakuii”
KapTOHHIN ynakoBLji [003BiN Ha BUNYCK BiANOBIgHO A0 iHhopmaLii pedbepeHTHOro nikapCbkoro 3acoby
cepil; BUpOBHNLTBO HYZAAR® 50/12.5, HYZAAR® 100/25 (B YkpaiHi He
Hepo3adacoBaHOro 3apeecTpoBaHuii). BBeaeHHs 3MiH npoTsrom 6-Tu micsiuis
NPOAYKTY, NepBUHHA nicns 3aTBepAXKeHHs; 3MiHW | Tuny - 3MiHW BHeceHi Ao
yrnakoBka, BTOPUHHA IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
ynakoBka) po3ginu "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO O OHOBMEHOI iHhopmaLii Lwoao 6esneku aitoyoi
peyoBuHW. BBEAEHHS 3MiH NPOTSIrom 6-Ty MicsLiB nicns
3aTBEPAKEHHS
115/ KO-CEHTOP® | TabneTtku, BKpUTI BAT "lepeoH YropwuHa BAT "lepneoH YropwuHa/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/10087/01/02
nniBKOBOK PixTep" PixTep", YropwuHa Monbwa 3MiHM BHECEHI A0 iHCTPYKUiT AN MeANYHOro 3acTOCyBaHHS peuenmom
obornoHkoto, 100 (Bunyck cepii); TOB nikapcbkoro 3acoby y po3ainu "Bsaemogis 3 iHWKMK
Mmr/25 mrno 10 "'eqeoH PixTep nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
TabneTtok y 6nicrepi, Monbwa", Monblwa "OcobnumBocTi 3acTocyBaHHs" (y T. Y. "3acTocyBaHHs y nepiog,
no 3 Gnictepu B (KOHTpOIb SKOCTI, BariTHocTi abo rogyBaHHs rpyaat"), "Mobivni peakuii”
KapTOHHIN ynakoBLi [03BIN Ha BUMYCK Bi4NOBIgHO A0 iHhbopmaLii pecbepeHTHOro nikapcbkoro 3acoby
cepil; BUpOBHNLTBO HYZAAR® 50/12.5, HYZAAR® 100/25 (B YkpaiHi He
Hepo3sdacoBaHOro 3apeecTpoBaHuii). BBeeHHs 3MiH NpoTsarom 6-Tu micsuis
NPOAYKTY, NEepBUHHA nicns 3aTBepaXKeHHs; 3MiHM | Tuny - 3MiHW BHeceHi Ao
yrnakoBka, BTOPUHHA IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
ynakoBka) po3ginu "OcobnueocTi 3actocyBaHHs", "MobiuHi peakuii
BiZNOBIOHO O OHOBMEHOI iHGhopMmaLii Wwoao 6esneku airoyoi
peyoBMHW. BBEAEHHS 3MiH NpOTSIrom 6-Ty MicsiLiB nicns
3aTBEPAKEHHS!
116, KoconTt Kpanni O4Hi, PO34uH, CaHTteH AT PiHnaHgis TTabopaTopii Mepk PpaHuis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/12581/01/01
no5mny Wapn i Joym Higepnangum 3MiHM BHECEHO [0 IHCTPYKUii ANns MeAM4HOro 3acTOCyBaHHS | peyenmom
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep

n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o

n 3acoby ynakoeka) noceio4yeHHs1
nnacTuKoBOMY Ln6pe, PpaHuis; / Anowia/ nikapcbkoro 3acoby Ao po3ainy "Mob6ivHi peakuii” wono
nakoHi Tuny MaHyakTypiHr PiHnaHais OHOBIEHHSI iHdhopMmaLii 3 6e3nekn kKombBiHaLii Aitounx peqoBuH
OxkymeTp Mnioc® MakariHr ®apmaka "nopsonamigy rigpoxnopuay i Tumonony maneary" BianosigHo
abo 6inomy (MN®) B.B., Ao pekomeHngauii PRAC. BeefeHHs 3MiH npoTarom 3-x
Hanisnpo3opomy Higepnanau micsLiB nicns 3aTBepaXeHHs:; 3MiHu Il Tuny - 3MiHK BHECeHo A0
nnacTUKoOBOMY (anbTepHaTMBHWIA IHCTPYKUIT ANS MEANYHOro 3aCTOCyBaHHSA Nikapcbkoro 3acoby
nakoHi Tuny 6 3 BMPOBHWK, Ao po3sginis "®apmakonorivHi BnactueocTi", "3acTocyBaHHs y
6inoto KpuLLIKOIO; Mo BiANOBiAaNbHUIA 3a nepion BaritHocTi abo rogyBaHHs rpyaat”, "Oitn" (YyTOUHeHHst
1 donakoHy B BTOPUHHE iHbopmauii Ta peaaryBaHHsi TekcTy), "MobivHi peakuii”.

KapTOHiii kopooLi nakyBaHHs1); CaHTeH BBeaeHHs 3MiH npoTarom 3-x MicAUiB Nicns 3aTBEPAXEHHS
AT, ®iHnanais
(anbTepHaTMBHWIA
BUPOOHMK,
BiAnoBiganbHWM 3a
BTOPVHHE
naKkyBaHHs Ta
BMNYCK cepii,
BKIIOYa04M
KOHTpOnb cepii);
CaHTteH
®apmacbTtukanc Ko.,
JItg Hoto MnakrT,
AnoHis
(anbTepHaTMBHWIA
BUPOOHMK,
BiAnoBiganbHWN 3a
BUPOGHMLUTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs1)

117 KCENOOA® TabneTkn, BKpUTI . XopdbmanH- | Lsenuapi BrpobHuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/5142/01/01
NniBKOBOIO J1a Pow Jltg a Hepo3dhacoBaHoi LLiBeviLapis 3MiHu Wopao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peuenmom
obornoHkoto, no 150 NpoAyKLii, NepBuHHe BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo cucTemy
mr, no 10 TabneTok nakyBaHHs, dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
y bricTepi, no 6 BTOPUHHE cvctemy chapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,

GnictepiB y nakyBaHHs, BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
KapTOHHIN ynakoBLi BMNPOOYBaHHS ocobu 3 hapmakoHarnsgy 3asiBHUKa AN 34IMCHEHHS

KOHTPOIO SIKOCTi:
Ekcenna M'm6X eHp
Ko. KI', HimeuyunHa;

[NepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO SIKOCTI,
BMNYCK cepii:
®.XocbdpmaHH-Ia
Pouw NTa,
LIseviLapis;

dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBGU YNOBHOBaXEHOT
ocobu 3asBHMKA, BignoBiganbHOI 3a hapMakoHarnsg B YkpaiHi
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BunpobyBaHHsi
KOHTPOMIO SIKOCTi:
Pow ®apma AT,
Himeuunna
118.| KCENOOA® TabneTkn, BKpUTI ®. Xocbdmanh- | Lseniyapi BupobHuLTBO Himeuuunna/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/5142/01/02
NNiBKOBOO J1a Pow Jita a Hepo3adhacoBaHoi LLseviyapis/ 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuenmom
obonoHkoto, no 500 npoaykuii: LaHxan Kutan BBeneHHs abo 3miHu 4o y3aranbHeHVX AaHuX npo cuctemy
mr, no 10 TabneTok Pow dbapmakoHarnsaay (BBeAeHHs y3aranbHEeHUX AaHnX npo
y bnicTepi, no 12 dapmachbtoTikans cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
6nictepiB y Ita., Kuraw; BiANOBIAANbHOI 3a 3AIVCHEHHA dhapMaKkoHarnsay; KOHTakTHOI
KapTOHHIN ynakoBLi BrpobHuuTBO ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
Hepo3dacoBaHoI hbapmakoHarnsgy B YKpaiHi, aKWwo BoHa BiAMiHHA Bif
nNpoAayKuii, nepBuHHE YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
nakyBaHHs, dapmakoHarnsaay (BKIYayy KOHTaKTHI AaHi) Ta/abo 3miHn y
BTOPUHHE po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
nakyBaHHs, 3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXEHOI
BMNPOOYBaHHS ocobu 3asBHUKA, BiAMOBIAANbLHOI 3a hapmakoHarnag B YKpaiHi
KOHTPOIO AKOCTi:
Ekcenna M'm6X eHg
Ko. KI', HimeuyunHa;
[NepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
BMNPoOYBaHHS
KOHTPOMIO SIKOCTI,
BUNYCK cepii:
& . XohdpmaHH-I15
Pow JTg,
LLiBeviLapis;
BunpobyBaHHs
KOHTPOMIO SIKOCTi:
Pow ®apma AT,
HimeyunHa
119, KCE®POKAM® | TabneTku, BKpUTI AciHo ®apma Lsenuapi | Takepa M'mMG6X, micue HimeyumHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: BUNpaBreHHs 3a UA/10245/01/01
NNiBKOBOO Al a BUpOBHMUTBA TEeXHIYHOT nomunkn y po3gini "Cneuundikauisa”" Metogis peuenmom
obornoHkot, no 4 mr OpaHieHbypr KoHTponto sikocTi J13 Kcedokam®, TabneTku, BKpUTI MNiBKOBOH
no 10 Tabnetok y 060NOHKOI0, MO 4 Mr, 3a NoKasHUKOM «laeHTudikauis»
6nictepi; no 1 JlopHOKCUKama, a came: 3a3HayeHHs nocunaHb Ha MKA 13 y
Gnictepy B BignoBigHicTb Ao cneuudikauii Ta MKA J13 BupobHuka Takega
KapTOHHiI kopooLi 'M6X. MponoHoBaHa pepakuis: MoeHTudukauus
JlopHokcukama n.2.1, EBp. ®apm.*, 2.2.29, BOXX n.2.2, Esp.
dapm.*, 2.2.27, TCX. 3azHa4yeHe BUNpaBIEHHs Bignosinae
mMarepianam peecTpauiHoro Jocke
120.| KCO®DITY3A® | Tabnetku, BKpUTI . XoppmanH- | Lsenuapi ®.XodbpmaHH-Ts LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3miHu | Tuny - 3a UA/18056/01/01
NniBKOBOK Na Pow It a Pouw NTa, CLUA/ 3MiHM Wopo 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
obornoHkoto, no 20 LLIBenuapis (Bunyck AnoHis BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy

Mmr, no 2 abo no 4

cepii rotoBoro

dpapmakoHarnsiay (BBe4eHHs y3aranbHeHUX 4aHux npo
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTku y GnicTepi, nikapcbkoro cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
no 1 6nictepy y 3acoby); LWapn BiANOBIAANbHOI 3a 3AIVCHEHHA dhapMaKkoHarnsay; KOHTakTHOI
KapTOHHIN nayui KopnopewwH, CLUA ocobu 3 hapmakoHarnagy 3asiBHUKa ANs 34iMCHEHHS
(nepBuHHe Ta dapmakoHarnsaay B YKpaiHi, AKWO BOHA BiAMiIHHA Bif
BTOPUHHE YMNOBHOBaXeHOi 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
nakyBaHHs, dapmakoHarnsay (BkIovaym KOHTaKTHI AaHi) Ta/abo 3miHn y
BKITHOHA04N po3MmilLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
BUNPOBYBaHHsI 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0COBM YNOBHOBaXeHOi
KOHTPOJO SKOCTi B ocobu 3asBHKKa, BignoBigansHoi 3a chapMakoHarnsag B YkpaiHi
npoueci
BMpOGHMLTBA);
LioHori ®apma Ko.,
JItg. Cetcy MnaHrT,
AnoHis
(BUpOBHMLTBO
nikapcbkoro 3acoby,
BKIHOYa0UM
KOHTPOMb B NpoLeci
BMPOBHMLTBA,
BMNPOOyBaHHS
KOHTPOIMIO AKOCTI
npu BUMycky Ta
cTabinbHoCTi)
121.| KCODNY3A® | Tabnetku, BKpUTI . Xodbdmanh- | Lseiiuapi & . XopdpmaHH-J1s Lseviuapis/ BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/18056/01/02
NniBKOBOKO J1a Pow Jltg a Pow Jitg, CLlA/ 3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta hapmMakoHarnsay. peuenmom
obornoHkoto, no 40 LLisenuapis (Bunyck AnoHis BBeneHHs abo 3miHu J0 y3aranbHeHVX AaHnX Npo cuctemy

mr, no 1 a6o no 2
TabneTkn y 6nictepi,
no 1 6nictepy y
KapTOHHIN nayui

cepii rotToBOro
nikapcbkoro
3acoby); LWapn
KopnopenwH, CLUA
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BKITHOYa0UM
BMNPOOYBaHHS
KOHTPOIO AKOCTi B
npoveci
BMPOGHMLTBA);
LioHori ®apma Ko.,
JItg. Cetcy MnawrT,
AnoHis
(BUpPOBHMLTBO
nikapcbkoro 3acoby,
BKITOYaK0UN
KOHTPOMb B NpoLueci
BUPOOHMLTBA,
BUNPOOYBaHHS
KOHTPOIIO AKOCTI
npu BUMYycKy Ta

hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiCHEHHS
bapmakoHarnsgy B YKpaiHi, AKLwo BoHa BiaMiHHa Big
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BkIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLleHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXEHOI
ocobu 3asBHUKa, BiANOBIganbHOI 3a chapmakoHarnsg B YkpaiHi




40 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cTabinbHOCTI)
122, NEBIUUTAM PO34MH OparnbHUN, TOB "ACIHO YkpaiHa Bnydapma- MopTyranis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/11396/02/01
100 mr/mn no 300 YKPATHA" IHgycTpia 3MiHN Wwopao 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsagy - peuenmom
MmNy donakoHi; no 1 dapmacbioTika, 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBKW MiKapCbKoro
hbnakoHy y C.A., MNoptyranis 3acoby
KOMMNNEKTi 3 MipHUM (aHani3 Ta Bunyck
LUNPULIOM Y cepin);
KapTOHHiIl ynakoBLi dapmanabop-
MpoagyToc
dapmachbioTikoc,
C.A,, MNoptyranis
(BUpoBHULTBO,
yrnakoBka)
123.| NEBOMEKOI | masb; no 30 r abo no My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - bes UA/8367/01/01
b 40 r y Ty6i; no 1 Ty6i akuioHepHe akuioHepHe 3MiHn 3 sikocTi. A®I. KoHTponb A®l. 3miHa y napameTpax peuenma
B nayui TOBapuCTBo TOBapucTBo cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
"HaykoBo- "HaykoBo- crneungikanisx Ha A®l, abo BUXIGHUIA/NPOMIXKHWIA
BUPOBOHWYMIA BMPOBOHWYMIA LIEHTP NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLEC
LEeHTp "BopLuariBCbkui BUpobHuLTBa ADI - 3MiHa B po3ainax "laeHTndikauia”,
"BopLuaricbk XiMiKo- "laeHTudikauis B KOXHOMY TapHOMY Micui" y 3B'SI3KY 3
NI XiMiKO- capmaLeBTUYHUI BBeAEHHsM oHoBneHoro |4 - cnektpy A®I, skuin noBuHeH
hapmaueBTny 3asog" Bignosigatu I4-cnektpy C3 6-meTunypaumny Ta Sk Hacnigok
HW 3aBog” 3MiHa KOHTPOIO 3a LIMMU MOKa3HWKaMu SKOCTi; CynyTHS 3MiHa -
3miHu 3 skocTi. A®I. KoHTponb A®Il. 3miHa y meTogax
BunpobyBaHHA APl abo BMxigHOro matepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECI
BUPOGHMLUTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPKEHUX METOAAX
BUNPoOyBaHHS); 3MiHu | Tuny - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®Il. 3miHa y napameTpax cneuudikaui Ta/abo gonycTummx
MeX, BU3Ha4eHux y cneumdikaisx Ha A®l, abo
BUXiAHVI/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobH1uTBa AD| (BUNYyYEHHS] HE3HAYHOTO
nokasHuKa SKOCTi (Hanpuknag BUNy4YeHHs 3acTapinoro
nokasHuka)) - BUIy4eHHs i3 cneumdikauii AP (6-
mMeTunypaumn) nokasHuk "Baxki metanu"; aminu | tuny -
3anponoHOoBaHi HacTynHi yMoBM 36epiraHHs npenapaTy: «B
opvriHanbHil ynakosLi npu Temneparypi He Bulle 25 °Cx.
BBeneHHs 3MiH NpoTsarom 3-x MicsUiB Nicns 3aTBEPAXKEHHS;
3MiHu | TNy - 3miHa agpecu BupobHuka AD| (xnopamdeHikon),
3anponoHoBaHo: "Northeast Pharmaceutical Group Co., Ltd.",
Kutan No.29, Shenxiliu Dong Road, Economic Technology
Development District, Shenyang, China +86-24-
25807777/+86-24-25807788
124.| NEBO®PJIOKC | po3unH ans iHgysin, "FOHik IHAgin "FOHik IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/15760/01/01
ALUUH 5wmr/mnno 100 Mny | ®apmacbloTuk dapmacbtoTukan 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3miHn y peuernmom
donakoHi; no 1 an JTabopaTtopiz" BMPOBHMLTBI. 3MiHa po3Mipy cepii (BKMoYakoum gianasoH
dnakoHy B JlabopaTopis" (BiggineHHst pipmu po3Mmipy cepii) roToBOro nikapcbkoro 3acoby - BUNYYEHHs
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiN kopobui (BipaineHHs "[x. B. Kemikans poamipy cepii M3 - 500 n. 3atBepaxeHo: 500 n, 3950 m;
dipmm "Ox. b. eHa 3anponoHoBaHo: 3950 n
Kemikana eHg dapmacbioTukana
dapmMacbioTUK Nra.")
ans Jlta.")
125.| NEMKEPAH™ | TabneTku, BKpUTI AcneH ®apma Ipnangis Ekcenna 'm6X i Ko. HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianis: BUNPaBeHHs 3a UA/3396/01/01
NniBKOBOO Tpenainr KIr TeXHIYHOI noMunkn y amiHax Ao MKA J13 (BHeceHHs 3miH Ao p. | peuenmom
060oHKO10, MO 2 Mr; JlimiTen «MapkyBaHHs»), a caMe HeBIpPHO BKa3aHO HOMeEP
no 25 tabneTtok y PeecTpauiiHoro nocsig4yeHHs, gaTty Ta HoMep Hakasy Ha
dnakoHi; no 1 TUTYNbHIN cTopiHui MonepeaHs pegakuin: 3aTBepmkeHo Hakas
hnakoHy y MiHicTepcTBa oxopoHu 3gopoB’s Ykpainm 01.09.2015 Ne 554
KapTOHHiIN kopoOLi PeecTpauiiHe noceigyeHHs NeUA/0116/01/01.
3anponoHoBaHa pefakuis: 3aTBepaXeHo
Haka3s MiHictepctBa oxopoHu 300poB’s YkpaiHm 21.09.2015 Ne
614 PeecTpauiiHe nocsigyeHHs NeUA/3396/01/01.
3anponoHoBaHa peaakuis Homepy PeecTpauiiHoro
NocBiAYEHHs, 4aTh Ta HOMePY Hakas BiAnosigae marepianam
peecTpauiiHoro 4ocke
126./ NEKOMNTUH® | TtabneTtku, BKpUTI CaHpos CnoBeHisi Jlek CnoBeHis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/10246/01/01
obornoHkoto, no 40 dapmackioTika dapmaueBTMyHa 3MiHM BHECEHO [0 IHCTPYKUiT Ans MeAMYHOro 3aCTOCYBaHHS peuenmom
Mmr, no 25 TabneTok n3 a.o. KoMnaHis a.4a., nikapcbkoro 3acoby y po3ainu: "Bsaemogis 3 iHWyMm
y 6nicTepi; no 2 CrnioBeHis nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
Gnictepu B (BMpPOGHMLTBO in "MepenosyBaHHs" BiANOBIAHO 4O OHOBMEHOI iHGopMaLlii 3
KapTOHHiI kopobui bulk, nakyBaHHs, 6e3neku gjtoyoi pevoBuHW. BBegeHHs 3MiH npoTsiroM 6-Tu
BUNyckK cepii); lek MicALIB MiCNs 3aTBEPAXEHHS
dapmaueBTUYHa
KoMnaHis a.4a.,
CnoBeHiga
(nakyBaHHs1)
127.| NEKOMNTUH® | TtabneTtku, BKpUTI CaHpos CnoBeHis TNek CnoBeHis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/10246/01/02
obornoHkoto, no 80 dapmacbioTika dapmaueBTnyHa 3MiHN BHECEHO [0 iHCTPYKLIi AN MEAUYHOTO 3aCTOCYBaHHA | peyernmom
mr, no 10 TabneTok n3 a.a. KoMnaHis a.4a., nikapcbkoro 3acoby y po3ainu: "B3aemogis 3 iHWyMu
y bnicTtepi; no 5 CnoBeHisi nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogin",
Gnictepi y (BMpPOOHMLTBO in "MepepnosyBaHHS" BiANOBIAHO A0 OHOBIEHOI iHpopMaLii 3
KapTOHHiI kopobui bulk, nakyBaHHs, 6e3neku gjtoyoi pe4oBuHW. BBegeHHs 3MiH NpoTsiroM 6-Tu
BUNyck cepii); lek MicsLiB nicns 3aTBepOXKEHHS
PapmaLeBTNyHa
KoMnaHis a.4a.,
CnoBeHis
(nakyBaHHs)
128.| NENCIKAQ TabneTku, BKPUTI [xy6inaHT IHAgin [xy6inaHT IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/15521/01/01
NniBKOBOIO [xeHepikc IxeHepike INimiTeq 3MiHM Woao 6e3neku/edheKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
obornoHkoto, no 250 Timiteq BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHuX Npo cucTemy

mr; no 10 TabneTok
y 6nicTtepi; no 3
onictepn y
KapTOHHI kopobui

hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo
cucTemMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHs
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BignosigansHol 3a
chapmakoHarnsag,.

MponoHosaKra pepakuis: [-p Capita Carap. 3MiHa KOHTaKTHMX
[OaHuX yNoBHOBaXeHOI ocobu, BianosiganbHoi 3a
chapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOi 0CO6M YNOBHOBaXeHOT
ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnag B
YkpaiHi.
3miHa micue3HaxoOXeHHs macTep-carina cuctemu
capmakoHarnsgy. 3MiHa micus 34iNCHEHHSA OCHOBHOI
fisinbHOCTI 3 phapmakoHarnsgy

129.

JNENCIKAO

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 500
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHiIN kopobui

[bxy6inaHT
[xeHepikc
Nimiten

IHAinA

[bxy6inant
IxeHepikce Jliviteq

IHais

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnagy (BBe4eHHs y3aranbHEeHUX 4aHX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMaKkoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSsI
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKa, BignosiganeHoi 3a
dapmakoHarnsag,.

MponoHoBaHa pepakuis: O-p Capita Carap. 3miHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHoi ocobu, BianosiganbsHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX JAHMX KOHTAKTHOT 0COBU YNMOBHOBaXEHOT
ocobu 3asiBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg B
YkpaiHi.
3MiHa Micue3HaxomKeHHA MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 34iINCHEHHST OCHOBHOI
fisnbHOCTi 3 dhapmakoHarnsagy

3a
peuenmom

UA/15521/01/02

130.

JNENCIKAQ

TabneTkn, BKpUTI
NniBKOBOI
obornoHkoto, no 750
mr; no 10 TabneTok
y 6nicTepi; no 3
onictepn y
KapTOHHiIl kopobuyi

bxy6inaHT
[xeHepikc
TimiTen

IHAis

Ixy6inanT
IxeHepike INimiTeq

IHaia

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3neku/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHs abo 3miHM Jo y3aranbHeHVX AaHnX Npo cuctemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cucTeMy chapMakoHarnsiay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKA Anst 30iNCHEHHSI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXEHOT 0co6MU, BignoBiganbHoi 3a 34iNCHEHHS

3a
peuernmom

UA/15521/01/03
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

chapmakoHarnsay (BKMoYaum KOHTaKTHi AaHi) Ta/abo 3MiHW y
po3MmilLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BignosiganeHoi 3a
dapmakoHarnsag.

[MponoHoBaHa pepakuis: O-p Capita Carap. 3miHa KOHTaKTHUX
[AaHnX ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
dapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHWX KOHTAKTHOI 0CO6M YNOBHOBaXeHOT
ocobu 3asiBHUKa, BiAMNOBIAanbHOI 3a hapmakoHarnsg B
YKpaiHi.
3miHa micue3HaxoOXeHHs macTep-carina cuctemu
dapmakoHarnsgy. 3miHa micusi 34iNCHEHHS! OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsgy

131.

JNENCIKAOQ

TabneTkn, BKpUTI
NniBkOBOIO
obonoHkoto, no 1000
mr; no 10 TabneTok
y bnicTepi; no 3
6nictepn y
KapTOHHIN kopobui

[hxy6inaHT
[xeHepikc
JlimiTen

IHAinA

[bxy6inanT
xeHepikc JlimiTeq

IHais

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
dapmakoHarnagy (BBe4eHHS y3aranbHEHUX 4aHnX Npo
cucTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHsI
hbapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXEHOT 0cobu, BiAnoBiganbHoI 3a 34iNCHEHHS
dapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0cobu 3asiBHMKa, BignoBigansHoi 3a
dapmakoHarnsag,.

MponoHoBaHa pepakuis: A-p Capita Carap. 3MiHa KOHTaKTHUX
[aHnX yNOBHOBaXEHOT 0co0u, BiANOBiAanbHOI 3a
dapmakoHarnag,.
3MiHa KOHTaKTHWUX JaHUX KOHTaKTHOT 0COBM YNOBHOBaXEHOI
ocobu 3asiBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa Micue3HaxoOoXeHHs MacTep-caiina cuctemu
bapmakoHarnsgy. 3MiHa micus 34iNCHEHHSA OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsagy

3a
peuernmom

UA/15521/01/04

132.

NENCIKAL

TabneTku, BKPUTI
NniBKOBOKO
ob6onoHkoto, no 250
mr; in bulk: no 5000
TabneTok y
nonieTuneHoBoMy
nakerti

[xy6inaHT
[xeHepikc
TimiTen

IHAis

[xy6inaHT
bxeHepike JimiTeq,

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHUX NPO CUCTEMY
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo
cvcTemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAMNOBIAaNbHOI 3a 3AiNCHEHHS dbapMaKkoHarnsay; KOHTakTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiNCHEHHS
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIoYaym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-ganna cuctemu papmakoHarnagy) -

UA/15522/01/01
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

3MiHa ynoBHOBaXeHOI 0cobu 3asiBHMKa, BiAnoBiganbHoi 3a
dapmakoHarnsag,.

MponoHoBaHa peaakuis: [-p Capita Carap. 3mMiHa KOHTaKTHUX
[OaHuX yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
dapmakoHarnsag.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOi 0COBM YyNOBHOBaXEHOI
ocobu 3asiBHMKa, BiANOBiAanbHOI 3a hapmakoHarnsg B
YKkpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-channa cuctemm
apmakoHarnsgy. 3miHa micus 34iNCHEHHSA OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsagy

133.

JIENCIKAO

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 500
mr; in bulk: no 5000
Tabnetok y
nonieTuneHoBomMy
nakerti

[xy6inaHT
[xeHepikc
Jlimiten

IHAis

[xy6inaHT
IxeHepikce Jliviteq

IHgia

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHVKa, BignoBigansHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: O-p Capita Carap. 3miHa KOHTaKTHUX
[aHUX yNOBHOBaXEHOIT 0co0u, BiANOBiAanbHOI 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0COBM YNMOBHOBaXKEHOI
ocobu 3asiBHUKa, BiAMOBIAANbLHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa micue3HaxoOXXeHHs macTep-carina cuctemu
capmakoHarnsgy. 3MiHa micus 340iNCHEHHSA OCHOBHOI
fisinbHOCTI 3 apmakoHarnsay

UA/15522/01/02

134.

JNENCIKAO

TabneTkn, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 750
mr; in bulk: no 5000
TabneTok y
nonieTMneHoBoMy
naketi

[bxy6inaHT
[xeHepikc
Nimiten

IHAin

[bxy6inant
xeHepike JimiTeq,

IHais

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEeHUX AaHuX Npo
cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS
dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKIYauy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOI 0cobu 3asiBHMKa, BignosigansHoi 3a
dapmakoHarnsag,.

UA/15522/01/03
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

[MponoHoBaHa pepakuisa: O-p Capita Carap. 3mMiHa KOHTaKTHUX
[OaHuX yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
chapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHWX KOHTAKTHOI 0CO6M YNOBHOBaXeHOT
ocobu 3asiBHMKa, BiANOBifanbHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa micue3Haxo4XeHHs macTep-thanina cuctemu
capmakoHarnsgy. 3miHa micus 34iNCHEHHSA OCHOBHOI
AisanbHOCTI 3 dapmakoHarnsgy

135.

JNENCIKAOQ

TabneTkn, BKpUTI
NniBKOBOIO
ob6onoHkoto, no 1000
mr; in bulk: no 5000
Tabnetok y
nonieTMneHoBoMy
nakeri

[bxy6inaHT
[xeHepikc
Nimiten

IHAinA

[bxy6inant
IxeHepikce Jliviteq

IHais

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnagy (BBe4eHHS y3aranbHEeHUX 4aHWX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnagy 3asiBHUKa Anst 30iNCHEHHSI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa yNoBHOBaXeHOi 0cobu 3asiBHYKa, BignosiganeHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: O-p Capita Carap. 3miHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu, BianosiganbsHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX Ja@HUX KOHTaKTHOI 0COBM YNOBHOBaXKEHOI
ocobu 3asiBHUKa, BiAMNOBiAanbHOI 3a hapmakoHarnsg B
YkpaiHi.
3MiHa Micue3HaxomKeHH MacTep-anna cuctemm
dapmakoHarnsgy. 3miHa micusi 34iNCHEHHST OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsagy

UA/15522/01/04

136.

JNE®NOUNH®

pPO34MH Ans iHdY3in,
5 mr/mn; no 50 mn
abo no 100 mn, abo
no 150 mn, abo no
200 mn y nnsAwui; no
1 NnAWYi B nayui; no
100 mn abo no 150
mn, abo no 200 mn y
KOHTeWiHepi; no 1
KOHTEeVHepy B nayui

TOB "lOpis-
dapm”

YkpaiHa

TOB "tOpis-®Papm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHM BHECEHI A0 iHCTPYKUiT AN MeANYHOro 3acTOCyBaHHS
nikapcbKkoro 3acoby y po3ainu "OcobnuBoCTi 3acToCyBaHHS",
"MobiyHi peakuii" Ta 4O KOPOTKOT XapaKTepPUCTVKM NiKapCbKOro
3acoby y po3ainu "4.5. Ocobnuei 3acTepeXeHHs Ta 3anobixHi
3axoam npm 3acTocyBaHHi", "4.9. MNobivHi peakuii" BianosigHO
[0 OHOBIIEHUX AaHMX LWoAo 6e3neku Ailo4oi PeYOBUHM.
BBegeHHs 3MiH NpOTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | TUMy - 3MiHW BHECEeHi A0 IHCTPYKUii AN MeANYHOro
3aCcTOCyBaHHS NikapCcbKoro 3acoby y po3ainu "®apmakonoriyHi
BnacTueocTi", "MpoTunokasanHs", "Ocobnusi 3axoam
6e3nekun”, "B3aemogis 3 iHWNMK fikapCcbkummn 3acobamu Ta
iHWi BMau B3aemogain", "OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3actocyBaHHsi Ta fo3n", "MepenosyBaHHs", "MoGiyHi

3a
peuernmom

UA/8639/01/01
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
peakuii”, "HecymicHIiCTb" Ta 4O KOPOTKOI XapaKTepUCTUKN
nikapcbkoro 3acoby y po3ainu "5. ®apmMakonoriyHi
BnactmeocTi", "4.4. NMpoTunokasaHHs", "4.6. Baemogis 3
iHLWMMK nikapcbkumy 3acobamu Ta iHWi BMAay B3aemogin”, "4.5.
OcobnuBi 3acTepexeHHsi Ta 3anobixkHi 3axoau npu
3actocyBaHHi", "4.7. 3acTocyBaHHs Mig Yac BariTHOCTi Ta
rogyBaHHs rpyaat”, "4.2. losu Ta cnoci6 3actocyBaHHs", "4.9.
Mo6iuni peakuii”, "4.10. MepenosyBaHHs", "6.2. OCHOBHi
BUMNaAKM HecyMicHOCTI" BianoBigHO 4O MaTepianis
peecTpaLinHOro AoCbe (peAaryBaHHs TEKCTY iHCTPYKLIT Ta
KOPOTKOi XxapakTepucTukun). BBeaeHHs 3amiH npotarom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHsA
137 MABTEPA® po3uunH ang iH'ekuin, | ®.XodpdmanH- | Lsenuyapi ®.XodbdpmaHH-Is LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/14231/01/01
1400 mr/11,7 mn; no Ila Pow It A Pow N4, 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuernmom
11,7 mn y donakoHi; LLisenuapis BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWUX Npo cucTemy
no 1 dnakoHy y (BunpobyBaHHs dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
KapTOHHiIN kopobui KOHTPOIIO SIKOCTi); cvctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
& . XopdpmaHH-J1s BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
Pow N4, ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IVMCHEHHS
LLisenuapis apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
(BUpOBHMLTBO yMNoBHOBaXeHOi ocobu, BignoBiganbHoI 3a 3A4iNCHEHHS
Hepo3dacoBaHoi dapmakoHarnsaay (BKIYayy KOHTaKTHI AaHi) Ta/abo 3miHn y
npoaykLuii, nepBuHHe po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
Ta BTOPUHHE 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
nakyBaHHs, ocobu 3asBHUKA, BiANOBIAANbLHOI 3a hapmakoHarnag B YKpaiHi
BUNpPOOyBaHHS
KOHTPOIO AKOCTI,
BUMYCK cepii)
138/ MAOOMAP® Tabnetku, 200 mr/50 | ®.XoddpmanH- | Leeruapi | Oenbcapm MinaHo, ITanis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/11355/01/01
mr no 100 TabneTtok Na Pow It a C.P.N., Itania LLisenuapis 3MiHM Wopo 6e3neku/edekTUBHOCTI Ta dhapmakoHarnsgy. peuenmom
y nnawwj; no 1 (BMpOBHMLTBO BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
NAAWLUi y KAPTOHHIN Hepo3adpacoBaHoI hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
kopooui NpoAyKLii, NepBuHHe cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
nakyBaHHS, BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
BTOPUHHE ocobu 3 hapmakoHarnsgy 3asiBHUKa ANS 34IMCHEHHS
nakyBaHHs, bapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Bif
BUMNPOOOBYBAHHS yMOBHOBaXeHOoi ocobu, BignoBiaanbHOI 3a 3A4iNCHEHHS

KOHTPOMIO SKOCTi);
& . XopdpmaHH-J15
Pow g,
LLseviLiapis (Bunyck
cepii);
®.XocbpmaHH-Ia
Pow g,
LLiseniuapis
(nepBuHHe
nakyBaHHS,

dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOIi 0COBW YNOBHOBAaXEHOI
ocobu 3asBHKKA, BignoBiganbHOI 3a hapMakoHarnsg B YkpaiHi
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BTOPWHHE
nakyBaHHs1,
BMNpPOOYBaHHS
KOHTPONMIO AKOCTI,
BMNYCK cepii)
139., MAUCENT Kancynu TBepgi no MaHaues IHAis MaHaues BioTek IHpis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/16782/01/01
250 wmr; no 10 Biotek ®apma ®apma 14 OHOBIIEHHS TEKCTY MapKyBaHHS yrakoBKW Nikapcbkoro 3acoby | peuernmom
Kancyn Teepaux y nra. 3 BHECEHHAM iHbopmaLlii LWoao 3a3HaYeHHs OAUHNLE
6nictepi; no 3 abo BMMIiplOBaHHs y cuctemi Sl. BHeceHHs 3MmiH go posainy “
no 10 6nictepis B MapkyBaHHs” MKA 113. 3anponoHoBaHo: TekcT mapkyBaHHS. Y
KapTOHHIN nayui BiANOBIAHOCTi A0 3aTBEPOKEHOro TEKCTY MapKyBaHHS
140.| MEBCIH kancynu no 200 mr OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEHHs1 3MiH JO peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa 3a UA/8968/01/01
PETAPO® no 10 kancyn y NANDCAEHC CaeHcus JlimiTeq (BnacHuka peecTpauiiHoro noceigveHHs) (3rigHo Hakady MO3 | peuenmom
6nictepi; no 3 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
Gnictepu y navui 3
KapToHY
141.| MEBCIH kancynu no 200 mr OPIrAHOCWH OAE EBepTomkeH Naid IHais BHECEeHHS1 3MiH O peecTpauiiHuXx MaTepiani: 3MiHa 3asiBHMKa - UA/8969/01/01
PETAPO® in bulk: no 1000 NANPCAEHC CaeHcus Nimiten (BnacHwuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
Kancyn y nakerax N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
142 METPOOEHT | renb 3y6HuA, OPIrAHOCWH OAE EHK't06 ETikans IHpia BHECEHHS 3MiH [0 peecTpaLiHMx maTepianis: 3MiHa 3asiBHUKa 6e3 UA/7951/01/01
® opuriHansHwii; no 20 | NTAMGCAEHC Mpansit JlimiTeq (BrnacHuka peecTpauifiHoro noceigveHHs) (3rigHo Hakady MO3 | peuenma
r B anmomiHiesin Ty6i; | U3 (E® 3ET 1) Big 23.07.2015 Ne 460)
no 1 T1y6i y
KapTOHHIN kopobui
143 METPOOEHT | renb 3y6HuR, OPIrAHOCWH OAE EHK'106 ETikans IHAisa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHa 3asBHUKa bes UA/7954/01/01
® NONyHUYHWIA NAADCAEHC MpamsiT Nimiteq (BnacHwuka peecTpauiiHoro nocsigveHHs) (3rigHo Hakasy MO3 | peuenma
apomart; no 20 rB N3 (E® 3ET ) Big 23.07.2015 Ne 460)
antomiHiesin Tyoi; no
1 Ty6i y KapTOHHIN
Kopobui
144, METPOAEHT | renb 3y6HuA, OPIrAHOCWH OAE EHK't06 ETikans IHpia BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3miHa 3asiBHUKa be3 UA/7953/01/01
® aHaHacoBui NAADCAEHC MpamsiT Nimiteq (BnacHwuka peecTpauiiHoro noceigveHHs) (3rigHo Hakasy MO3 | peuenma
apomart; no 20 rB N3 (E® 3ET ) Big 23.07.2015 Ne 460)
antoMiHiein Tybi; no
1 Ty6i y KapTOHHIN
Kopobui
145 METPOOEHT | renb 3yGHuWA, OPIrAHOCWVH OAE EHK't06 ETikan3a IHpia BHECEHHS 3MiH 10 peecTpaLiliHix maTtepianis: 3miHa 3asiBHUKa 6e3 UA/7952/01/01
® NMMOHHWI apomar; NAADCAEHC Mpansit JlimiTeq (BnacHwuka peecTpauiiHoro noceigveHHs ) (3rigHo Hakazy MO3 | peuenma
no20rs. N3 (E® 3ET I) Bia 23.07.2015 Ne 460)
antoMiHiesin Tybi; no
1 Ty6i y KapTOHHIN
Kopobui
146./ MET®OPMIH- | tabneTtku, BKpUTI TOB "TeBa YkpaiHa AT YropuuHa/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/12382/01/01
TEBA NniBKOBOIO YkpaiHa" dapmaLeBTUHHUIA I3paine/ BBEIEHHS anbTepHATUBHOIO MMiBKOBOro NokputTa Aquarius™ | peyenmom
obonoHkoto, no 1000 3aBog TEBA, Yecbka Prime BAP318014 White (Aksapiyc™ [Mpavim BAP318014
mr; no 10 TabneTok YropwuHa Pecny6nika Binuit) oo Bxe 3apeecTtpoaHoro Opadry Y-1-7000H White

y 6nictepi; no 3

(nepBuHHa Ta

(Onapgpan Y-1-7000H Binun), 6e3 3miHu sikicHoro 1a
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepu y kopobui BTOPWHHA ynaKkoBka, KinbkicHoro cknagy. Kpim Toro 6yna gogaHa npumiTka «Moxe
KOHTPOrb SIKOCTi Ta OyTV BMKOPUCTaHE MiBKOBE MOKPUTTS TAKOrO Camoro sikiCHOro
[03BiN Ha BUNYCK Ta KinbKicHOro ckragy, ane nig iHWoK TOProBoto MapKo".
cepin); Teea BHeceHHs He3HauYHMX pedakuinHuX NpaBokK 4O PO3Ainis
dapmauesTikan peecTpauinHoro Aocke. BBeaeHHs 3MiH npoTarom 6-Tu micauis
IngacTpis JTa., 3 AaTun 3aTBEPOKEHHS.
I3painb
(BMPOBHMLUTBO 3a
NMOBHUM LIUKITOM);
TeBa Yex IHgacTpi3
C.p.0., Yecbka
Pecnybnika
(BMpoBHMLTBO
Hepo3dhacoBaHoi
NPOAYKLUii, KOHTPONb
AKOCTI)
147 ME®EHAMIH | tabnetku no 500 wmr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - be3 UA/18370/01/01
OBA no 10 TabneTok y "dapmaneBTu "®apmaueBTUYHa AgmiHicTpaTuBHI 3MiHK. 3MiHa Ha3BM Nikapcbkoro 3acoby. peuenma
KUCNOTA 6nicTepi, no 2 YHa KOMMaHis komnaHis "®apKoC" 3wmiHa Hasem J13: 3atBepaxero: MEGPEHAMIHOBA KMCITIOTA
Gnictepu B nayui "®apKoC" SAPKOC. 3anponoHoBaHo: MEGEHAMIHOBA KNCJIOTA
148, MUPLEPA® po34nH ans iH'ekuin | ®.XoddmanH- | LBeruapi Bioeccewi-J1labop Himeuuunna/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/16434/01/01
no 75 mkr/0,3 mn; 1 J1a Pouw Jltg a dtop Gionoriwe LLiBeviLapis 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay. peuenmom

nonepeaHLo
HanoBHEHUI LWNpuLY
pa3oM 3 ronkoro Ans
iH’E€KLiN Y KapTOHHIW
ynakoBLji

AHanitik FTM6X,
HimeuunHa
(BunpobyBaHHsS
KOHTPOIMIO AKOCTI
aKTUBHOCTI Ans
BM3HAYeHHs (TiNbKu
BUNpPOOYBaHHs
MeToAoM
GionoriyHoro
aHaniay "AKTMBHICTb
in vivo, Ha
HOPMOLIMTEMIYHIN
muwi" ans
LOCTiopKEeHHs
cTabinbHocTi)); Powwu
[HiarHocTukc M6X,
HimeuunHa
(BPOGHULTBO
Hepo3dhacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
BUNPOOYBaHHS
KOHTPOIIO SKOCTi (3a
BUHATKOM
BMNpPOOyBaHHs

BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
bapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHi MacTep-danna cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0COBU YNOBHOBaXXEHOT
ocobu 3asBHUKa, BiANOBIganbHOI 3a hapmakoHarnag B YKpaiHi




Ne

Haszea
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[TponoBxkeHHs nojgaTka 3

n/

JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

149.

MWPLEEPA®

MeToA0M
GionoriyHoro
aHaniay "AKTMBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
muwi" gns
OOCMiMKEHHS
cTabinbHoCTI),
BUMNYCK cepii);
®.XobdpmaHH-Is
Pow JTg,
LLisenuapis
(BMpoBHMLTBO
Hepo3dpacoBaaHoi
NPOAYKLUii, NepBUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIO sIKOCTi (3a
BUHSITKOM
BMNPOOyBaHHS
MeToaoM
BionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLIMTEMIYHIN
muwi" ans
LOCTiopKEeHHs
cT1abinbHOCTI))

PO34MH ONs iH eKLin
no 50 mkr/0,3 mn, 1
nonepeaHLo
HaMOBHEHWN LUNPUL,
pa3oM 3 ronkow Ans
iH’EKLIN Y KAPTOHHIV
ynakoBLji

. XodpdmaHH-
Na Pow It

LLiseviuapi
A

Bioeccew-JTabop
dhrop Bionoriwe
AHnanitik F'm6X,
Himeyuunna
(BunpobyBaHHs
KOHTPOIIO SIKOCTI
aKTUBHOCTI Ans
BM3HAYEHHS (TiNbKK
BMNPOOYBaHHS
MeToA0M
GionoriyHoro
aHanisy "AKTMBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
muwi" gnsa
[OCHIoKEHHSA
cTabinbHocTi)); PoLwu
HiarHocTuke M6X,
Himeyuunna
(BUpOBHMLTBO

HimeuuunHa/
LLisenuapis

Hepo3dhacoBaHoi

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANbHOI 3a 3AiVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSI
bapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOT
ocobu 3asBHKKA, BignoBiganbHOI 3a hapMakoHarnsg B YkpaiHi

3a
peuernmom

UA/16434/01/02
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

npoaykLuii, nepsuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
BUNPOBYBaHHs
KOHTPOIMO SIKOCTi (3a
BUHSITKOM
BUNPOBYBaHHsI
MeToAoM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLTEMIYHIN
muwi" ans
LOCTiopKeHHs
cTabinbHoCTi),
BUMNYCK cepii);
®.XoppmaHH-J1s
Pow JTg,
LLiseninapisa
(BUpOBHMLTBO
Hepo3dpacoBaaHoi
nNpoAayKuii, nepBuHHe
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIIO SKOCTi (3a
BUHSITKOM
BMNpPOOyBaHHS
MEeTOAOM
GionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIN
muwi" ans
[OCHioKEHHSA
cTabinbHocTi))

150.

HANBY®IH

pPO34MH Ans iH'ekuin,
10 mr/mnm; no 1 mn
abono2mne
amnyni; no 5 amnyn
B KOHTYPHili
YapyHKOBIN
ynakoBLj; no 1 abo 2
KOHTYPHi YapyHKOBI
yMakoBKM B mauui; no
1Mnabono2mny
nonepeaHLo
HarnoBHEHOMY
wnpuuy; no 1 abo 5

TOB "lOpis-
Papm"

Ykpaina

TOB "fOpisi-®apm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKkMovatoun gianasoH
pO3Mmipy cepii) roToBOro nikapcbkoro 3acoby - BBEAEHHS
[0[AaTKOBOro pO3Mipy cepii roToBOro nikapcbkoro 3acoby;
3anponoHoBaHo: 80 n: amnynu no 1 mn — 50558-77928 wr.
200 n: amnynu no 1 mn — 129902-187728 wT. amnynu no 2 mn
— 66447-93847 wt. 250 n: amnynu no 1 mn - 170746-238486
WT. amnynu no 2 ma — 87234-119111 wt. 300 n: amnynu no 1
mn — 211568-289228 wt. amnynu no 2 mn — 108229-144597
.

3a
peuernmom

UA/14429/01/01
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LnpuuiB 3 ronkamn
Y KOHTYPHi#
YapyHKOBIN
ynakosui; no 1
KOHTYPHIN
YapYHKOBIN yrnakoBLi
y nayui
151.| HEBITPUKC TabneTkun no 5 mr Ne 'meHmapk IHAis meHmapk IHgia BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/15612/01/01
30 (10x3) y dapmMacboTUkK dapmacboTrkana OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW MikapcbKoro 3acoby | peyenmom
Gnictepax ans JlTa. Ira. 3 BHECEHHSIM iHhopMaLlii LLoAo 3a3HauYeHHst OaNHULb
BMMIipIOBaHHS y cuctemi Sl. BHeceHHs 3MiH o posainy
«MapkyBaHHa» MKA N3. 3anponoHoBaHo: MapkyBaHHS1.
3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHs. TepmiH BBEAEHHS
3MiH NPOTArom 6 MicsLiB Nicnsi 3aTBEpPOKEHHS
152.| HEMPOPYBIH | po3uuH gns iH'ekuin; TOB «TeBa YkpaiHa Mepkne M'meX HimeuyunHa BHECEeHHS1 3MiH JO peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa 3a UA/10051/01/01
™ no 3 mn B amnyni; YkpaiHa» (BMPOBHMLTBO 3a (BnacHuka peecTpaLinHOro nNoceig4eHHs). 3MiHN BHECEHI peuenmom
no 5 amnyny MOBHUM LIMKITOM; LLIOAO Ha3BM 3asiBHUKA Ha TUTYMbHIV CTOPIHLI TEKCTY
kopooui KOHTPOIb SIKOCTI) MapKyBaHHs ynakoBok J13. 3minu | Tuny - 3miHu wopo
be3nekn/edekTuBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW 00 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHKX Npo cUcCTemMy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiCHEHHS
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-anna cuctemn bapmakoHarnsagy).
3MiHa ynoBHoBaxeHOi ocobu 3asiBHUKaA, BiAnoBiganbHoi 3a
dapmakoHarnsg. Hitoya pegakuisi: Orit Stern-Maman.
MponoHoBaHa pepakuisi: Buctpoa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBAaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnsag.
153.| HEOTPU30M | Tabnetku OPIrAHOCUH OAE EBepTomkeH Nandg IHais BHECEHHS 3MiH JO peecTpauiiHuX MaTtepianis: 3MiHa 3asiBHUKa 3a UA/10674/01/01
® BariHanbHi, no 4 NAADCAEHC CaeHcus JliviTen (BnacHuka peecTpauiHoro nocsigveHHs ) (3rigHo Hakaly MO3 | peuernmom
TabneTku y cTpuni, N3 (E® 3ET ) Big 23.07.2015 Ne 460)
no 2 CTpunu pa3om 3
annikaTopom y
KapTOHHiIl kopobuyj;
no 8 Tabnetoky
6nicTepi, no 1
6nictepy pasom 3
annikaTopom y
KapTOHHIl kopobui
154/ HOBOKC®- TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomxkeH Jlaiid IHAis BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3miHa 3asiBHUKa - UA/12674/01/01
500 NniBKOBOI NANSGCAEHC CaeHcus JlimiTeq (BnacHuka peecTpauinHoro noceigveHHs) (3rigHo Hakasy MO3
obornoHkoto, no 500 N3 (E® 3ET ) Big 23.07.2015 Ne 460)
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr, in bulk: no 1000
TabneTok y
NnoABIMHOMY NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLi
155.| HOBOKC®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEHHS 3MiH [0 peecTpauinHmMx maTepianis: 3miHa 3asBHUKa 3a UA/12673/01/01
500 NniBKOBOIO NAADCAEHC CaeHcus JlimiTeq (BnacHuka peecTpauifiHoro noceigveHHs) (3rigHo Hakady MO3 | peuernmom
obornoHkoto, no 500 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
mr; no 5 TabneTtok y
GnicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLji
156, HOBOKC®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa 3asBHUKa 3a UA/12673/01/02
750 NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauiHoro nocigveHHs) (3rigHo Hakady MO3 | peuernmom
obornoHkoto, no 750 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
mr; no 5 TabneTok y
6nictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLji
157.| HOBOKC®- TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jand IHais BHECEHHS 3MiH [0 peecTpaLiHMx maTepianis: 3miHa 3asiBHUKa - UA/12674/01/02
750 NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHwuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
obornoHkoto, no 750 N3 (E® 3ETI) Big 23.07.2015 Ne 460)
mr, in bulk: no 1000
TabneTok y
noABIMHOMY NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLji
158, HYPO®EH® TabneTkn, BKpUTI PexkkiTT Benuka PexkkiTT BeHkizep Benuka BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/6313/02/02
obornoHkoto, no 200 BeHkizep BpuTaHis Xenckep BpuTaHis 3MiHM BHECEHO B iHCTPYKLO AN MeOUYHOro 3aCTOoCyBaHHS peuenma
MTr; o 6 TabneTok y Xenckep IHTepHewwHn JlimiTen nikapcbkoro 3acoby o posginie "OcobnuneocTi 3acTocyBaHHA"
6nicTepi; no 1 IHTEepHeLwwHN Ta "Cnocib 3acTocyBaHHA Ta A03K" 3riAHO 3 pekoMeHaaLliaMm
6nictepy B Nimiten PRAC. BBegeHHs 3MiH NpoTsiroM 6-Tu micsuis nicns
KapTOHHiIN kopobuyj; 3aTBEPPKEHHS; 3MiHU | TUMY - 3MiHM BHECEHO B iHCTPYKLIito AnS
no 8 TabneTok y MeAMNYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
6nicTepi; no 1 "MobiuHi peakuii" 3rigHo 3 pekomeHaauismm PRAC. BeegeHHs
6nictepy B 3MiH NPOTArom 6-Tu MicsiLiB MicNs 3aTBepPMKEHHS; 3MiHN | Tuny
KapTOHHIN kopooLyj; - 3MiHV BHECEHO B iHCTPYKLIit0 ANA MEANYHOIO 3aCTOCYBaHHS
no 12 rabnetok y nikapcbkoro 3acoby Ao po3sginy "lMob6iyHi peakuii” 3rigHo 3
6nictepi; no 1 abo 2 pekomMeHaauisimu PRAC. BeeaeHHst 3amMiH npoTtsirom 6-1u
onictepu B MiCALIB MIiCnsA 3aTBEPKEHHS; 3MiHM | TUMY - 3MiHWM BHECEHO B
KapTOHHIl kopobui iHCTPYyKUilO ANst MEAUYHOrO 3acTOCYBaHHS fikapcbkoro 3acoby
0o po3ginis "OcobnumeocTi 3actocyBaHHs" Ta "MobiyHi peakwii”
3rigHo 3 pekomeHaauismm PRAC. BeBefgeHHs 3MiH NpoTarom 6-
TU MiCALB Nicns 3aTBePAKEHHS
159, HYPO®EH® Kancynm m'ski no PekkiTT Benuka BignosipnanbHun 3a Benuka BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/14179/01/01
EKCMNPEC 400 wmr; no 10 BeHkizep BpuTaHis nakyBaHHS Ta BpwvTaHis/ 3MiHM Wwoao 6e3nekun/edhekTMBHOCTI Ta hapMakoHarnsay. peuenma
POPTE kancyn y 6nictepi; Xenckep BUNyck cepii: Pekkitt | Higepnangu 3MiHa y KOpOTKii XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

no 1 abo 2 Gnictepu
B KapTOHHi kopobui

IHTEepHeLwwHN
JlimiTeq

BeHkizep Xenckep
IHTepHeLwHN
JlimiTeq, Benuka
BpuTtaHis;
BignosiganbHuii 3a
BUPOBHMLTBO in
bulk: MaTeoH
Cogpmxenc b.B.,
Higepnangu

MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
niacTasi perynsipHo OHOBIIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepiog, abo sk
pe3ynbTar OUiHKK 3BiTY 3 4OCNIMKEHb, MPOBEAEHUX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM) - 3MiHM BHECEHO B
iHCTpPYKLUIil0 AN MeAnYHOro 3acTocyBaHHs! NMikapCbkoro 3acoby
o posginis "OcobnueocTi 3acTocyBaHHs" Ta "Cnoci6
3acToCyBaHHs Ta Ao3n" 3rigHo 3 pekomeHpauiamm PRAC.
BBeaeHHs 3MiH NpoTarom 6-Tu micauiB nicns 3aTBepaKeHHS.
3MiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KOpoTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLT Ans
MeANYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
OHOBJHOBAHOrO 3BiTYy 3 He3neku nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pesynbTaT OLUiHK/ 3BITY 3
AOCMiMKeHb, MPOBEAEHUX BiANOBIAHO A0 NNaHy negiatpudHmX
pocnimkeHb (PIP) (3MiHy y3roaxeHo 3 KOMNETeHTHUM
YNOBHOBaXX€HUM OpraHoM) - 3MiHW BHECEHO B iHCTPYKLUIiO Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3ainy
"MoGiuHi peakuii” 3rigHo 3 pekomeHaauismm PRAC. BeeaeHHs
3MiH NPOTSIroM 6-TW MicsUiB nicns 3aTBepKeHHs. 3MiHu | Tuny
- 3miHu Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaLiiHmi nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 OCNIMKEHb, MPOBEAEHNX Bi4NOBIAHO
00 nnaHy neaiatpnyHux gocnigkersb (PIP) (3miHy y3rogxeHo 3
KOMNETEHTHWUM YNOBHOBAaXEHUM OpraHom) - 3MiHu BHeCeHo B
IHCTPYKLUIilO0 Ans MeAMYHOrO 3aCTOCYBaHHS IiKapCbKOro 3acoby
Ao po3ginis "OcobnueocTi 3acTocyBaHHs" Ta "lMobiyHi peakwii”
3rigHo 3 pekomeHaauismu PRAC. BBegeHHs 3MiH NpoTsiroM 6-
TV MiCALB Nicns 3aTBEPOKEHHS.

160.

HYPO®EH®
®OPTE

TabneTkn, BKpUTI
obonoHkoto, no 400
Mr no 12 TabneTok y
6nictepi; no 1
Gnictepy B
KapTOHHiIl kopobuyi

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep
IHTepHewHn JlimiTen

Benuka
BpuTaHis

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3miHu | Tuny -
3MiHW BHECEHO B iHCTPYKLtO AN MEAUYHOIO 3aCTOCYBaHHSI
nikapcbkoro 3acoby ao po3sginis "OcobnmBocTi 3acTocyBaHHs"
Ta "Cnocib 3acTocyBaHHSA Ta A03M1" 3ridHO 3 pekoMeHaauigMm
PRAC. BeegeHHs 3MiH NpoTsiroM 6-Tu micsuis nicns
3aTBEPPKEHHS; 3MiHU | TUNY - 3MiHM BHECEHO B iHCTPYKLIit0 Ans
MeAMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainy
"MobiuHi peakuii" 3rigHo 3 pekomeHaauismm PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MiCsILiB MiCNsi 3aTBEPOXKEHHS; 3MiHM | Tuny
- 3MiHM BHECEHO B iHCTPYKLiIO AN MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginy "lMob6iyHi peakuii” 3rigHo 3
pekomeHgauismm PRAC. BBegeHHst 3MiH NpoTaromM 6-tu

be3
peuyenma

UA/6313/02/01




54 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MiCSILIiB MiCNsi 3aTBEPAXKEHHS; 3MiHM | TMNYy - 3MiHN BHECEHO B
iHCTpPYKLUil0 AN MeAnYHOro 3acToCyBaHHs! NMikapCbkoro 3acoby
o po3ginis "OcobnumeocTi 3actocyBaHHs" Ta "MobiuHi peakuii”
3rigHo 3 pekomeHgauismm PRAC. BeegeHHs 3MiH NpoTArom 6-
TV MiICALB Nicns 3aTBEPOKEHHS
161.| OBEPIH® KpucTaniyHuim TOB "Teonik YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - - UA/15329/01/01
MOPOLLIOK dapm BUMpPOOHMYa chipma 3MmiHu 3 akocTi. A®I. KoHtponb A®I. 3miHa y meTogax
(cybcTaHuis) y MapkeTuHr "MIKPOXIM" BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
NOABINHUX pyn" npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLECI
nonieTuneHoBmx BMpobHuUTBa A®I (iHWi 3MiHM y MeToaax BMNpobyBaHHS
nakeTax ons (BKkntoyar4um 3amiHy abo gonoBHeHHs1) AP| abo
dhapmaLeBTUHHOrO BMXiAHOTrO/MPOMIDKHOIO NPOAYKTY) - 3MiHa y MeToAax
3aCcTOCyBaHHS BunpobyBaHHa A®I, a came: - [Noka3Huk «lgeHTudikauis»
3amiHa meToay BUNpobyBaHHsA 3 Y®-cnekTpockonii Ha BEPX; -
MokasHuk «KinbkicHe BU3Ha4YeHHsA» 3aMiHa meToay
BUNpPoOyBaHHSA 3 TUTpyBaHHA Ha BEPX . 3MiHn | Tuny - 3mibm 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®Pl, abo BUXiAHUIN/MPOMIKHUI
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeCi
BMpOo6HMUTBa ADI (iHLWi 3MiHW) - HEOBXIAHICTE 3MiH Y
cneumdikauii A®| 3a nokasHukom: 1. «laeHTudikauis» y
3B’A3Ky 3i 3MiHOIO MeToAYy BM3HAYeHHs: MeToq Y-
cnektocoTomeTpii Ha metod BEPX. 2. «KinbkicHe
BM3HAYEHHSAY»: - 3aMiHa METOAY BU3HAYEHHS —
NOTEHLIOMETPUYHOTO TUTPYBaHHA Ha meTod BEPX; - 3amiHa
BMMOT crneuudikauii 4o KinbKiCHOro BU3Ha4YeHHs
162.| OKPEBYC® KOHUeHTpaT ans . XopdbmanH- | Lsenuapi BMPOGHMLTBO Himeuumna/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3minu Il Tuny - 3a UA/16278/01/01
po34nHy Ans Ila Pouw JlTg A Hepo3adpacoBaHoI LLisenuapis 3a pesynbTaTaMu ekcnepTusv HagaHux maTepianis peuenmom
iHdysin no 300 NpoAyKLii, NepBuHHe BCTaHOBJIEHO, LLO: 3asBHUKOM HagaHo oHoBreHun lMnax
mr/10 mm; o 10 mn nakyBaHHs, ynpasniHHS pu3nkamu Bepcisa 7.0. 3mMiHM BHeceHo Ao YacTuH I
y donakoHi; rno 1 BUNPOOYBaHHs Cneuudikauis 3 6e3sneku (mogyni CVII «lpeHTudikoaHi Ta
hnakoHy y KOHTPOSIO AKOCTI: noTeHuinHi pusnknx», CVIIl «Pe3tome npobnem 6e3nekuy), Il
KapTOHHiIN kopooLi Pow [iarHocTuke «lMnaH 3 hapmakoHarnsaay», V «3axoau 3 MiHimizauii
'm6X, HimevunHa pusukie», VI «Pestome nnaHy ynpasniHHSA pusnkamm» 1a VI
BMPOGHMLUTBO «[JogaTkny y 3B’A3Ky 3 nepekBanidikauieto Ta BuaaneHHsM
Hepo3dacoBaHoi BaXXINMBOTO iAeHTUMDIKOBAHOIO PU3NKY
npoayKuii, BTOPUHHE
nakyBaHHs, BUMyCK
cepii: ®.XodbdpmaHH-
Ia Pow J1tA,
LLseviuapis
163.| OKCONIH- masb, 2,5 mr/r; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/6926/01/01
OAPHULA ry Ty6i; no 1 Ty6i B "®apmauneBTu "®apmaueBTuyHa 3MiHM 3 SiKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb peuyenma
nauui YHa cipma dipma "OapHuusa” [OOMOMiXHMX pevyoBUH. 3MiHa napameTpiB cneumndikaLin Ta/abo
"OapHuus” [OMYCTUMUX MEX A1 AOMOMKHOT PEYOBUHM - BHECEHHS 3MiH

00 cneundikauii Ta MeTodiB KOHTPOItO, BigNoBIigHO 40 BUMOT i




55 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pekomeHaauin APY Ta gitovoi moHorpadii €P Ha 4ONOMIKHY
peyoBuHy MNapadiH TBepauii, Ao po3sainy «MikpobionoriyHa
yncToTa» Ta pefakuinHi yTOYHEHHS A0 po3ainis
«Po3uunHHicTbY, «lgeHTudikadis By, «KucnotHictb Ta
NYXHICTby, «lMoniunKNiYHi apomMaTHYHI BYrneBoaHi»,
«Cynbdatuy. CynyTHs 3miHa - 3MiHu 3 aKocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb JONOMiXHMX pe4yoBUH. 3MiHa y
mMeToaax BUNpobyBaHHS AOMNOMIKHOI PEYOBUHU (HE3HAYHI
3MiHW y 3aTBEPAKEHNX MeTodax BUMpobyBaHb)
164.| OKTArAM PO34uH ANs iHdYy3in Oxkradapma ABcCTpis Okradapma AB, Lsewis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/15583/01/01
10% 10 %, no 20 mn, 50 dapmMaLeBTUK LLiBeuis (BMPOOHWK, Himeyvumna/ OHOBMEHHA cepTudikaTty BiANOBIAHOCTI ANS renapuHy HaTpilo | peyenmom
mn, 100 mn a6o 200 a BiAnoBiganbHWIA 3a AscTpis/ Bif yxe 3aTBepmxeHoro BupobHuka Nanjing King-Friend
MIT PO34MHY ANs MpopaykTioHcre BMPOBHMLTBO 3a ®paHuis Biochemical Pharmaceutical Co. Ltd. NpuBeneHHs
iHdpy3in y donakoHi; c. m.6.X. NOBHWUM LIMKITOM, 33 cneuudikauii Ans 4OMOMIKHOI pe4OBMHM renapyH HaTpito A0
no 1 pnakoHy B BUKIMIOYEHHAM BUMoOr €ponelicbkoi Papmakonei Ta @apmakonei CLUA.
KapTOHHiIN kopobui BTOPUHHOI 3anponoHosaHo: CEP Ne R1-CEP 2005-070-Rev 05
yMaKkoBKu);
Oktadbapma Jeccay
'M6X, HimeuunHa
(BMPOBHMK,
BignoBiganbHUN 3a
BTOPWHHE
naKkyBaHHs);
OkTadapma
dapmareBTuKa
MpopykTioHcrec
M.6.X., ABCTpisi
(BMPOBHMK,
BiAnoBiganbHWN 3a
BMPOGHMLUTBO 3a
NMOBHUM LIMKIOM);
OxkTagapma,
®paHuis (BUPOBHMK,
BiAnoBiganbHWN 3a
BMPOGHMLTBO 3a
MOBHWM LMKIIOM, 3a
BUKITIOYEHHSIM
BTOPUHHOI
ynakoBKu)
165.| OKTAMIEKC MOPOLLOK Ta Oxkracapma ABCTpis BupobHuk Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3a UA/14313/01/01
500 MO PO3YUMHHWK ANs dapmaLieBTUK (anbTepHaTUBHUIA), ABcTpis/ 3MiHM 3 skocTi. A®l. BupobHmuTBO. 3MiHM B npoueci peuernmom
pO34MHy Ans a BignosiganbHWM 3a ®paHuia BMPOGHMLUTBa ADI (3MiHa CTOCYETLCSI aKTUBHOI PEYOBUHU
iHdpysin no 500 MO; MpopykTioHcre BTOPUHHE BionoriyHoro/iMyHOMNOriYHOro NoxXoAXeHHs abo BUKOPUCTaHHSA
ABi KOPOGKM c. m.6.X. nakyBaHHs Ta XiMiyHMX AD| y BUpoBHULITBI Nikapcbkoro 3acoby
06’eQHYIOTbCS MK BidyarnbHy 6ionori4Horo/iMyHOMNOri4HOro NOXOXKEHHS!, sika MoXe MaTu
€060t MNacTUKOBOD iHCneKujto: 3HaYHWUI BNNMB Ha AKICTb, Oe3neky Ta edpeKTUBHICTb
NMiBKOO: KapTOHHA OkTtadapma [eccay nikapcbkoro 3acoby, i He CTOCYETbCS MPOTOKOIY).
kopobka Ne1: no 1 Mv6X , HimeuunHa; BnpoBagkeHHsi anbTepHaTUBHOrO HaHoiNbTPY Pegasus SV4.
nakoHy 3 Bupo6HuK,
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NOPOLUKOM AN BignoBiganbHWM 3a
PO34MHy Ans iH eKuin BMPOGHMLUTBO 3a
Ta iHCTpYyKLj€to Npo NMOBHUM LIMKIIOM:
3aCTOCYBaHHS; Oktadgapma
KapToHHa kopobka dapmaueBTrKa
Ne2: no 1 dpnakoHy MpoaykTioHcrec
i3 PO34YMHHMKOM M.6.X., ABCTpis;
(Boga ons iH’exuin, BUPOGHMK
20 M) y KapTOHHiW BiAnoBiganbHWIA 3a
kopobuj pasom 3 BMPOBOHMLTBO 3a
KOMMNIIEeKTOM Ansi MOBHUM LIMKIOM 33
PO3YMHEHHS Ta BUKIMOYEHHAM
BHYTPILLHBOBEHHOIO BTOPWHHOI YNaKOBKW:
BBeAeHHSA (1 wnpwy, Oxkradapma,
opHopasosui; 1 ®paHuin
KOMNIeKT Ans
nepexocy (1
ABYXKiHLIeBa rorka,
1 dinbTpoBanbHa
ronka); 1 KOMnneKT
Ans iHdy3i (ronka-
MeTenvk); 2
NPOCOYEHUX
CNUPTOM TaMMOHIB)
166., ONI®EH® nnactmp TOB "TeBa YkpaiHa Mepkne 'm6X, Himeuuunna/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - bes3 UA/5930/01/01
nikyBansHuin no 140 YkpaiHa" Himeuunna AnoHis 3BY)XEHHSA AONYCTMMOI MeXi Ans nokasHuka «KinbkicHe peuenma

Mr/12 roauH Ha 140
cm% Ne 2: o 2
nnacTupi y nakeTi 3
nanepoBo-
arntoMmiHieBo-
nonieTuneHoBoi
nnisku; no 1 nakety
B KapTOHHIN
kopo6ui; Ne 5: no 5
nnacTupis y nakeTi 3
nanepoBo-
antomiHieBo-
nonieTuneHoBoil
nnisku; no 1 nakety
B KapTOHHIN
kopobui; Ne 10: no 5
nnacTvpiB y nakeTi 3
nanepoBo-
arntoMmiHieBo-
nonieTuneHoBoi
NNiBKK; Mo 2 NakeTn
B KapTOHHII kopobui

(BUPOBHUK, sIKUIA
BianoBigae 3a
BUMYCK cepii);
Mepkne 'm6X,

HimeyunHa

(BUPOBHWK, KU
BignoBsigae 3a

KOHTpOrb cepii );

Tenka
dapmacbioTukan

Ko., IlTa., AnoHia

(BMPOGHWUK, AKUN
BignoBsigae 3a
BUPOBHMLTBO

Hepo3dacoBaHoro
NPOAYKTY; NepBUHHA
Ta BTOPVHHA
yrnakoBKa, KOHTPOIb
cepii)

BM3HAYeHHS AMKNogeHaKy HaTpiloy» B cneuundikauii npotarom
TEepMiHy npuaaTtHocTi. [laHa 3miHa BXe NPUCYTHS B
cneundikauii 3aTBepmpkeHmnx MeTogax KOHTponto sikocTi 13, sk
6yno 3apeecTpoBaHa nonepeaHimMm BacHNKOM peecTpauiiHoro
noceigyeHHs. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBEPAKEHHS;
3MiHM | TUNY - HEe3HaYHa 3MiHa y 3aTBEPAXEHUX MeToaax
BMNpobyBaHHSA 3a NokasHWKOM «KinbKicHe BU3HaYeHHS
NpOoNiNEeHrnikono Ta aAvisonponinagunatyy. BBeaeHHs1 3miH
NPOTArom 6-Tu MicsLIB MiCNs 3aTBEPXKEHH; 3MiHuM | Tuny -
3BY)KEHHS1 ONYCTUMOT MeXi Ans nokasHuka «KinbkicHe
BU3HAYEHHS NPONINeHrnikonto» B cneumdikavii npu BUNycKy Ta
NpOTHArom TepMiHy npugaTHocTi. [laHa 3MiHa BXe NpUCyTHSA B
crneundikauii 3aTBepmpkeHmnx MeTogax KoHTponto sikocTi 113, sk
Oyno 3apeecTpoBaHa nonepeaHimM BacHMKOM peecTpauiiHoro
noceigyeHHsl. BBegeHHs 3MiH NpoTSrom 6-Tu MicsuiB nicns
3aTBEPKEHHS; 3MiHU | TUMY - 3BY)XEHHSI JONYCTUMOI Mexi Anst
nokasHuka «KinbkicHe BU3Ha4YeHHs L-mMeHTONy» B cneumdikawii
npv BUNYCKy Ta NPOTAroM TepMiHy npuaaTHocTi. [aHa 3miHa
BXe MPUCYTHSA B cneuudikaLii 3atBepakeHnx Metogax
KOHTporto skocTi J13, sik 6yno 3apeecTpoBaHa nonepegHim
BNACHMKOM peecTpauinHoro noceigyeHHs. BeeaeHHs 3MiH
npoTArom 6-Tn MicsUiB nicns 3aTBepAXXeHHs; 3MiHuM | Tuny -
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3BY>EHHS OMNYCTMMOI MeXi Ans nokasHuka «KinbkicHe
BU3HaYeHHs AnBYTUNrigpokcuTonyony» B cneuudikaii npu
BUNYCKY Ta NPOTAroM TepMiHy npuaaTHocTi. Kpim Toro,
3asBHUK OHOBWB (hOPMAaT BUKINAAEHHS! BUMOT AESKNX
noKasHUKiB B crieymdikaLii Ha BUMycK Ta TEPMiH NpuaaTHOCTI
Ta 3a8BMB JaHi OHOBIEHHA SK pefaKLinHi NpaBku: - 3 METO0
KpaLLoro po3yMiHHS, 3asiBHWUK ONMcas BUMOrY 4O NOKa3HUKa
«lpeHTudikauisi» 6inbLU YiTKO Ta TOYHO; - HA3BY AOMILLKK 1-
(2,6-pnxnopodeHin)-2-iHAONIHOH 3MiHEHO Ha
ANXNOopOMEHINIHAOMIHOH; - 3MiHa OAMHWL BUMIPIOBaHHS 3a
NMOKa3HUKOM «PO3UMHEHHSI» 3 «XBUMUHUY HA «rOaUHUY». Y
3B’513KY 3 TVM, LLO MiKapchbKii 3acid peecTpyBaBcs B YKpaiHi
nonepeaHiM BNaCHUKOM PeeCTPaLiiHOrO NOCBIAYEHHS,
komnaHieto Medpa J1JIC, dpopmaT BuknageHHs cneumdikauii B
3aTBepAKeHnx MeTogax KOHTPOMO SKOCTi AELLUO BiApI3HAETLCA
Bif, opuriHanbHoi cneumdikauii BupobHuka y posgini 3.2.P.5.1.
Tomy, KOPUCTYHOUUCh HArogo, 3asiBHUK XOTiB 61 BHECTU
pedakuinHi NpaBkuM LWOAO NpuBedeHHs dhopmaTy crneumdikauii
B MKA y noBHy BignoBigHIiCTb 4O opuriHanbHOI cneundikaii
BUpOOHMKa y po3aini 3.2.P.5.1, wo HagaeTbcs 3 uMmn
3MiHaMu, a came: BUMOrM 3a nokasHukom «Onucy, «CepeaHs
maca nnactupy», «MikpobionoriyHa YucToTa» npu BUMYCKY Ta
nNpoTArom TepMiHy MpUAATHOCTI, WO cniBnagaTb, 06’eaHaTy B
OfHY KOJIOHKY; 3MIHEHO HyMepaLito NOKa3HWKIB BiAMNOBIAHO A0
opuriHanbHoi cneumdikaii BUPOBHWKA; BUNYYUTU KOMOHKY 3
NOCUNAaHHAMW Ha METOAM KOHTPOI. BBeAeHHS 3MiH NpoTArom
6-TW MicaUiB Nicna 3aTBePAXKEHHSI; 3MiHW | TUNY - BUNYYEHHS
He3HayvyHoro nokasHvka «KinbkicHe BU3Ha4YeHHS HaTpito
cynbdiTy» 3i cneumdikaLii npy BUNYCKy Ta NPOTAroM TEPMiHY
npuaaTHocTi. BBegeHHs 3MiH npoTarom 6-Tu MicsuiB nicns
3aTBepMKEeHHS; 3MiHu | Tuny - NpMBEeAEHHS BUMOT 3a
nokasHmkom «MikpobionoriyHa ynctoTa» y BianoBiAHICTb A0
4YnHHOI EP B cneumdikauii npy BUNYCKy Ta NPOTArOM TepMiHY
npuaaTtHocTi. BBeAeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPPKEHHS; 3MiHU | TUNY - HE3HAYHI 3MiHK y
3aTBEPKEHOMY MeToZi BUNPODYBaHHS 3a MNOKa3HUKOM
«KinbkicHe BU3Ha4eHHs L-meHTOny». BBegeHHs 3MiH NpoTsirom
6-TW MicsILiB Micnsi 3aTBEPOXKEHHS;
3MiHuM | TUNY - HE3HaYHi 3MiHW y 3aTBepAKEHOMY MeToSj
BMNpoOyBaHHs 3a nokasHukoM «KinbkicHe BU3HAYEHHS
AnbyTunrigpokcutonyony». BBeaeHHs 3MiH npoTsirom 6-Tu
MicsLiB nicns 3aTBEpOXKEHHS; 3MiHW | TUNY - He3HaYHI 3MiHW Y
3aTBEPKEHOMY MeToZi BUNPODYBaHHS 3a NOKa3HUKOM
«XiMiyHa uncToTa AmKrodeHaKy HaTpito: NPOMiNeHrniKkonesnn
eqip avknodeHaky i MeTMNoBUN edip AnKNodeHaKy».
BBegeHHs 3MiH NpOTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | TUNY - 3aMiHa 3aTBEPIXEHOro MEeTOAY BMNPOOyBaHHSA
«XiMiyHa YMcToTay WoA0 OOMILLKM MEHTONOoBUA eqip
avknodeHaky Ha Hou metog D-00240501 «lgeHTudikadis,
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Kpaina

[TponoBxkeHHs nojgaTka 3

Peecmpayitina npoyedypa

Ymosu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

eupobHUKa

KiflbKiCHE BU3Ha4YeHHS, OQHOPIAHICTb A030BaHNMX OAUHULIL Ta

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

Ximi4Ha ymcToTa auknodeHaky HaTpito
(mmxnopodeHiniHaoNiHOH, MEHTONOBUIA edip AUKNodeHaky Ta
HeBiAoMi AoMiLKK)». Kpim TOro, KOpUCTYIOUNCL HAaroAoto,
3asiBHUK XOTiB 61 BHECTM HE3HAYHI PefaKLilHi 3MiHW y
3aTBepKEHi MeToan BUNpobyBaHHSA 3a NOKa3HUKaMM: -
«lpeHTudikauis guknodeHaky Hatpito» (BEPX),
«OaHopigHICTb 4030BaHUX 0AnHULbY, «KinbkicHe BU3HaYeHHs
AunknodeHaky HaTpito», «XiMiYHa YncToTa AmKnogeHaky
HaTpito»: nepedopmaTyBaHHS METOAY Y HOBUII MakeT MeToay,
He3HayHi 3MiHM napameTpiB Yepes HoBe 0bnagHaHHS; -
«CepepaHst Mmaca NnacTupy»: BHECEHUI Ko MeToay
BunpobyeaHHa D-04502901, Ha3Ba meTody AONOBHEHA
Ha3BOIO Ail040i PEYOBMHM, BUKIAAEHHS 3MICTY MeToay B
HOBOMY MakeTi 6e3 3MiHu caMmoro MeToay; - «3HayeHHst pH»:
nopaHo koa metogy D-04501901, Ha3Ba meTody AONOBHEHA
Ha3BOIO Ail040i PEeYOBMHM, iCHYtOYa iHdopMaLlis po3aineHa Ha
okpemi nigpo3ainu «MpuHumny, «PeakTnem Ta po3ynHM» Ta
«BunpoboByBaHWIn PO34MH», HE3HAYHI peaakuUiviHi NpaBku Ans
3aMiHV AesKux TEPMIHIB Ha iX CUHOHIMU, NepedopmaTyBaHHA
OOKYMEHTY; - «AgresinHi BnacT1BOCTI»: AogaHo kog metogy D-
04500901, Ha3Ba MeTO4y OOMOBHEHA HA3BO Aito4oi
PEYOBMHM, aKLLEHTYBaHHSA NPUHLMNY METOAY,
nepedopmaTyBaHHA JOKYMEHTY Y HOBUIN MakeT; -
«laeHTudikauia guknodeHaky HaTpito» (MeTod cnekTpockonit
Y®): nogaHo ko metogy D-04500301, BuknageHHs meToay y
HOBOMY MakeTi - iCHyto4a iHpopmaLis posgineHa Ha Ao4aTKOBI
nigpo3ainu «MpuHumn», «PeakTuBm Ta po3unHUY,
«[JocniopxyBaHa peqyoBuHa», «BuUxigHUA po3ynH NOPIBHAHHSAY,
«BuxigHuit BUNpobyBaHWin po3ynHy»; - «PO3YNHEHHSI
avknodeHaky HaTpito»: gogaHo kog metogy D-04500801,
nepedopmaTyBaHHsi BUKNageHHs metoay. Kpim Toro,
KOPUCTYIOUNCb HAroAoto, 3asiBHUK XOTiB 61 3pobUTH He3HauHI
peAakuinHi NpaBku Ta NpMBECTU hopMaT BUKNaAEHHS METOAIB
«Onue» Ta «MikpobionoriyHa ynctota» y Metogax KOHTpPOso
AKOCTi 10 OpuriHanbHOI METOAMKM Ta crneumndikaLii BUpobHuka,
a TakoX BUAanuTu 3acTapiny NpuMMITKy WoJo SKOCTi peaKkTuBiB,
OCKiNbKM AaHa iHdopMaLis BXe HasiBHa B OMNWCI METOAIB.
BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS;
3MiHu |l TUNY - PO3LLIMPEHHST JOMYCTUMOI MeXi AN AOMILLIKU
MeHTonoBui edip AnknodeHaky B crieumdikaLii npoTarom
TepMiHy npugatHocTi 3 £ 1,0% Ao < 2,0%. BeeaeHHs 3miH
NpOTHArom 6-Tu MicsILiB Nicns 3aTBepOXKEHHS

3a

UA/4311/01/01

167.| OMIKC

Kancynu TBepai,
NPOSIOHroBaHoI Aji
no 0,4 mrno 10

Kkancyn y énicrepi;

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHU Wwopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay -
OHOBMEHHHA TEKCTY MapKyBaHHS YNakoBKW FlikapCbKoro 3acoby

peuernmom

3 BHECEHHSAM iHopMaLlii LLoAo 3a3Ha4YeHHst OANHULb
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 abo 3 6nictepu BMMIiptoBaHHS y cuctemi Sl. OHOBNEHHS BXe 3aTBEpPAXEHOro
y nayui 3 KapToHy TEKCTy MapKyBaHHSA. BHeceHHs 3MiH fo posainy “MapkyBaHHSA”
MK# N3: 3anponoHoBaHo: Po3gin «MapkyBaHHS». 3rigHO
3aTBEPPKEHOTO TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH
npoTArom 6 MicsAUIB Nicnsa 3aTBEPKEHHS
168.] OMIKC Kancynu Teepai, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - - UA/13120/01/01
NPOMOHroBaHoI Aji "TexHonor" 3MiHuW Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy -
no 0,4 wr, in bulk: no OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW flikapcbKoro 3acoby
2000 kancyn'y 3 BHECEHHSM iHopMaLlii LWoao 3a3HauYeHHst o aNHULb
KOHTelHepax BUMIipOBaHHSA y cuctemi Sl. OHOBNEHHS BXXe 3aTBEPOKEHOrO
nnacTMacoBmx TeKCcTy MapKyBaHHs in bulk: no 2000 kancyn y KOHTeHepax
nnacTMacoBuX (BHECEHHS NO3HaYeHb OAVHMLb BUMIPIOBAHHS,
3 BUKOPUCTaHHAM NiTep naTuHCbKoro andgasity ); BHeceHHA
3MiH go posginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
Po3zgin «MapkyBaHHs». 3rigHO 3aTBEpPKEHOrO TEKCTY
MapKyBaHHs. Po3ain «MapkyBaHHSA». 3rigHO 3aTBEpHKEHOro
TEKCTY MapKyBaHHS, L0 40AA€ETbCA. TepMiH BBEAEHHS 3MiH
npoTsarom 6 MicauUiB nicnsa 3aTBEPAXXEHHSA
169, OPOP® TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa 3asBHMKa 3a UA/7732/01/01
NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauiHoro nocigveHHs) (3rigHo Hakazy MO3 | peuenmom
obornoHkoto, no 10 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
Tabnetok y bnicrepi;
no 1 6nictepy B
KapTOHHIN nayui
170 OPOP® TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTompkeH Jland IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa - UA/7733/01/01
NniBKOBOO NAADCAEHC CaeHcus JliviTen (BnacHwuka peecTpauinHoro nocigveHHs ) (3rigHo Hakazy MO3
obornoHkoto, in bulk: N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
no 2500 TabneTok y
nakeTi; no 1 nakety
y kopobui i3
roopoKapToHy
171 OPTAIIbMO Kpanni oyHi, 0,2 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/10150/01/01
OEK mr/mn, no 5 mn abo obmexeHo BUPOOHMLTBA, AaMiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHs Ta/abo agpecn | peuenmom
10 Mmn y dpnakoHi, no BignoBiganbHi KOHTPOIb SIKOCTI, MiCUsi NpOBaPKEHHS AiiNbHOCTI BUPOOHWMKa/imnopTepa
1 donakoHy y CTIo BUMYCK cepii: roTOBOrO fikapCbKoro 3acoby, BKIYakouy SinbHUL BUMYCKY
KOMMNNeKTi 3 "OocnigHnin TosapucTBo 3 cepii abo MicLe NpoBeAeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
KPULLIKOIO- 3aBof obmexeHoto AKy BignoBigae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK Cepii)
KpanensHuUeto B "rHync" BignoBiganbHiCcTO - 3MiHa agpecu BupobHuka 113 ToBapuCTBO 3 0GMEXEHO

naJui 3 KapToHy

"[locnigHuin 3aBog
"THUC",
YkpaiHa;

BCi cTaail
BUPOOHMLTBA,
KOHTPOrb SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
0BOMEXEHOI0

BignoBigansHicTio "OAPMEKC MPYIM", Ykpaina (Bci cTagii
BMPOGHMLTBA, KOHTPOIb SKOCTI, BUNYCK cepii), 6e3 3amMiHn micus
BMPOGHMUTBA. 3MiHM BHeceHi y po3ain "Micue3HaxogKeHHs
BMPOGHMKa Ta oro agpeca Micusi NpoBagXeHHs AisnbHOCTI" B
IHCTPYKUIil0 ANst MEAVYHOrO 3aCTOCYBaHHSA Ta SIK HacnigokK -
BiQNOBIgHI 3MiHM Y TEKCTi MapKyBaHHS1 yNakoBKU NiKapCbKoro
3acoby. BBegeHHst 3MiH npoTsiroM 3-x micsiuiB nicnsi
3aTBEPAKEHHS.
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BignoBiganbHICTO
"®APMEKC I'PyI",
YkpaiHa

172.

NEKTONBAH
® nnioLy

kancynu no 52,5 wr,
no 10 kancyn y
6nictepi; no 3
Gnictepu B nayui

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny -
BUSTyYEHHS BUKNaAEHHS MNOBHOI METOAMKN 3@ MOKa3HUKOM
«MikpobionoriyHa unctotay B metogax koHTpornto 13 Ta

[00aHO NOCUaHHA Ha 3aranbHi ctaTTi PY oo
3aTBepAKeHoro nocunaHHsa Ha EP. Metoauka Ta HopMmyBaHHS
3anueHo 6e3 3MiH;
3MiHW | TURY - 3MIHW METOAMKM 32 MOKa3HUKOM
«lpeHTudikauisi» (npoboniaroToBka, ymoBu
XpomaTorpadyBaHHs, 404aHO YMOBW NpUAATHOCTI
XpomaTorpadiyHoi CUCTEMM) y METOAAX KOHTPOSIO Ha AitoYy
PeYOBMHY NItoLLA 3BU4ANHOIO FNIUCTS eKCTPAKT CYXui; 3MiHu |
TMNy - nokasHuk «Boga» (metopa 2.5.12.(Kapn ®iwep), EP)
3aMiHEeHO Ha nokasHuK «BTpaTa B maci npy BUCYyLLyBaHHI»
(meTop 2.8.17., EP) 6e3 3miHn KpUTEpiiB NPUNHATHOCTI (He
GinbLe 5%) Ta 4ogaHo NPUMITKY 3riZHO SIKOT «Mpwu
nepeByLLIEHHI BTpaT Macu Npy BUCYLLYBaHi BMICT Boan byae

BM3Ha4veHo metoaom 2.5.12.(Kapn ®iwep), EP. BmicT Boau

mae Bytn < 5%» y cneumdikauii Ha BUNYCK Ha Ailovy pe4yoBUHYy
nnioLa 3BMYaNHOro NUCTS EKCTPAKT Cyxui. BusHaveHHs
metogom 2.8.17. npoBoasATb 3 HaBaxkow 0,5 r, a MeTogom
2.5.12.(Kapn ®iwep) npoBoasTb 3 HaBaxkoto 0,15 r; 3amiHm |
TUMY - HE3HaYHi 3MiHK y NpoLieci BUpobHULITBa Aitoyoi
PEeYOBMHM MIIIOLLA 3BMYAHOIO JIUCTHA EKCTPaKTy CyXoro Bif
BUpo6GHuka Finzelberg GmbH & Co KG, HimeuunHa, a came
BHECEHO YTOYHEHHSI NapameTpiB TEXHOSONYHOro NpoLiecy: -
3a3HayveHo BinbLl TOYHO TemnepaTtypy ekcTpakuii — 70 - 80 °C
3amicTb > 70 °C; - yTOYHEHO TUCK | TeMnepaTypy
BMNapoByBaHHs - Makc. 55 °C/ makc. 150 mb6ap 3amictb 55 °C/
150 mbap; - BuganeHo cmuto 1 Mm nicns noapibHeHHs

be3
peuenma

UA/15403/01/01

173.

NIKOJNAKC®

TabneTku no 5 wmr,
no 10 Tabnetok y
onictepi, no 1
6nictepy B nayui 3
KapToHY

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHn 3 gKkocTi. FoToBuIA nikapcbkui 3aci6. CtabinbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax 30epiraHHs
roTOBOro MikapcbKoro 3acoby (36inbLUeHHs TEpMiHY
npuaaTHOCTI rOTOBOIO MikapcbKoro 3acoby) - [ins Toprosoi
yMakoBKM (MiATBEPAXYETHCA AAHUMM pearnbHOro Yacy) -
36inbLUeHHs TepMiHY NpuAaTHOCTI Mikapcbkoro 3acoby.
3aTBepaKeHo: 2 poku. 3anponoHoBaHo: 4 poku. BBeaeHHs
3MiH NPOTArom 6-TM MiCSILIB MiCNsi 3aTBEPKEHHS.

be3
peuenma

UA/11778/01/01

174.

NIKONAKC®

Tabnetku no 7,5 wmr,
no 10 TabneTtoky
6nicTepi; no 1 abo
no 3 6nictepu B
navuj 3 KapToHy

AT "®apmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3acio. CtabinbHICTb.
3miHa y TepMmiHax npugaTHocTi abo ymoBax 36epiraHHsi
roTOBOrO MikapcbKoro 3acoby (36inbLUeHHs TEpMiHY
npuaaTHOCTI rOTOBOIO MikapcbKoro 3acoby) - [ins Toprosoi
ynakoBKku (NiATBEpAXYETHCS AaHUMU pearnbHOro Yacy) -

6e3
peuenma

UA/11778/01/02
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[TponoBxkeHHs nojgaTka 3

Ymosu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

36inbLUeHHs1 TepMiHY NPUAATHOCTI NikapCbKoro 3acoby.
3aTBepaKeHo: 2 poku. 3anponoHoBaHoO: 4 poku. BeeaeHHs
3MiH NPOTArom 6-T MicsILiB MicNsi 3aTBEPAKEHHS.

UA/18125/01/01

175.

NPErABAJIIH

Kancynu no 75 wr,
no 10 kancyn y
6nictepi; no 3
Gnictepu y
KapTOHHiI kopooLi

[bxy6inaHT
[xeHepikc
Nimiten

IHAis

Dxy6inaHT
[xeHepikc JlimiTeq

IHais

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnagy (BBe4eHHs y3aranbHEHUX 4aHnX npo
cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIganbHOI 3a 3AiiCHEHHA dhapMakoHarnsay; KOHTakTHOI
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BignoBiganbHoI 3a 3AiNCHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHYKa, BignosiganeHoi 3a
dapmakoHarnsag,.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa KOHTaKTHUX
[AaHnX ynoBHOBaXeHoi ocobu, BianosigansHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHWUX JaHNX KOHTaKTHOi 0COBM YyNMOBHOBaXKEHOI
ocobu 3asBHMKa, BignoBiganesHoi 3a hapMakoHarnsag B
YkpaiHi.
3miHa micue3HaxoOXeHHs macTep-carina cuctemu
dapmakoHarnsgy. 3miHa micusi 34iNCHEHHST OCHOBHOI
fisgnbHOCTI 3 dhapmakoHarnsagy

3a
peuernmom

3a

UA/18125/01/02

176.

NPErABAJIH

kancynu no 150 mr,
no 10 kancyn y
6nictepi; no 3
Gnictepn y
KapTOHHiI kopobui

[xy6inaHT
[xeHepikc
JlimiTen

IHAis

[xy6inaHT
[xeHepike NNimiTeq

IHgia

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHM Wopo 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHUX NPO CUCTEMY
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapMaKoHarnsaay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
bapmakoHarnsgy B YkpaiHi, aKWwo BoHa BiAMiHHa Bif
YMOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLleHHI MacTep-aina cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHYKa, BignoBiganeHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: [-p Capita Carap. 3MiHa KOHTaKTHUX
AaHnX yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBU YNOBHOBAXEHOT
ocobu 3asiBHUKa, BiAMOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa Micue3HaxookeHHs1 MacTep-caiina cuctemu

peuernmom

chapmakoHarnsgy. 3MiHa micus 30iNCHEHHS OCHOBHOI
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[TponoBxkeHHs nojgaTka 3

Ymosu

Homep

Ne Hasea
n/ | nikapcbkoz2o0
n 3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o
noceio4yeHHs1

AisgnbHOCTI 3 hapmakoHarnsgy

UA/18125/01/03

177 NPErABAJIIH

kancynu no 300 mr,
no 10 kancyn y
Gnictepi; no 3
Gnictepn y
KapTOHHiI kopooLi

[xy6inaHT
[xeHepikc
Jlimiteq

IHAis

[bxy6inaHT
[xeHepikc JlimiTeq

IHgia

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHWUX AaHUX NPO CUCTEMY
apmakoHarnsgy (BBEAEHHS y3aranbHEeHUX 4aHux npo
cvcTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa ANs 34iMCHEHHS
dapmakoHarnsay B YKpaiHi, SKWwo BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BignoBigansHoi 3a
dapmakoHarnsag.

MponoHoBaHa peaakuis: [-p Capita Carap. 3mMiHa KOHTaKTHUX
[aHuX yNOBHOBaXEHOI 0cobu, BiANOBiAanbHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI 0COBM YNOBHOBaXEHOI
ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsg B
YkpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-channa cuctemm
capmakoHarnsgy. 3MiHa micus 34iNCHEHHSA OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnsagy

3a
peuernmom

UA/18126/01/01

178, NPErABAJIIH

Kkancynu no 75 wmr, in
bulk: no 5000
Kancyny
nonieTuneHoBmx
nakeTax

[xy6inaHT
[xeHepikc
Nimiten

IHAis

[xy6inaHT
IhxeHepikce Iliviteq

IHaia

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWUX Npo cucTemy
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHs
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BkIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHi MacTep-danna cuctemu papmakoHarnagy) -
3MiHa YNoBHOBaXeHOi 0cobu 3asiBHVKa, BignoBiganeHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHoi ocobu, BianosigansHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX JAHMX KOHTaKTHOI 0COOU YNOBHOBaXEHOT
ocobu 3asiBHUKa, BiAMOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa micue3HaxoOXeHHs macTep-carina cuctemu
cbapmakoHarnsgy. 3MiHa micus 34iNCHEHHS OCHOBHOI
fisinbHOCTI 3 dhapmakoHarnsgy
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[TponoBxkeHHs nojgaTka 3

Ymosu

Homep

Ne

Haszea

n/ | nikapcbkoz2o0

3acoby

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

sionycky

peecmpauyiliHo2o
noceio4yeHHs1
UA/18126/01/02

179.

NPErABAJIIH

kancynu no 150 wmr,
in bulk: no 5000
Kancyny
nonieTuneHoBmx
naketax

[bxy6inaHT
[xeHepikc
Nimiten

IHAisA

Ixy6inaHT

IhxeHepikce Jlimiteq

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHK Wwopo 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
dapmakoHarnagy (BBe4eHHs y3aranbHeHUX 4aHuX Npo
cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
BiANOBIganbHOI 3a 34iiCHEHHA dhapMakoHarnsay; KOHTakTHOI
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNoBHOBaXeHOoi ocobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
chapmakoHarnsay (BKMoYaym KOHTaKTHi AaHi) Ta/abo 3MiHW y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHYKa, BignosiganeHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: [-p Capita Carap. 3miHa KOHTaKTHUX
[AaHnX yNnoBHOBaXeHoi ocobu, BianosigansHoi 3a
dapmakoHarnsag.
3MiHa KOHTaKTHWUX JaHUX KOHTaKTHOI 0COBM YyNMOBHOBaXKEHOI
ocobu 3asiBHMKa, BignoBigansHoi 3a hapMakoHarnsg B
YkpaiHi.
3miHa micue3HaxogXeHHs macTep-carina cuctemu
dapmakoHarnsgy. 3miHa micusi 34iNCHEHHS! OCHOBHOI

AisnbHOCTI 3 dhapmakoHarnsagy

UA/18126/01/03

180.

NPErABAJIIH

kancynu 300 wmr, in
bulk: no 5000
Kancyny
nonieTuneHoBmx
nakeTax

[bxy6inaHT
[xeHepikc
Jlimiten

IHAin

[bxy6inant
[xeHepike NNimiTeq

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHM Wopo 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NpO CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSI
bapmakoHarnsgy B YkpaiHi, aKWwo BoHa BiAMiHHa Bif
YMOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3amiHn y
po3milLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0cobu 3asiBHVKa, BignoBigansHoi 3a
dapmakoHarnag,.

MponoHoBaHa pepakuis: [-p Capita Carap. 3MiHa KOHTaKTHUX
AaHnX yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHUX JaHUX KOHTaAKTHOT 0COBM YNOBHOBaXKEHOI
ocobu 3asiBHUKa, BiAMOBIAaNbLHOI 3a hapmakoHarnsg B
YkpaiHi.
3MiHa Micue3HaxomKeHHs MacTep-danna cuctemm
dapmakoHarnsagy. 3miHa micust 34iINCHEHHS OCHOBHOI
nisnbHoOCTi 3 dhapmakoHarnsagy

UA/3347/01/01

181.

NMPOTEKOH®

TabneTku, BKPUTI
obornoHkoto, no 10

OPTIrAHOCWH

OAE

NAMSCAEHC

EBepTomkeH Nand
CaeHcuns Jliviten

IHAina

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHa 3asiBHUKa

(BNacHuka peecTpauinHoro noceigveHHs ) (3rigHo Hakasy MO3

6e3
peuenma
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Tabnetok y 6nictepi; | U3 (E® 3ET 1) Bia 23.07.2015 Ne 460)
no 3 bnictepu y
nayui 3 KApTOHy; No
10 TabneTok y
Gnictepi; no 3
Gnictepu y nayui 3
KapToOHY; No 3 navku
y nayui 3 KApTOHY;
no 30, 60 abo 120
TabneTok y
KOHTelHepi; no 1
KOHTenHepy B nayuj
3 KapTOHY
182.| MPOTEKOH® | Tabnetku, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa 3asBHUKa - UA/3348/01/01
obornoHkoto, in bulk: NANPCAEHC CaeHcus Nimiten (BnacHwuka peecTpauiHoro noceigveHHs) (3rigHo Hakazy MO3
no 2500 TabneTok y N3 (E® 3ETI) Bia 23.07.2015 Ne 460)
naketax y kopobui 3
ropoKapToHy
183.| MPOTE®NAS3I | cynosuTopii; no 5 TOB "HBK Ykpaina TOB "HBK Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/4220/02/01
0® cynosuTopiiB No 3 r "Ekocpapm"” "Ekodcpapm", 3MiHu 3 sikocTi. A®Il. BupobHuuteo. 3miHa po3mipy cepii peuenmom
y bnicTtepi; no 1, abo YkpaiHa; (Bkntoyatoum gianasoHn) APl abo npomMixkHOro NpoayKTy, KU
2, abo 3 brictepn y ToBapwucTso 3 3aCTOCOBYETLCS y npoueci BupobHuuTea AD| (36inbLueHHs Ao
naJdui 3 KapToOHy oBMmexeHo 10 pasiB NOPIBHSHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
BignosiganbHicTO nopaTkoBumx posMipis cepin APl Heodnasia, ryctuin ekctpakT
"®APMEKC IPynmn", (cy6eTaHuis) 35,0+8,0 kr ta 53,0 kr+10,0 kr
YkpaiHa
184.| NPOTE®NAS3I | kpanni; no 30 mn TOB "HBK YkpaiHa BMPOGHMLUTBO 3a YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu Il Tuny - be3 UA/4220/01/01
o® abo no 50 mny "Exodpapm” NMOBHUM LIMKIIOM; 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenma
CKNsIHOMY chriakoHi 3 Bunyck cepii: TOB 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
npobkoto- "HBK "Ekodapm” MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS Y
KpanensHuueto; no 1 3B’A3KY i3 HOBUMUW AaHUMW 3 AKOCTI, AOKMIHIYHUMU, KMiHIYHUMUK
dnakoHy B OaHUMK Ta JaHuMK 3 hapMakoHarnsay - 3MiHM BHECEHO 80
KapTOHHIN nayui IHCTPYKUii ANs MeanYHOro 3acTocyBaHHs! Nikapcbkoro 3acoby
o po3giny "®apmakonoriyHi BnactuocTi" (BHECEHO
iHhOpMaLlit0 CTOCOBHO AaHUX AOKNIHIYHUX AOCNIOKEHb)
185./ PECIMUKC N® | tabnetkn, no 10 OPIrAHOCWH OAE EBepTomxkeH laiid IHAis BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHa 3asiBHUKa be3 UA/15503/01/01
Tabnetok y 6nictepi, | TAMGCAEHC CaeHcus Jliviten (BnacHwuka peecTpauinHoro noceigveHHst) (3rigHo Hakasy MO3 | peuenma
no 1 abo 2 6nictepn | N3 (E® 3ET I) Bia 23.07.2015 Ne 460)
y navui
186./ PECMUKC N® | tabnetkw, in bulk: no | OPFAHOCUH OAE EBepTomkeH Nand IHais BHECEHHS 3MiH IO peecTpaLinHmMx maTepianis: 3MiHa 3asiBHUKa - UA/15504/01/01
5000 Tabnetok y NAVSCAEHC Caencus Jlimiteq (BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakady MO3
repmMeTu4HO N3 (E® 3ET ) Big 23.07.2015 Ne 460)
3anasHux NoaBiNHNX
nonieTuneHoBmx
nakertax
187.| PECMUKC® TabneTkn BKPUTI OPIrAHOCWH OAE EBepTomkeH Jland IHAis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asiBHVKa bes UA/15549/01/01
NniBKOBOKO NAASCAEHC CaeHcus JlimiTeq (BnacHwuka peecTpauinHoro nociaveHHs) (3rigHo Hakasy MO3 | peuenma
obornoHkoto, no 10 N3 (E® 3ET ) Bia 23.07.2015 Ne 460)
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTok y 6nicTepi;
no 1 abo no 2 abo
no 4 6nictepn y
navui 3 KapTOHY
188.| PECMNUKC® TabneTkn BKPUTI OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEHHS1 3MiH O peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa - UA/15550/01/01
NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHwuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
obornoHkoto in bulk: N3 (E® 3ET 1) Bia 23.07.2015 Ne 460)
no 10000 TabneTok
y nakeTtax
189.| PE®AKTO nioginizat Ans NeAN3EP CLWA BMPOBHMLTBO Icnanis/ BHECEHHS 3MiH 4O peecTpauiiHuX maTtepianis: 3miHu |l Tuny — 3a UA/15929/01/01
Ad® pO34MHy Ans ENY.CLMI. niodpinizaty 3a HimeuuunHa 3MiHM y BUpobHuUTBI [T13, Wo cTocyTbCcs AoAaBaHHSA HOBOTO | peyernmom
iH ekuin no 250 MO, KOPMOPENLL NOBHUM LIMKINOM,; nioniginisatopa (Lyo 3) Ha BUpobHuyin ainbHuui Baet ®apma
1 donakoH 3 H KOHTPOIb AKOCTI C.A,, Icnanisa go Bxe 3aTBepAkeHnx ABox niodinisatopis Lyo

niocpinizatom y
KomnnekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNp1LIOM 3
PO34YMHHMKOM MO 4
Mn (HaTpito xnopug
(9 mr/mn), BOga ans
iH ekuin), 1
aganTepom Ans
dnakoHy, 1
cMCTeMOto Ans
iHdys3ii, 2
TamnoHamu 3i
cnupTtom, 1
nnactmpem Ta 1
MapneBoto
MoAYLLEYKO B
KapTOHHiI kopobui

PO34MHHUKA (OKpiIM
OOCHiMKEHHS cynu
TepTH NOPLUHS),
BTOPUHHE
nakyBaHHsi
PO34MHHMKA Y Habip
3 npenapaTtom;
BignoBiganbHUN 3a
BWMYCK cepii: Baet
dapma C.A, IcnaHis;
anbTepHaTUBHa
nabopartopis ans
TeCTyBaHHs!
npenapary 3a
NMOKa3HUKOM
"CTepunbHicTb":
JlabopaTopist
Biona6, C.J1.,
Icnanis;
BMPOGHMLUTBO
PO3YMHHIKE B
Lnpu1uax, KOHTpoIb
SIKOCTi PO34YMHHUKA:
Bettep ®apma-
®epturyrr 'moX &
Ko. KI', HimeuunHa;
BUPOBHMLTBO
PO3YMHHIKA B
Linpuuax, KOHTpornb
SIKOCTi PO34YMHHMKA
(okpim pocnimxeHHs
repMeTUYHOCTI):
Bettep dPapma-
®epturynr 'moX &
Ko. KI', HimeuunHa;
BidyanbHWI

1A Ta Lyo 2. BBefeHHs 3MiH NnpoTsArom 6 micsauis nicns
3aTBEPKEHHS; 3MiHU | TNy - 36inbLueHHst po3mipy cepii M3 3
20-45 n go 20-60 n 3 BUKopMCTaHHAM nioginisatopa Lyo 3.
BBegeHHsA 3MiH NpoTArom 6 micauiB Nicnsa 3aTBepaAXKEHHS;
3MiHM | TUNY — He3HaYHa 3MiHa y npoueci BUpo6HuuTea 13,
LLIO CTOCYETbCHA TEMMNEePaTypHNX YMOB Mif, Yac pPO3BaHTaXEHHS
3aKyrnopeHux rakoHiB Ans Aitoumx nioginizatopis Lyo1A &
Lyo 2. BBegeHHs 3MiH npoTarom 6 micauis nicns
3aTBEpMKEHHS; 3MiHU | TMNY - HE3HAYHI 3MiHW Y BUPOBOHMLTBI
N3, wo cTocyeTbca NPUNMHEHHS APYKYBaHHS iHcpopMalLii npo
cepito Npenapaty Ha 3aTuckyBadax prakoHis. BBegeHHs 3MmiH
nNpoTArom 6 MicsAUIB Nicnsa 3aTBEPPKEHHS
3MiHuM | TUMY - BHECEHHS 3MiH Yy NaKyBarbHWUI MaTepian, Wwo He
KOHTaKTye 3 rOTOBWM flikapCbkuM 3acobom, a came
BVIKOPVICTaHHS HECTEPUIbHMX antoMiHIEBUX OBXMMHMX
KOBMAYKiB.; 3MiHM | TUMY — BUNYYeHHS 3aTBEPAXEHOro
npoToKony ynpasniHHA 3MiHaMu ans 13 gns 36inbweHHs
po3mipy cepii B gitounx nioginizatopax IA Ta 2; aminum | Tuny —
BBeAeHHs cepii RM-8-20 sik HOBOI cepil cTaHAapTHOro 3pasky
MopokTokor anbda (AF-CC) anst tectyBanHa APl Ta 113
[opaTtkoBo oHOBNEHO po3ain 3.2.S.5. CtaHgapTHi 3pasku abo
npenapaTtu Ans BKMIOYEHHs pe3ynbTarTis cepii ctaHaapTy RM-
8-15. [laHa cepis 6yna BeegeHa y 2015 poui i goci
BVKOPUCTOBYETLCS ANns TecTyBaHHa AP Ta 13; 3amivm | Tuny —
BHECEHHS peaKTOpPCbKuX NpaBokK y po3aini 3.2.P.7 ana M3y
dnakoHax; 3miHu | Tuny — BunNy4eHHs 3 posainy 3.2.P.7
nocravanbHUKa cTepunbHoro Habopy ans iHdysin ans M3y
dnakoHax, B Braun Medical Inc; 3miHn | TMny — BunyyeHHs 3
po3giny 3.2.P.7 noctavanbHuKa cTepunbHOro Habopy ans
iHdysin ana M3 y dpnakoHax, Abbott Ireland Ltd; 3miHn | Tuny
— BUNyYeHHs 3 po3giny 3.2.P.7 noctayanbHyKa CTepUbHOro
Habopy ans iHdysin ans M3 y dnakoHax, Abbott laboratories;
3MiHM | TUNY — BUNy4YeHHs 3 po3ainy 3.2.P.7 noctayanbHuka
cTepunbHOro Habopy ans iHdysin gna M3 y dnakoHax, Nipro
Medical Corporation;
3MiHM | TMNY — BUNyYeHHs 3 posginy 3.2.P.7 iHdopmauii npo
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOHTPOIb
PO34UHHNIKE,
KOHTPOrb SKOCTI
PO34MHHMKA (OKpiIM
OOCHiMKEHHS
repmMeTUYHOCTI,
cunu TepTst
nopuHs): Bettep
Papma-dPepTuryHr
'v6X & Ko. KT,
HimeuuunHa;
BidyanbHun
KOHTPOMNb
PO3YUHHNKE,
KOHTPOrb SKOCTI
PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTa
MOPLUHSA)):
Bettep dapma-
®epTuryHr M'moX &
Ko. KI', HimeuunHa

KOMMOHEHTU Habopy Ans iHdysii ana M3 y dnakoHax; 3miHu |
TMNY — BUNYYeHHs 3 po3ainy 3.2.P.7 indopmadii npo
KOMMOHeHTM Habopy ans iHdysii ansa 13 y nonepegHbo
HamnoBHEHUX LUNpULax

190.

PE®AKTO
AD

niogpinizat gns
pO34MHy Ans

iH ekuin no 500 MO,
1 donakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepegHLo
HaMnoBHEHUM
LINpULIOM 3
PO34MHHMKOM Mo 4
MmN (HaTpito xnopwva
(9 mr/mn), BOga ansi
iH ekuin), 1
agjanTepoMm Ans
dnakoHy, 1
cucTeMoto ans
iHdpya3ii, 2
TamnoHamu 3i
cnupTtom, 1
nnactmpem Ta 1
MaprieBo
noayLLEYKOO B
KapTOHHiIl kopobuyi

NOANIEP
EWY.CLII
KOPMOPENLU
H

CLIA

BUPOBHMLUTBO
nioginisaty 3a
MOBHUM LIMKIIOM;
KOHTPOb AKOCTI
PO34MHHUKA (OKpiIM
OOCTiMKEHHS cynn
TepTs NOpLUHS),
BTOPWHHE
nakyBaHHs
PO34MHHWMKa y Habip
3 npenaparom;
BiAnoBiganbHWM 3a
BUNYyCK cepii: Baet
®apma C.A, Icnanis;
anbTepHaTMBHa
nabopatopis ans
TECTyBaHHS
npenaparty 3a
MOKa3HWKOM
"CTepunbHICcTb":
JabopaTopis
Biona6, C.J1,,
IcnaHis;
BMPOGHMLTBO
PO34MHHMKa B
LUNpULAX, KOHTPOIb

Icnanis/
Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu |l Tuny —
3MiHM y BUpobHuuTBi 113, Wo cTocyTbca AoAaBaHHSA HOBOTO
nioniginizatopa (Lyo 3) Ha BMpobHuuin AinbHuui Baet ®apma
C.A., Icnanisi o BxXe 3aTBepOKeHMX ABOX niodinizaTtopis Lyo
1A Ta Lyo 2. BBegeHHs 3miH npoTtarom 6 micauis nicns
3aTBEPPKEHHS; 3MiHM | TUNY - 36inbLueHHs po3mipy cepii M3 3
20-45 n go 20-60 n 3 BUKOpUCTaHHAM fioginisaTopa Lyo 3.
BBeneHHs 3MiH NpoTArom 6 MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | TMNY — He3HaYHa 3MiHa y npoueci BupobHuuTea M3,
L0 CTOCYETLCA TEMMNEPATYPHMX YMOB Nif Yac PO3BAHTaXEHHS
3aKyrnopeHux priakoHiB Ans Aitoumx niodinisatopis Lyo1A &
Lyo 2. BBegeHHs 3mMiH npoTsirom 6 micsiyis nicns
3aTBEPOKEHHS; 3MiHU | TMNY - HE3HAYHI 3MiHW Y BUPOBHULTBI
M3, wo cTocyeTbca NPUNMHEHHSA APYKYBaHHS iHbopmauii npo
cepito Npenaparty Ha 3aTuckyBavax prakoHiB. BBeaeHHs1 3miH
NpoTArom 6 MicsAUiB Nicns 3aTBEPKEHHS
3MiHM | TUMY - BHECEHHS 3MiH Y NaKyBarnbHWUIA MaTepian, Lo He
KOHTaKTy€e 3 roTOBMM NiKapCbkuM 3acobom, a came
BUKOPUCTAHHS HECTEPUIBHMX antoMiHIEBUX OBXUMHUX
KOBMaYKiB.; 3MiHU | TUNY — BUNYyYeHHS 3aTBEPAXEHOro
NpPOTOKOMY ynpasriHHA 3MiHamu ans 113 gng 36inbweHHs
po3mipy cepii B Aitounx nioginisatopax A Ta 2; amiHm | Tuny —
BBeaeHHs cepii RM-8-20 sik HOBOI cepii cTaHaapTHOro 3pasky
MopokTokor anbda (AF-CC) ans tectyBanHa APl ta 113
HopaTtkoBo oHoBneHo po3ain 3.2.S.5. CtaHgapTHi 3pa3ku abo
npenapaTtu Ans BKIMOYEHHs pe3ynbTartiB cepii ctaHgapTty RM-

3a
peuenmom

UA/15929/01/02
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AKOCTi PO34YMHHUKA: 8-15. flaHa cepisi byna BBegeHa y 2015 poui i aoci
BetTtep ®apma- BMKOPUCTOBYETbCA ANns TecTyBaHHa APl ta T13; aminm | Tuny —
®epTuryHr NM6X & BHECEHHS peaKTOpPCbKMX NpaBokK y po3aini 3.2.P.7 gna M3y
Ko. KI', HimewunHa; dnakoHax; 3MiHu | TUNy — BUNyYeHHs 3 posainy 3.2.P.7
BMPOGHMLUTBO rnocTavarnbHuka cTepunbHoro Habopy ans iHdysin ans M3y
PO34YMHHMKa B dnakoHax, B Braun Medical Inc; 3miHun | Tuny — BunyyeHHs 3
Lnpuax, KOHTPosb po3ainy 3.2.P.7 noctayanbHuka cTepunbHoro Habopy ans
AKOCTi PO34YMHHMKA iHdysin ana M3 y dpnakoHax, Abbott Ireland Ltd; 3miHn | Tuny
(okpiM gocnigxeHHs — BUNyYeHHs 3 po3giny 3.2.P.7 noctayanbHyKa CTepUnbHOro
repMeTUYHOCTI): Habopy ans iHdysin ana M3 y dnakoHax, Abbott laboratories;
BetTtep ®apma- 3MiHM | TUNY — BUNyYeHHs 3 po3ainy 3.2.P.7 noctayansHuka
®epTuryHr NM6X & cTepunbHoro Habopy ans iHgysin ansa M3 y dpnakoHax, Nipro
Ko. KI', HimeuunHa; Medical Corporation;
BidyanbHWn 3MiHM | TUNY — BUNyYeHHs 3 poaainy 3.2.P.7 indopmauii npo
KOHTPOIb KOMMOHEHTW Habopy ans iHdy3ii ana M3 y dnakoHax; 3miHu |
PO34MHHMKA, TMNY — BUNYYeHHs 3 po3ainy 3.2.P.7 indopmadii npo
KOHTPOIb SKOCTI KOMMOHEHTK Habopy ans iHdysii ana N3 y nonepegHbo
PO34MHHMKA (OKpiM HanoBHEHUX LUMpuLax
OOCHiMKEHHS
repMeTUYHOCTI,
cunu TepTa
nopuHs): Bettep
Papma-dPepTuryHr
'm6X & Ko. KT,
HimeuuuHa;
BidyanbHWN
KOHTPOMb
PO3YUHHNIKE,
KOHTpPOIb AKOCTI
PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTa
MOPLUHS)):
Bettep ®apma-
®epTuryHr NM6X &
Ko. KI', Hime4unHa
191| PE®AKTO niodinizat Ans MN®ANIEP CLA BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MmiHu |l Tuny — 3a UA/15929/01/03
AD pO34MHy Ans ENY.CLII niodpinizaty 3a HimeuunHa 3MiHW y BUpobHMUTBI 113, Lo cTocyoTbea AoAaBaHHsA HOBOIO | peuernmom
iH ekuin no 1000 KOPMOPENLL NOBHUM LIMKINOM,; nioniginizatopa (Lyo 3) Ha BUpobHuuin AinbHuui Baet ®apma
MO; 1 dpnakoH 3 H KOHTPOIb AKOCTI

niocpinizatom y
KoMnnekTi 3 1
nonepeaHLo
HanoBHEHUM
LINpvLUom 3
PO34YMHHMKOM no 4
Mn (HaTpito xnopua
(9 mr/mn), BOga Ans

PO34MHHMKa (OKpiM
OOCTIiHKEHHS Cynn
TepTH NOPLUHS),
BTOPWHHE
nakyBaHHs
PO34YUHHWMKa Y Habip
3 Mpenaparom;
BiAnoBiganbHWI 3a

C.A., IcnaHis o BXe 3aTBepmpKeHUX ABOX NiodinisaTopis Lyo
1A Ta Lyo 2. BBefeHHs 3MiH npoTArom 6 micsuis nicns
3aTBEPPKEHHS; 3MiHU | TUNY - 36inbLUeHHs po3mipy cepii M3 3
20-45 n go 20-60 n 3 BUKOpUCTaHHAM nioginizaTopa Lyo 3.
BBeaeHHs 3MiH NpoTArom 6 MicsiLiB Nicnsi 3aTBEpPOXKEHHS;
3MiHuM | TUNY — He3HaYyHa 3miHa y npoueci BupobHuuTea M3,
LLIO CTOCYETBLCS TEMNEpPaTYPHUX YMOB Mif Yac PO3BAHTAXKEHHS
3aKyrnopeHux rakoHiB Ans Aitoumx niodinizatopis Lyo1A &
Lyo 2. BBegeHHS 3MiH NpoTsiroM 6 MicAuiB micns
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

iH ekuin), 1 BWMNYCK cepii: BaeT 3aTBEPAKEHHS; 3MiHW | TUNY - HE3HAYHI 3MiHW Yy BUPOBHWLTBI

apantepoMm Ans ®apma C.A, IcnaHis; M3, wo cTocyeTbca NPUNMHEHHSA APYKYBaHHS iHbopmauii npo

nakoHy, 1 anbTepHaTMBHa cepito npenaparty Ha 3aTuckyBavax prakoHis. BBeaeHHs1 3amiH

cuUcTemoro Ans nabopatopis ans npoTarom 6 MicsAUIB MiCNsA 3aTBEPHKEHHS

iHdpys3ii, 2 TeCTyBaHHs 3MiHW | TUMY - BHECEHHS 3MiH Y NaKyBamnbHWUIA MaTepian, Lo He

TamnoHamm 3i npenapary 3a KOHTaKTye 3 rOTOBWM flikapCbkuM 3acobom, a came

cnupTom, 1 MOKa3HUKOM BUKOPWUCTAHHS HECTEPUIBbHMX antoMiHIEBUX OBXUMHUX

nnactvpem Ta 1 "CTepunbHicTb": KOBMaYKiB.; 3MiHM | TUNY — BUNYYeHHS 3aTBEPAXKEHOrO

Mapresoto JlabopaTopis NpoTOKOMy ynpasniHHA 3miHamu ans 113 gns 36inbweHHs

NnoAyLLIeyKoo B Biona6, C.J1., po3mipy cepii B gitounx nioginizatopax IA Ta 2; amiHu | Tuny —

KapTOHHIN kopobui Icnanis; BBeaeHHs cepii RM-8-20 sik HoBOI cepii cTaHgapTHOro 3pasky

BMPOBHMLTBO MopokTokor anbda (AF-CC) anst tectyBanHa APl Ta 113

PO3YMHHVKa B
Lnpuuax, KOHTpoInb
AKOCTi PO34YMHHMKA:
Bettep ®apma-
®epTuryHr M'moX &
Ko. KI', HimewunHa;
BMPOBHMLTBO
PO3YMHHVMKa B
LUNpUUax, KOHTPOIb
SAKOCTi PO34YMHHMKA
(okpim gocnimKeHHs
repMeTUYHOCTI):
Bettep ®apma-
depTuryHr M'meX &
Ko. KI', HimewunHa;
BidyanbHWN
KOHTpPOIb
PO34MHHWKa,
KOHTpPOrb AKOCTI
PO34MHHUKA (OKpiIM
LOCTiopKEeHHs
repMeTUYHOCTI,
cunu TepTs
nopuHs): Bettep
dapma-dPepTUryHr
'm6X & Ko. KT,
HimeuuuHa;
BidyanbHun
KOHTPOIb
PO34MHHWKa,
KOHTPOIb AKOCTI
PO34YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTs
MOPLUHS)):
Bettep Papma-

HopaTtkoBo oHoBNeHo po3ain 3.2.S.5. CtaHgapTHi 3pasku abo
npenapaTtu Ans BKMIOYEHHs pe3ynbTarTis cepii ctaHaapTy RM-
8-15. [laHa cepis 6yna BeegeHa y 2015 poui i goci
BMKOPWCTOBYETbCS ANns TectyBaHHa AP ta 13; aminm | Tuny —
BHECEHHS peAaKkToOpCbKuX NpaBokK y po3aini 3.2.P.7 gna M3y
dnakoHax; 3miHu | Tuny — Buny4eHHs 3 posainy 3.2.P.7
nocTayanbHvKa cTepunbHoro Habopy Ans iHdysin gna M3y
dnakoHax, B Braun Medical Inc; 3minn | Tuny — BunyyeHHs 3
po3giny 3.2.P.7 noctavanbHuKa ctepunbHoro Habopy ans
iHdysin ana M3 y dpnakoHax, Abbott Ireland Ltd; 3miHn | Tuny
— BUNyYeHHS 3 po3giny 3.2.P.7 noctayanbHvKa CTepUbHOro
Habopy ans iHdysin ans M3 y donakoHax, Abbott laboratories;
3MiHM | TUNY — BUNyYeHHs 3 po3ainy 3.2.P.7 noctayansHuka
cTepunbHoro Habopy ans iHdysin ana M3 y dpnakoHax, Nipro
Medical Corporation;
3MiHM | TUNY — BUNyYeHHs 3 po3sainy 3.2.P.7 iHdopmauii npo
KOMMOHeHTW Habopy Ans iHdysii ana M3 y dnakoHax; 3miHu |
TVNYy — BUNyYeHHs 3 po3ainy 3.2.P.7 iHdopmalii npo
KOMMOHeHTN Habopy Ans iHdysii ana 13 y nonepeaHb0
HaMoBHEHWX LWnpuLax
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
®epturyHr N'moX &
Ko. KI', HimewunHa
192, PE®AKTO niocpinizat ans MNdAN3EP CLWA BUPOBHMLUTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu |l Tuny — 3a UA/15929/01/04
AoD po34nHy ans EWY.CLII nioginizaty 3a HimeyvunHa 3MiHM y BUpoBHMUTBI 113, Lo cTocyTbea AoAaBaHHs HOBOIO | peuernmom
iH ekuin no 2000 KOPMOPENLL NOBHUM LIMKIOM,; nioniginisatopa (Lyo 3) Ha BUpobHuuin ainbHuui Baet ®apma
MO; 1 dpnakoH 3 H KOHTPOSIb SKOCTi C.A., IcnaHisa go Bxe 3aTBepOkeHnx ABox niodinisaTopis Lyo

nioginizatom y
KOMMmekTi 3 1
nonepegHL0
HanoBHEHUM
LINpYLOM 3
PO34MHHKKOM Mo 4
M (HaTpito xnopva
(9 mr/mn), BOAa ansi
iH ekuin), 1
apanTepom Ans
dnakoHy, 1
cMcTeMoto ans
iHdpya3ii, 2
TamnoHamu 3i
cnmpTom, 1
nnactvpem Ta 1
MaprieBot
noayLLEYKOIO B
KapTOHHiIN kopobui

PO34MHHMKA (OKpiIM
[OCNIAKEHHSA CUmn
TepTs NOpLUHS),
BTOPWHHE
nakyBaHHs
PO34MHHMKa y Habip
3 nNpenapaTtowm;
BiAnoBiganbHWM 3a
BUNYyCK cepii: Baet
dapma C.A, IcnaHis;
anbTepHaTMBHa
nabopatopis gns
TECTyBaHHS
npenapary 3a
MOKa3HMKOM
"CTepunbHICcTb":
JabopaTopis
biona6, C.J1,,
Icnanis;
BMPOGHMLTBO
PO34MHHKKa B
LUNpULAXx, KOHTPOIb
AKOCTi PO34YMHHUKA:
BeTtTep ®apma-
®epTuryHr M'meX &
Ko. KI', HimeuuunHa;
BMPOGHMLUTBO
PO34MHHMKA B
LUNpULAXx, KOHTPOIb
AKOCTi PO3YMHHMKa
(okpim gocnimKeHHs
repMeTUYHOCTI):
Bettep ®apma-
®epTturynr 'moX &
Ko. KI', HimeuuunHa;
BidyanbHun
KOHTPOSb
PO3YMHHWKa,
KOHTPOIb AKOCTI
PO34MHHKKA (OKpPIM
DOCHiMKEHHS
repMeTUYHOCTI,
Ccunn TepTa

1A Ta Lyo 2. BBeaeHHs 3MiH NnpoTArom 6 micsauis nicns
3aTBEPKEHHS; 3MiHU | TNy - 36inbLueHHs po3mipy cepii M3 3
20-45 n go 20-60 n 3 BMKOpUCTaHHAM niodpinisaTopa Lyo 3.
BBegeHHs 3MiH NpoTArom 6 MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | TMNY — He3HavHa 3MmiHa y npoueci BupobHuuTea 13,
L0 CTOCYETLCA TEMMNEPAaTYPHMX YMOB Nif Yac PO3BAHTaXEHHS
3aKyrnopeHux rakoHiB Ans Aitoumx niodinisatopis Lyo1A &
Lyo 2. BeBegeHHs 3mMiH npoTsirom 6 micsiB nicns
3aTBEpOKEHHS; 3MiHU | TMNY - HE3HAYHI 3MiHW Y BUPOBHULTBI
N3, wo cTocyeTbCa NPUNMHEHHS APYKYBaHHSA iHpopmauii npo
cepito Npenaparty Ha 3aTuckyBadax prnakoHiB. BBeaeHHs 3miH
npoTsarom 6 MicauiB nicnsa 3aTBEpAXXEHHSA
3MiHM | TUMY - BHECEHHS 3MiH Y NaKyBamnbHWUIA MaTepian, Lo He
KOHTaKTye 3 roTOBMM NikapCbkum 3acobom, a came
BUKOPUCTAHHSA HECTEPUIBHMX antoMiHIEBUX OBXUMHUX
KOBMaYKiB.; 3MiHM | TUNY — BUNYYeHHS 3aTBEPAXKEHOrO
NpOTOKOMNY ynpaBriHHA 3MiHamu Ansa N3 gns 36inbweHHs
po3mipy cepii B Aitounx nioginisatopax IA Ta 2; aminm | Tuny —
BBeaeHHs cepii RM-8-20 sik HOBOI cepii cTaHaapTHOro 3pasky
mMopokTokor anbda (AF-CC) ans tectyBanHa APl ta 113
HopaTtkoBo oHoBneHo po3ain 3.2.S.5. CtaHaapTHi 3pa3ku abo
npenapaTtu Ans BKMIOYEHHs pe3ynbTarTis cepii ctaHaapTy RM-
8-15. [laHa cepia 6yna BeegeHa y 2015 poui i goci
BUKOPUCTOBYETbCS Anst TecTyBaHHa APl Ta [M13; 3miHm | Tuny —
BHECEHHS peAaKkToOpCbKuX NpaBokK y po3aini 3.2.P.7 gna M3y
dnakoHax; 3MiHu | TNy — BUNyYeHHs 3 posainy 3.2.P.7
nocTtavarnbHuka cTepunbHoro Habopy ans iHdysin gns M3y
dnakoHax, B Braun Medical Inc; 3miHn | TMny — BunyyeHHs 3
po3giny 3.2.P.7 noctayanbHvKa cTepunbHOro Habopy Ans
iHdpysin ana M3 y dpnakoHax, Abbott Ireland Ltd; 3MiHu | Tuny
— BUNyYeHHs 3 po3giny 3.2.P.7 noctayanbHyKa CTepUbHOro
Habopy ans indysiv ana M3 y dnakonax, Abbott laboratories;
3MiHuM | TUNY — BUNyYeHHs 3 po3ainy 3.2.P.7 noctayanbHuka
cTepunbHoro Habopy ans iHdysin ansa M3 y dpnakoHax, Nipro
Medical Corporation;
3MiHuM | TUNY — BUNyYeHHs 3 po3giny 3.2.P.7 iHdopMmauii npo
KOMMOHEHTU Habopy Ans indysii ana M3 y dnakoHax; amiHu |
TUNY — BUNYyYeHHs 3 po3ainy 3.2.P.7 iHdopmauii npo
KOMTMOHEHTW Habopy Ans iHdysii ansa 13 y nonepegHbo
HamnoBHEHWX LWNnpuLax
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o
noceio4yeHHs1

nopuHs): Betrep
Papma-dPepTuryHr
'm6X & Ko. KT,
HimeuuunHa;
BidyanbHWNn
KOHTPOMb
PO34UHHNIKE,
KOHTPOIb AKOCTI
PO3YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI,
cunu TepTa
MOPLUHSA)):
BetTep ®apma-
®epTuryHr M'M6X &
Ko. KI', HimeuunHa

193.

PE®AKTO
AD

niodpinizat ans
pO34MHY Ans

iH ekuin no 3000 MO
y BEPXHIili kKamepi Ta
PO3YMHHWK NO 4 Mn
Y HWXHIN kamepi
nonepeaHLo
HanoBHEHOro
wnpuua Ne 1 pasom
3i CTepUnbHUM
Habopom

MOAVI3EP
EMY.CLAL
KOPMOPEMLL
H

CLA

KOHTPOMb SKOCTi Npu
BUMYCKY Cepivi Ta
npwv OOCTIHKEHHI

cTabinbHOCTI,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs1, BUMYCK
cepii: Baet ®apma
C.A,, IcnaHis;
BUPOBHMLTBO
nikapcbkoro 3acoby,
BidyanbHWN
KOHTPOnb
nikapcbkoro 3acoby,
KOHTPOIb SKOCTI:
BetTep ®apma-
®epTuryHr NM6X &
Ko. KT, HimeuyunHa;
BidyanbHWN
KOHTPOMb
nikapcbkoro 3acoby,
KOHTPOIb SKOCTI
nikapcbkoro 3acoby:
Bettep dPapma-
®epturyrr 'moX &
Ko. KI', HimewunHa;
BisyanbHWi
KOHTpPOIb
nikapcbkoro 3acoby,
KOHTPOrb SKOCTI
nikapcbkoro 3acoby:
BetTep dapma-
Pepturynr 'moX &

Icnanis/
Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHix maTepianis: 3MiHu |l Tuny —
3MiHM y BUpobHuuTBi 113, Wwo cTtocyTbcs AoAaBaHHSA HOBOMO
nioniginizatopa (Lyo 3) Ha BMpobHuyin ainbHuui Baet ®apma
C.A., IcnaHis o BxXe 3aTBepmpKeHuX ABOX NiodinisaTopis Lyo
1A Ta Lyo 2. BBefeHHs 3MiH NnpoTsArom 6 micsauis nicns
3aTBEPAKEHHS; 3MiHU | TNy — He3HaYHa 3MiHa y NpoLECi
BMpobHMUTBa [T13, Wo cToCcyeThCa TemMmnepaTypHUX yMOB Mif,
Yac po3BaHTaXKEHHS 3aKyrnopeHux nakoHiB AN Aiounx
nioginizatopis Lyo1A & Lyo 2. BBegeHHs 3MiH npoTtdrom 6
MiCALIB MiCNSA 3aTBEPAXEHHS; 3MiHW | TUNY - HE3HAYHI 3MiHU Y
BMPOOHMUTBI 13, Lo CTOCYETLCA NPUNMHEHHS APYKYBaHHS
iHdbopMmaLii Mpo cepito Npenapary Ha 3aTuckyBavax prnakoHiB.
BBeneHHs 3MiH NpoTArom 6 MicsLB Micnsi 3aTBEPOXKEHHS;
3MiHM | TUMY - BHECEHHS 3MiH Yy NaKyBarbHWUIA MaTepian, Wwo He
KOHTaKTye 3 roTOBMM NikapCbkum 3acobom, a came
BVIKOPVICTaHHS HECTEPUIbHMX antoMiHIEBUX OBXMMHMX
KOBMAYKiB.; 3MiHM | TUMY — BUNYYeHHS 3aTBEPAXEHOro
NpPOTOKONY ynpaBriHHA 3MiHamu ansa N3 gnsa 36inbweHHs
po3mipy cepii B gitounx nioginizatopax IA Ta 2; aminum | Tuny —
BBeAeHHs cepii RM-8-20 sik HOBOI cepil cTaHAapTHOro 3pasky
mMopokTokor anbda (AF-CC) ans tectyBanHa APl ta 113
[opaTtkoBo oHOBNEHO po3ain 3.2.S.5. CtaHgapTHi 3pasku abo
npenapaTtyu Ans BKIOYEHHs1 pesynbTaTiB cepii ctaHaapTy RM-
8-15. [laHa cepia 6yna BeegeHa y 2015 poui i goci
BUKOPUCTOBYETbCS ANnst TecTyBaHHa AP Ta 13; 3aminm | Tuny —
BHECEHHS pelakTOPCbKMX NpaBok y po3aini 3.2.P.7 ana M3y
dnakoHax; 3MiHu | TUNy — BUNyYeHHs 3 posginy 3.2.P.7
nocravanbHUKa cTepunbHoro Habopy ans iHdysin ans M3y
dnakoHax, B Braun Medical Inc; 3miHu | Tuny — BunyyYeHHs 3
po3giny 3.2.P.7 noctayanbHvKa cTepunbHOro Habopy ans
iHdysin ana M3 y dpnakoHax, Abbott Ireland Ltd; 3miHn | Tuny
— BUNyYeHHs 3 po3ainy 3.2.P.7 noctavanbHvKka CTepubHOro
Habopy ans iHdysin anga M3 y dnakoHax, Abbott laboratories;

3a
peuernmom

UA/15929/01/05
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ko. KI', HimewunHa; 3MiHN | TUNY — BUNYyYeHHs 3 po3ainy 3.2.P.7 noctayanbHuka
BidyanbHWNn cTepunbHOro Habopy ans iHdysin ans M3 y donakoxax, Nipro
KOHTPO~b Medical Corporation;
nikapcbkoro 3acoby: 3MiHM | TUNY — BUNyYeHHs 3 po3ainy 3.2.P.7 indopmaduii npo
BetTtep ®apma- KOMMOHEHTU Habopy Ans iHdysii ana M3 y dnakoHax; 3miHu |
®epTuryHr NM6X & TUNY — BUNyYeHHs 3 po3ainy 3.2.P.7 iHdopmauii npo
Ko. KI', HimeuwunHa KOMMOHeHTU Habopy ans iHdysii ana M3 y nonepeaHsLo
HanNoBHEHMX LWNpuuax
194, PUCMONENT | lNopowok Ta TOB YkpaiHa Bupo6HMUTBO Ta LLseviyapis/ BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3MiHu | Tuny - 3a UA/1683/01/01
KOHCTA® PO3YUHHVK AMS "[IXOHCOH i nepBUHHA ynakoBKa CLWA ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecn | peyenmom
cycnewsii gng [KOHCOH PO3YMHHMKA: MiCLiAl NPOBaMXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
iH'ekuin YkpaiHa" Cinar AT, rOTOBOrO fikapCbKOro 3acoby, BKIYakouy SinbHUL BUMYCKY
NPOSIOHroBaHoI Aji LLiBeviuapis; cepii abo Micue NpoBeAeHHS KOHTPOMIO SAKOCTI. (AiANbHICTb, 3a
no 25 Mr; KOMMMeKT BupobHuuTeo Ta AKy Bignosigae BMPOGHMK/iMNopTep, He BKMOYaoym BUMYCK
Lo MicTuTb: 1 nepBMHHA ynakoBKa cepiit) 3MiHa FOPUANYHOI Ha3BM Ta KOpNopaTUBHOI agpecu
hnakoH 3 NMOPOLLIKY: BMPOGHMKa aganTtepa Ansa drakoHis, 6e3 3amiHn micus
nopoLukom, 1 wnpuy Ankepmec IHK., BMPOBHMLUTBA Ta, SK HAcMigoK, BUNyYEHHS 3 Ha3BU
3 2 M PO3YMHHUKA CLUA; 6esronkoBoro npuctpoto cnoea «kMEDIMOP», Ta BHeceHi
(HaTpito kapmernosa BTopuHHa ynakoBka BiAMOBIAHI 3MiHM B po3ain «Ynakoska» MKA N13.
40 mMNa.c; Ta BUMYCK cepii: 3aTtBepaxeHo: Ynakoska OgnH KOMNNEKT MICTUTb OAWH
nonicop6art 20; Cinar AT, (bnakoH 3 NOPOLLKOM, OAMH LWINPUL, 3 2 MIT PO3YUHHKKA, OANH
HaTpito LLisenuapis 6esronkosun npuctpin West/ Medimop ans npurotysaHHs
riapodocdart, CycneHsii Ta ABi ronkn 4oBXMHO 25 MM Ta 51 MM (i3
aurigpart; kucnoTa 3aXVCHUMM MPUCTPOSIMM) AN BHYTPILLHbOM I30BUMX iH’€KLIA; MO
NMMOHHa 6e3BoaHa; OLIHOMY KOMMSIEKTY pa3oM 3 iHCTPYKLUi€ Anst MeanyHoro
HaTpito xnopug; 3aCTOCYBaHHS y KapTOHHIM navui.
HaTpito rigpokcma; 3anponoHoBaHo: Ynakoska OavH KOMNNEKT MICTUTbL OAWH
BoZa Ang iH'ekuin), 1 briakoH 3 NOPOLLKOM, OAMH LUNPUL, 3 2 MIT PO3YMHHMKA, OOWNH
6esronkoBui 6esronkoBun npuctpin West ona npurotyBaHHs cycneHsii Ta
npucTpin West ans [Bi ronkv JoBXMHOKW 25 MM Ta 51 MM (i3 3axucHuMun
NPUroTyBaHHA NPUCTPOSIMUN) ANS BHYTPILLHLOM A30BUX iH’EKLIIN; MO OAHOMY
cycneHsii Ta 2 ronku KOMMMEKTY pa3oM 3 iHCTPYKLIE ANS MeANYHOro 3acTOCyBaHHSA
[OBXMHOM 25 MM Ta Y KapTOHHIW nauui.
51 MM (i3 3axucHuMun 3MiHN BHECEHO B IHCTPYKLilO ANs MEANYHOro 3acTOCyBaHHSA
npucTposimu) Ans LLIOAO BUITyYEHHSI OQHOrO 3 BUPOOHWKIB aganTtepa Ans
BHYTPILLHLOM'SI30BMX dnakoHa y pp. «Cnocib 3actocyBaHHs Ta f03W» Ta
iH'eKLin y nayui «YnakoBKa» 3 BiANoBiAHUMM 3MiHAMM y TEKCTi MapKyBaHHSA
YMaKOBKM NiKapCbKoro 3acoby.
195/ PUCNONENT | Mopoliok Ta TOB YkpaiHa BupobHuuTBO Ta LLisenuapis/ BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHu | Tuny - 3a UA/1683/01/02
KOHCTA® PO3YMHHUK ANS "[PXOHCOH i nepBMHHA ynakoBKa CLWA AZMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecn | peuenmom
cycneHsii gng [IxoHCOH PO3YMHHMKA: MiCLiAl NPOBaXXeHHS QiAnbHOCTI BUpOobHUKa/imnopTepa
iH'ekuin YkpaiHa" Cinar AT, rOTOBOrO MikapCbKoro 3acoby, BKIoYakoun SinbHUL BUNYCKY
NPOSIOHroBaHoI Aji LLiseviLapis; cepii abo micLe NpoBeAeHHS KOHTPOTIO SKOCTI. (AiSnbHICTb, 3a
no 37,5 wmr; Bupo6HuuTBO Ta AIKy Bignosigae BUPOGHMK/iIMNopTep, He BKMOYaym BUMYCK

KOMMNIEKT Lo
MiCTUTb: 1 donakoH 3
nopoLukom, 1 wnpuy
3 2 M PO34MHHMKa
(HaTpito kapmenosa

nepBUHHA ynakoBka
MOPOLLKY:
Ankepmec [Hk.,
CLUA;
BTopvHHa ynakoBka

cepiit) 3MiHa rPUANYHOI Ha3BK Ta KOpNopaTMBHOI aapecu
BMPOGHWKa aganTepa Ansa drakoHiB, 6e3 3miHn micus
BMPOBHMLUTBA Ta, 9K HAcnigoK, BUIyYEHHS 3 Ha3BU
6esronkosoro npuctpoto cnosa «k MEDIMOP», Ta BHeceHi
Bi4NOBIgHI 3MiHM B po3ain «Ynakoska» MKA 3.
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
40 mMa.c; Ta BUMYCK cepii: 3aTtBepakeHo: Ynakoska OgunH KOMNNEKT MICTUTb OAWH
nonicop6ar 20; Cinar AT, briakoH 3 NOPOLLKOM, OAMH LUNPpUL, 3 2 MI PO34YMHHMKE, OAWNH
HaTpito LLisenuapis 6esronkoBun npuctpii West/ Medimop ansi npurotyBaHHs
rigpodocdart, CycneHsii Ta ABi ronkn oBXMHO 25 MM Ta 51 MM (i3
avrigpart; kucnorta 3aXUCHVMU NPUCTPOAMM) ONSA BHYTPILLHBOM I30BUX iH €KLIN; NO
nMMoHHa 6e3BogHa; OfiHOMY KOMIMIEKTY Pa3oM 3 iHCTPYKLI€EO ANt MeAUYHOro
HaTpilo xnopwug,; 3aCTOCYBaHHS Y KapTOHHIW nayi.
HaTpito rigpokena; 3anponoHoBaHo: YnakoBka OAnH KOMMMEKT MiCTUTb OAWH
BoAa Ans iH'ekuin), 1 briakoH 3 NOPOLLKOM, OAMH LUNPUL, 3 2 MIT PO3YMHHMKA, O4UNH
6e3ronkoBuii 6e3ronkoBuii NpucTpint West ans npurotyBaHHs cycneHsii Ta
npucTpin West ans OBi rONKv JOBXUHOW 25 MM Ta 51 MM (i3 3axucHUMmM
NpUroTyBaHHs NPUCTPOSIMU) ANS BHYTPILUHbOM I30BUX iH’EKLi; NO OQHOMY
cycneHsii Ta 2 ronku KOMMMEKTY pa3oM 3 iHCTPYKLIE ANS MeANYHOrO 3acTOCYBaHHA
AOBXMHO 25 MM Ta Y KapTOHHIN mayui.
51 MM (i3 3axucHuMun 3MiHN BHECEHO B iHCTPYKLIO ANst MEOUYHOTO 3aCTOCYBaHHS
nNpucCTpOsiMU) Anis LLIOA0 BUITYYEHHSI OOHOTO 3 BUPOOHWKIB agantepa Ans
BHYTPILIHBbOM'A30BMX crakoHa y pp. «Cnocib 3acTocyBaHHsi Ta 40O3U» Ta
iH'eKUin y nayui «YnakoBKka» 3 BignoBigHNMU 3MiHAMMW Y TEKCTi MapKyBaHHs
YNaKoOBKW JlikapcbKoro 3acoby.
196.| PUDAMNILUN | tabneTkn, BKpUTI Makneoac IHAis Makneoac IHAisa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/16427/01/01
H/IBOHIA3UL | nniBkoBOIO dapmacbloThK dapmackloTrKanc OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW fikapcbKoro 3acoby | peyenmom
obornoHkoto, no 150 anc Jlimiteq Nimiten 3 BHECEHHAM iHbopmaLii LWoAo 3a3HaYeHHS OAMHMLb
mr/75 mr no 500 abo BMMIipIOBaHHS y cuctemi Sl. BHeceHHs 3MiH o posainy
1000 TabneTok y “MapkyBaHHsa” MKA N13; 3anponoHoBaHo: MAPKYBAHHA
namiHoBaHoMy 3rigHO 3aTBEpPAKEHOro TEKCTY MapKyBaHHs. TepMiH BBEAEHHS
nakerti, no 1 nakety 3MiH - MPOTAroM 6 MicsLiB nicnsi 3aTBepOXeHHS
y NNacTUKOBOMY
KOHTENHepi 3
Kpuwkoto; no 10
TabneTok y 6nictepi,
no 10 6nicTepiB y
KapTOHHIl ynakoBLi;
no 28 TabneTok y
6nictepi, no 3 abo
24 Gnictepn y
KapTOHHIN ynakoBLji
197.| POAKKYTAH kancynu no 20 wmr; ®.XopdbmaHH- | LWsenuapi | Ketenent [xepmani | Himewunna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/2865/01/01
® no 10 kancyn y Ila Pow T A E6epbax Mm6X, LLisenuapis 3MiHN Wwopao 6esnekn/edeKTMBHOCTI Ta hapMakoHarnsagy - peuernmom
6nicTepi; no 3 Himeuyunna 3MiHM BHECEHO J0 |HCTPYKUii AN MeguyHoro 3acTocyBaHHs
6nictepu B kopoOLi (BUpOBHMLTBO nikapcbkoro 3acoby go posainis "lMpoTunokasaHHs" Ta
Hepo3dhacoBaHoi "OcobnuBocTi 3acTocyBaHHA" BiANOBIAHO O OHOBMEHOT
npoaykuii); ®. iHpopmalii 3 6e3neku Aito4voi Ta JONOMIXHOI pevoBUH

XodpdpmaHH-I1s Polu
Jta, Weenuapisa
(BUnNpobyBaHHs

KOHTPOMIO AKOCTi);
®.XocbdpmaHH-Ia
Pouw NTa,
LLisenuapis

nikapcbkoro 3acoby. BBeaeHHst 3MiH MpoTArom 6-T micsuiB
nicns 3aTBepaXKeHHs
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JliKapCcbKO20
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

(nepBuHHe Ta

Kpaina

eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o

198.

POAKKYTAH
®

kancynu no 10 wmr;

. XodpdmaHH-

LLisewnuapi

BTOPWHHE
nakyBaHHs,
BUNPOBYBaHHs
KOHTPONMIO AKOCTI,
BMNYCK cepii)

noceio4yeHHs1

199.

POAKKYTAH
®

no 10 kancyn y
6nictepi; no 3
Gnictepu B kopobui

kancynu no 10 mr;

Na Pow Jl1g

. XohdmaHH-

a

Lsewuapi

KeTteneHt [IxepmaH
E6Gepbax Mm6X,
HimeyuunHa
(BpPOGHULTBO
Hepo3dhacoBaHoi
npoaykuii); ®.
XodbdpmarH-I1s Polu
JIta, Weenuapisa
(BunpobyBaHHs
KOHTPOIIO SIKOCTi);
®.XodbdpmaHH-Is
Pow NTa,
LLiseninapisa
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BMNPOOyBaHHS
KOHTPOIO AKOCTI,
BUMYCK cepii)

i HimeuumHa/
LLiBenyapis

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta hbapmMakoHarnsagy -
3MiHN BHECEHO A0 IHCTPYKLIT ANS MeanYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby Ao po3ainie "MpoTunokasaHHs" Ta
"OcobnmBocTi 3acTocyBaHHS" BiANOBIAHO 4O OHOBMEHOI
iHdopMauii 3 6e3aneku gjto4oi Ta JONOMIDKHOI peHOBUH
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom 6-Tn micsauiB
nicnsa 3aTBepAXEHHs!

3a
peuernmom

UA/2865/01/02

200.

POAKKYTAH

no 10 kancyn y
6nictepi; no 3
6nictepu B kopobui

kancynu no 20 wmr;

Na Pow It

. XohdbmaHH-

fa

KeteneHT [ xepmaHi
E6epbax MM6X,
Himeuunna
(BUpOBHMLTBO
Hepo3adpacoBaHoI
npoaykuii); ®.
XohdmaHH-I1a Pow
Ita, Weenuapis
(BunpobyBaHHsS
KOHTPOIIO SIKOCTi);
& . XohdpmaHH-I15
Pow JTg,
LLiBenuapis
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
BUNPOOYBaHHS
KOHTPOIO SIKOCTI,
BUWMYCK cepii)

Himeuuunna/
LLisenuapis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHU Wwopao 6e3nekn/edekTUBHOCTI Ta hapmMakoHarnsay -
3MiHN BHECEHO B TEKCT MapPKyBaHHS YNaKOBKU MiKapCbKOro

3acoby. BeeneHHsi 3amMiH npoTsArom 6-T MicauiB nicns
3aTBEpPAKEHHS

3a
peuernmom

UA/2865/01/02

®

no 10 kancyn y
6nictepi; no 3
6nictepu B kopobui

s Pow it

LLisewuapi
a

KeteneHT [xepmaHi

E6epbax Mm6X,
HimeuunHa

(BUpOBHMLTBO

Himeuuunna/
LLisenuapis

Hepo3dhacoBaHoi

BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3miHu | Tuny -

3MiHM Wwopao 6esnekn/edeKTMBHOCTI Ta dhapMakoHarnsagy -

3MiHM BHECEHO B TEKCT MapKyBaHHS YNaKkoBKM MikapCbKoro
3acoby. BeefeHHsi 3amMiH npoTsirom 6-T MicsLiB nicns

3a
peuernmom

UA/2865/01/01
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74
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoaykuii); ®. 3aTBEpKEHHS
XodbdpmarH-I1s Polu
Jta, Weenuapia
(BnNpobyBaHHs
KOHTPOIIO SIKOCTI);
®.XoppmaHH-J1s
Pow JTg,
LLisevinapis
(nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMNPoOYBaHHS
KOHTPOIIO AKOCTI,
BUNYCK cepii)
201.| POAKKYTAH kancynu no 20 wmr; & . XodbdmanH- | Leenuapi | KeteneHt [Pkepmani | HimeuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/2865/01/01
® no 10 kancyn y J1a Pouw Jltg a E6Gepbax 'm6X, LLiBeviLapis 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmMakoHarnsay. peuenmom
6nictepi; no 3 Himeuunna BeeneHHs abo 3miHn J0 y3aranbHeHVX AaHnX npo cuctemy
6nictepu B KOpobLi (BpOGHULTBO hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnX npo
Hepo3dhacoBaHoi cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
npoaykuii); ®. BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMakoHarnsay; KOHTakTHOI
XodbdpmaHH-Ta Powwu ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
Ita, Weenuapisa apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
(BUNpobyBaHHS YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
KOHTPOIIO SIKOCTi); hapmakoHarnsigy (BKoYaryy KOHTaKTHI AaHi) Ta/abo 3miHu y
®.XocbdpmaHH-Is po3MmilLieHHI MacTep-danna cuctemu papmakoHarnagy) -
Pow NTa, 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
LLisenuapis ocobu 3asBHUKa, BiANOBIganbHOI 3a hapmakoHarnsg B YkpaiHi
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOMIO SIKOCTI,
BUNYCK cepii)
202.| POAKKYTAH kancynu rno 10 wmr; ®.XodpdbmaHH- | LWsenuapi | Ketenent [xepmani | Himewunna/ BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/2865/01/02
® no 10 kancyn y J1a Pow Jltg a E6Gepbax 'm6X, LLiBeviLapis 3MiHu Wopao 6e3nekn/edheKkTMBHOCTI Ta hapmakoHarnsgy. peuenmom
6nictepi; no 3 HimeyuunHa BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWUX Npo cucTemy
6nictepu B kopobui (BMpOBHMLTBO dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
Hepo3dhacoBaHoi cvcTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
npoaykuii); ®. BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
XodpdpmaHH-I1s Polu ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS
Jta, Weenyapisa dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
(BUnNpobyBaHHs yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
KOHTPOMIO SKOCTi); hapmakoHarnsaay (BKMYaoyn KOHTaKTHiI AaHi) Ta/abo 3MiHM y
®.XocbpmaHH-Ta po3milLieHHiI MacTep-danna cuctemu papmakoHarnagy) -
Pouw NTa, 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0COOU YNOBHOBaXEHOT
LLIserinapisa ocobu 3asBHMKA, BignoBiganbHOI 3a hapMakoHarnsg B YkpaiHi
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUNPOBYBaHHsI
KOHTPONMIO AKOCTI,
BMNYCK cepii)
203.| POBATIHEKC | kancynu Posa IpnaHais BiANOBiAaNbHUIA 3a IpnaHais/ BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - 3a UA/17341/01/01
KMLLKOBOPO3YMHHI, dapmackioTika NOBHWI LKA Himeuuunna/ 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y peuenmom
m'siki; no 10 kancyn nc Nra. BMPOGHMLTBA (KpiM PymyHisa/ BUPOGHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOI OiNbHULL
B 6nicTepi, no 5 HanoBHEHHS Hinpepnangn | BMpobHMUTBa ANS YacTUHKM abo BCbOro BUPOBHMYOro npouecy
GnicTepiB B nayui 3 Kancyn): / roTOBOro NMikapcbKoro 3acoby (AiNbHWUS 4Nsi NePBUHHOIO
KapToHY PoBsa BenukobpuTt | nakyBaHHs1) BBEAEHHS BUPOOHMYOI AinbHULI BiANOBIganbHoI 3a
dapmacbtoTikanc aHig/Nntea nepBYHHE NakyBaHHS roTOBOro fikapcbKkoro 3acoby - Lapn
JIto., lpnangis; Kninikan Cepsic (UK) Jlimiteq / Sharp Clinical Services (UK)
BUPOBHMK, Limited. 3miHun | Tuny - 3miHn 3 sikocTi. [OTOBMI Nikapcbkui
BiAnoBiganbHWN 3a 3aci6. 3miHn y BUpoOHUUTBI. 3amiHa abo BBeAEHHSA
HarMoBHEHHS Karcyn: [0[ATKOBOI AiNbHULI BUPOOHMLTBA AN YacTMHM abo BCbOro
KaTtaneHt BMPOOHMYOro npoLecy rotToBoro nNikapcbkoro 3acoby
Himeuunna (AiNbHUUSA ANS BTOPMHHOTO NaKyBaHHA) BBEAEHHS BUPOOHNYOT
Enepbay OinbHWU BigNOBIAaNbHOI 3@ BTOPMHHE NaKyBaHHSA rOTOBOrO
IxiMBEny, nikapcbkoro 3acoby - JIutoBcbkuii Ta Hopee3bkuint UAB
Himeyuunha; Hopdayema / Lietuvos ir Norvegijos UAB Norfachema. 3minnm |
C.K. Csicc Kanc Tmny - 3MiHK 3 gKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb
PymyHia C.P.J1., roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTopax
PymyHis; BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MiHa
nepBuHHa Ta y 3aTBEPKEHUX MEeTOAax BUNPOOYBaHHS) BHECEHHSA 3MiH A0
BTOPVHHA ynakoBKa: MeToay BunpobyBaHHs 113 3a nokasHukamu «lgeHTudikauis»
Mo b.B. Ta "KinbkicHe BU3Ha4eHHs", 3okpema: 3MiHM y npobonigroTosLi
(MaHydakTypuHr PO34UHIB
MakiHr ®apmaka),
Higepnanau;
NnepBMHHA yrakoBKa:
Wapn KniHikan
Cepsic (UK)
Nimiten,
BenukobpuTaHis;
BTOPWHHA yNakoBKa:
JlutoBcbkuin Ta
HopBe3bkuii UAB
Hopdauema, Jinutea
204, CAHOOCTAT | nopoLUoK Ans Hosapric LLiseviapi AGGOTT Hinepnangm BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/1537/02/01
WH® NAP cycneHsii gns dapma Al s Bionogxukans B.B., / 3aMiHa NOTOYHOI NpoLeaypw BunpobysaHHs "Monocyte peuernmom
iH'ekuin no 10 mr; 1 Hinepnangn LLisenuapis/ activation test" Ha HancyyacHiwy npouenypy "Bacterial
(hnakoH 3 MOPOLLKOM (BupoGHULTBO, ABcTpis endotoxin test" ans gonomixHoi peyoBuHK poly (DL-lactide-co-
y BUrNsai KOHTPOIb SIKOCTI, glycolide); 3miHu | Tuny - 3ByXeHHs cneuudikauii Ans
mikpocdpep y nepBuHHE BUNpobyBaHHs BakTepianbHi eHOAOTOKCUMHM (rpaHivyHol
KOMMNMEKTi 3 nakyBaHHsi KOHLIeHTpaLjii eHA0ToKeKHy) 3 «< 5,0 EE/mg < 0,4 EE/mg»;
PO3YMHHWKOM PO34MHHMKa Ta 3MiHu | TUNY - BUAaneHHs anbTepHaTUBHOIO MeToay
(HaTpito anbTepHaTUBHUIN BunNpobyBaHHsa «Heavy metals by ICP-MS» 3i cneundikauii
Kapmenosy/HaTpito BMPOBHWK Ans ponomixHoi pevoBuHu poly (DL-lactide-co-glycolide); 3miHum |
kapbokcumeTunuen BTOPWHHOIO ™My - y MeToAax BUnpobyBaHHA AOMNOMIKHOI peqoBUHM poly

tornosy, MaHit (E

NaKyBaHHA rOTOBOIro

(DL-lactide-co-glycolide) B npoueaypi «Water (Karl Fisher)»
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
421), sopy ans npoaykTty); Hosapric He3HayHi 3MiHW; 3MiHW | Tuny - 4N AONOMDKHOI pevoBUHN poly
iH exuin, ®apma LLtenH AT, (DL-lactide-co-glycolide) HagaHHsa noBHOI Banigadii 4ns
nonokcamep 188) no LLIseninapis npouenypu BunpobysaHHst «Impurity by GC»
2 mMn y nonepeaHs0 (BTOPUHHE
3aMnoBHEHOMY nakyBaHHs1, BUMYCK
Lnpwuui, Ta O4HO cepii rotoBoro
rOrKOK Ta O4HUM npoaykty); CaHgos
apanTtepom B MBX, ABCTpist
KapTOHHiI kopooLi (BUpOBHMLTBO
Hepo3dacosaHoro
NpoAyKTy, KOHTPOmb
AKOCTi, NEPBUHHE
nakyBaHHs
nopotuky); CaHgos
'M6X, ABCTpis
(KOHTpOnb SKOCTI
NOpOLLIKY 3a BCiMa
napameTpamu 3a
BUKITIOYEHHSIM
MOIEeKynApHOi Macu
nonimepy)
205/ CAHOOCTAT | nopotuok ans Hosaprtic LLisenuapi ABGoTT Hinepnanan BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/1537/02/02
UH® NAP cycneHxsii ans dapma Al a Bionomxukans B.B., / 3aMiHa NOTOYHOI Npoueaypu BunpobysaHHs "Monocyte peuenmom
iH'ekuin no 20 wr; 1 Higepnangu Lseviuapis/ activation test" Ha HancyyacHiwy npouenypy "Bacterial
hbNakoH 3 MOPOLLKOM (BUpoBHMLTBO, ABcTpis endotoxin test" ans gonomixHoi pevosuHn poly (DL-lactide-co-
y BUrmsgi KOHTPOIb SKOCTI, glycolide); aminu | Tuny - 3ByXeHHSA cneuudikauii Ans
Mikpocdep y nepBUHHE BUNpobyBaHHs BakTepianbHi eHAOTOKCUMHYM (rpaHivyHol
KOMMMEKTi 3 nakyBaHHsi KOHLIEHTpaLii eHA0ToKeKHy) 3 «< 5,0 EE/mg < 0,4 EE/mg»;
PO3YNHHUKOM PO34MHHMKA Ta 3MiHM | TUNY - BUAANEeHHN anbTepHaTUBHOIO MeToay
(HaTpito anbTepHaTUBHUI BunpobyBaHHsa «Heavy metals by ICP-MS» 3i cneundikauii
Kapmenosy/HaTpito BMPOGBHWK Ans ponomixHoi pevosuHu poly (DL-lactide-co-glycolide); 3miHum |
kapbokcumeTunuen BTOPUHHOTO TUMy - y MeTogax BUNnpobyBaHHS JOMOMIKHOI peqoBuHU poly

tornosy, MaHit (E
421), Bopy ans

iH exuin,
nonokcamep 188) no
2 mMn y nonepeaHs0
3anoBHeHOMY
Lnpwvui, Ta O4HOI
rONKOK Ta OJHUM
afanTepoMm B
KapTOHHiIl kopobui

nakyBaHHS rOTOBOrO
npoaykTy); Hosapric
®apma LLtenH AT,
LLisenuapis
(BTOPYHHE
nakyBaHHs, BUMYCK
cepii rotoBoro
npoaykty); CaHgos
MM6X, ABcTpisi
(BUpPOBHMLTBO
Hepo3dacoBaHOro
NPOAYKTY, KOHTPOMb
AKOCTi, NEPBUHHE
nakyBaHHs
nopoLuky); CaHgos
MM6X, ABCTpisi
(KOHTpOIb AKOCTI

(DL-lactide-co-glycolide) B npoueaypi «Water (Karl Fisher)»
HEe3Ha4Hi 3MiHW; 3MiHK | TUNy - ANs AONOMIDKHOI pe4OBUHM poly
(DL-lactide-co-glycolide) HagaHHs noBHOI Banigauii Ans
npoueaypu BunpobysaHHsi «Impurity by GC»




77
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NOpOLLKY 3a BCiMa
napameTpamu 3a
BUKIIOYEHHAM
MOIeKynspHoi macu
nonimepy)
206. CAHOOCTAT | nopollok ans Hoeapric LLseviLapi AGGOTT Higepnanam BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/1537/02/03
NH® NAP cycnewsii gns dapma Al A Bionogxukans B.B., / 3aMiHa NOTOYHOI NpoLeaypu BunpobysaHHst "Monocyte peuenmom
iH'ekuin no 30 mr; 1 Higepnangu LLseviyapis/ activation test" Ha HancyyacHiwy npoueaypy "Bacterial
hnakoH 3 NOPOLLKOM (BUpoBHULTBO, ABCTpist endotoxin test" gns gonomixHoi peyoBuHK poly (DL-lactide-co-
y Burnsgi KOHTPOIb SKOCTI, glycolide); amiHu | Tuny - 3ByXXeHH:A cneuudikauii Ans
mikpocdpep y nepBuHHe BUNpobyBaHHs BakTepianbHi €HAOTOKCUMHM (rpaHivyHol
KOMMMEKTi 3 nakyBaHHs KOHLIeHTpaLii eHAoToKeKHy) 3 «< 5,0 EE/mg < 0,4 EE/mgy;
PO3YMHHWKOM PO34MHHMKa Ta 3MiHu | TUNY - BUAaneHHs anbTepHaTUBHOIO MeToay
(haTpito anbTepHaTUBHUN BunpobyBaHHsa «Heavy metals by ICP-MS» 3i cneundikauii
Kapmenoasy/HaTpito BMPOBHWK Ans ponomixHoi pevoBuHu poly (DL-lactide-co-glycolide); 3miHum |
kapbokcmmeTunuen BTOPUHHOTO TUMy - y MeTogax BUnpobyBaHHS JOMOMDKHOI peqoBuHU poly
tornoay, MaHit (E naKkyBaHHs FOTOBOrO (DL-lactide-co-glycolide) B npoueaypi «Water (Karl Fisher)»
421), Bogy ons npoaykty); Hosapric HEe3Ha4Hi 3MiHW; 3MiHK | TUny - ANS AONOMDKHOI pe4OBUHM poly
iH exuin, ®apma LLtenH AT, (DL-lactide-co-glycolide) HagaHHsa noBHOI Banigadii aons
nonokcamep 188) no LLisenuapis npoueaypu BunpobysaHHs «Impurity by GC»
2 mMn y nonepefHL0 (BTOPUHHE
3aMnoBHEHOMY nakyBaHHs1, BUMYCK
Lnpwi, Ta O4HOK cepii rotoBoro
rOMNKOI Ta OJHUM npoaykty); CaHgos
aganTepom B m6X, ABCTpis
KapTOHHiIN kopobui (BMpOBHMLTBO
Hepo3adacoBaHOro
NPOAYKTY, KOHTPOMb
AKOCTi, NEPBUHHE
nakyBaHHs
nopotuky); CaHgos
vm6X, ABcTpist
(KOHTPOMb AKOCTI
NOpOLLIKY 3a BCiMa
napameTpamu 3a
BUKIIOYEHHAM
MOIeKynspHOi Macu
nonimepy)
207 CUHIYNAP® | TtabneTku xyBarnbHi Mepk Wapn i LLisenuapi BupobHuuTBO 3a Benuka BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHu | Tuny - 3a UA/10208/01/02
no 5 mr; no 14 Ooym IOEA A MOBHUM LIMKITOM: BpuTanis/ 3MiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y peuernmom
TabneTok y 6nictepi; m6X Mepk Wapn i Joym Hinepnangu BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCA
no 2 6nictepu B TlimiTen, Benwuka / BUNYCKY Cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKoro
KapTOHHiIl kopobuyi BpuTaHis; Benbrisa 3acoby (3amiHa abo AofaBaHHs BUPOOHWMKa, LLO BiAMnoBigae 3a

[MepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTPOIb SKOCTI,
[03BIiN Ha BUMYCK
cepii:

Mepk LWapn i Joym

BBe3€eHHs Ta/abo BMnyck cepii) - He Bkntoyaoum
KOHTponb/BUNpobyBaHHs cepii . BBeaeHHs goaaTkoBoro
BMpOGHVKa, BignosiganbHoro 3a sunyck cepii [M13 LLepiHr-
Mnay Na6o H.B., benbrig. 3miHn BHeceHO B iHCTPYKLito Ans
MeaMYHOro 3acToCyBaHHSI NikapCcbkoro 3acoby Ao po3ainis
"BupobHuk", "MicuesHaxomkeHHs BUPOOHMKa Ta agpeca Micus
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

B.B., Hinepnanau;
[o3sBin Ha Bunyck
cepii:
LWepinr-MNMnay llabo
H.B., Benbrisi

NPOBaIXEHHS NOro AiSNbHOCTI" Ta K HacmnigoK A0 TEKCTY
MapKyBaHHS ynakoBku. BBeAeHHs 3MiH npoTarom 6-Tu micsuis
nicns 3aTBepgXeHHs. 3MiHn | Tuny - 3MiHu 3 skocTi. FoToBUI

nikapcbkuin 3aci6. 3MiHW y BUPOBHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPOIio
AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo goaaBaHHsA
BMPOOHWKa, LLIO BiANOBifae 3a BBe3eHHs Ta/abo Bunyck cepii) -
He Bkntoyatoum KOHTPonb/BUNPOBYBaHHS cepii BHECEHHS 3MiH
0o p.3.2.P.3.1 BupobHuku, a came - BBegeHHss Papma
TloricTikc H.B., Benebris, B akocTi AinbHWUI Ans imnopTy B €C.
3Minn |l Tuny - 3MiHn wopo 6esnekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KOpoTKil xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KNIHIMHUMW JaHUMKU Ta AaHUMK 3
dapmakoHarnsgy
3MiHN BHECEHO B IHCTPYKLIiO ANs MEANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHA rpyaato"”. BBeaeHHst 3MiH MpoTaroM
6-Tn MicaUiB nicna 3aTBEPAXKEHHS.

208.

CUHIYNAP®

TabneTku xyBarnbHi
no 4 wr; no 14
Tabnetok y bnicrepi;
no 2 Gnictepu B
KapTOHHIN kopobui

Mepk LWapn i
Ooym IOEA
m6X

Lsenuapi
a

Bupo6HMLTBO 3a
NOBHUM LIMKITOM:
Mepk Wapn i Joym
JlimiTeq, Benuka
BpuTaHis;
MepBuHHa Ta
BTOPWHHA yNaKkoBKa,
KOHTPOIb SIKOCTI,
[03BIN Ha BUMYCK
cepil:

Mepk Wapn i Joym
B.B., Hinepnanauy;
[osBin Ha BMNyck
cepil:
Lepinr-Mnay Na6o
H.B., Benbris

Benuka
BpuTanis/
Higepnangn
/

Benbrisa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTLCS
BUNYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHS BUpobHMKa, WO BignoBiaae 3a
BBE3€eHHs1 Ta/abo Bunyck cepii) - He Bkntovaroum
KOHTpOnb/BMNPobyBaHHSA cepii BBeAEHHS [40AaTKOBOro
BMpOBHWKa, BignosiganbHoro 3a sunyck cepii 13 LLepiHr-
Mnay Na6o H.B., benbrig. 3miHW BHeceHO B iHCTPYKLito ANS
MeAMYHOro 3acToCyBaHHS NikapCcbkoro 3acoby Ao po3Ainis
"BupobHuk", "Micue3HaxomXeHHs BUpobHvKa Ta agpeca micus
NPOBaIXEHHS NOro AiNbHOCTI" Ta SK HacmnigoK A0 TEKCTY
MapKyBaHHs1 ynakoBku. BBegeHHs 3MiH NpoTarom 6-Tu micauis
nicns 3aTBepakeHHs. 3MiHn | Tuny - 3MiHm 3 axocTi. [oToBUN
nikapcbkuit 3aci6. 3MiHn y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPOIto
SIKOCTi rOTOBOTO fnikapcbkoro 3acoby (3amiHa abo fonaBaHHSA
BMPOGHMKa, Lo BiAnoBigae 3a BBe3eHHs Ta/abo Bunyck cepi) -
He Bkntovaoum KOHTPOnb/BUNPoByBaHHs cepii. BHeCeHHs 3miH
0o p.3.2.P.3.1 BupobHuku, a came- BBefeHHss Gapma JloricTike
H.B., Benbrisi, B sskocTi ginbHuUui ans imnopty B €C. BHeceHHs
3MiH 8o p.3.2.P.3.1 Bupo6GHuku, a came - BBeaeHHst Papma
JoricTikc H.B., Benebris, B 9KkoCTi AinbHWLi Ans imnopTy B €C.
3Minum |l Tuny - 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHu y KopoTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MELIMYHOrOo 3aCTOCYBaHHS y 3B'SI3KYy i3 HOBUMM AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AaHUMK 3
dapmakoHarnsgy. 3MiHM BHECEHO B iHCTPYKLilo Ans

3a
peuenmom

UA/10208/01/01
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeAMYHOrO 3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"BacTocyBaHHs y nepiof BariTHOCTi abo roayBaHHs rpyaa”.
BBefeHHs 3MiH NpoTArom 6-Tv MicALiB Micnsi 3aTBEPAXKEHHS.
209.| CIHMETOH TabneTku, BKpUTI OPIrAHOCWH OAE EBepTompkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa 3asBHMKa 3a UA/10667/01/01
obornoHkoto, no 500 NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauinHoro nocigveHHs) (3rigHo Hakasy MO3 | peuernmom
mr; no 10 TabneTok N3 (E® 3ET 1) Bia 23.07.2015 Ne 460)
y 6ricTtepi; no 1 abo
no 3, abo no 10
GnicTepiB y nayuj 3
KapToHY
210.| CIHMETOH TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEeHHS1 3MiH JO peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKa - UA/10668/01/01
obornoHkoto, no 500 NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
mr; in bulk: no 1000 N3 (E® 3ETI) Bia 23.07.2015 Ne 460)
TabneTok y nakeTax
i3 ponbru
antoMiHieBoi
211.| CIHMETOH TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Naid IHais BHECEeHHs1 3MiH JO peecTpauiiHux MaTepianis: 3MiHa 3asiBHMKA 3a UA/10667/01/02
obornoHkoto, no 750 NANPCAEHC CaeHcus Nimiten (BnacHuka peecTpauiHoro nocigveHHs) (3rigHo Hakazy MO3 | peuernmom
mr; no 10 TabneTok N3 (E® 3ET ) Bia 23.07.2015 Ne 460)
y bnicTtepi; no 1 abo
no 3, abo no 10
6nicTepiB y navuj 3
KapToHY
212.| CIHMETOH TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTompkeH Jland IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa - UA/10668/01/02
obornoHkoto, no 750 NANDCAEHC CaeHcus JliviTen (BnacHwuka peecTpauinHoro noceigveHHs) (3rigHo Hakasy MO3
mr; in bulk: no 1000 N3 (E® 3ET ) Bia 23.07.2015 Ne 460)
TabneTok y naketax
i3 chonbru
antoMmiHieBoi
213.| CUTEHA®- TabneTkn, BKpUTI AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/17815/01/01
DAPMAK NniBKOBOIO AJMiHicTpaTUBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - peuenmom
obornoHkoto, no 50 3MiHa HasBu nikapcbkoro 3acoby: 3aTBepaxeHo: CUTEHA
mr; no 10 TabneTok 3anponoHoBaHo: CuteHa®-Papmak BBeaeHHsi 3MiH NpoTArom
y bnicTepi; no 3 abo 6-TW MiCsILiB MiCNsi 3aTBEPOXKEHHS.
6 6nicTepis y nayui
214.| CUTEHA®- TabneTkn, BKpUTI AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/17815/01/02
DAPMAK nniBKOBOKO AamiHicTpaTvBHi 3MiHU. 3MiHa Ha3BW NikapcbKoro 3acoby - peuenmom
obornoHkoto, no 100 3MiHa Ha3Bm nikapcbkoro 3acoby: 3aTBepaxeHo: CUTEHA
mr; no 10 TabneTok 3anponoHoBaHo: CuteHa®-Papmak BBeaeHHsi 3MiH NpoTArom
y brictepi; no 3 abo 6-T MicsLiB nicns 3aTBEpOKEHHS.
6 6nicTepiB y nayui
215.| CKIH-KAN kpem 0,2% no 50 r XEMITPYI PpaHuis B.BpayH Megikan IcnaHis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - bes UA/3789/02/01
abo 15ry OPAHC CA 3MiHM Woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy. peuenma

ronieTuneHosin
Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBLji

BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cucTemMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapMakoHarnsgy 3asiBHUKA Anst 30iNCHEHHS!
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BkoYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0COGU YNOBHOBaXXEHOT 0COBM 3asiBHUKA,
BifgnoBigansHoi 3a hapmakoHarnag B YkpaiHi. lMponoHoBaHa
pepakuis: LesueHko OneHa IropiBHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CcOoBM YNOBHOBaXEHOT 0CObM 3asiBHUKA,
BifnoBiganbHoi 3a papMakoHarnsag B YkpaiHi
216.| CKIH-KAN wamnyHb 1% no 75 XEMITPYT PpaHuis B. BpayH Megikan Icnanis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - bes UA/3789/01/01
mn abo 150 mny OPAHC C.A. 3MiHu Woao 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsagy. peuenma
dnakoHi; no 1 BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
hbnakoHy B dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
KapTOHHIN ynakoBLji cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asBHUKA ANs 34INCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0COBU YNOBHOBaXXeHOT 0cobu 3asiBHUKA,
BiAMOBiAanNbHOI 3a apmakoHarnsg B Ykpaini. NponoHoBaHa
pepakuis: LesyeHko OneHa IropiBHa. 3MiHa KOHTaKTHMX
[OaHNX KOHTaKTHOI 0cobK yNnoBHOBaXeHOT 0cobu 3asiBHUKA,
BigNoBiganbHoi 3a gpapMakoHarnsag B YKpaiHi
217, CONEPOH Tabnetkun no 100 wmr, TOB "ACIHO YkpaiHa TOB "®apma Crapt"” YkpaiHa BHECEHHS 3MiH 0 peecTpauiHuX maTepianis: 3MmiHu | Tuny - 3a UA/10209/01/01
100 no 10 TabneTok y YKPAIHA" 3MiHuM Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy - peuenmom
6nictepi; no 1, 3 abo 3MiHVN BHECEHO B TEKCT MapKyBaHHSA A0AaTKOBOI ynakosku Ne
6 bnictepiB y 10 (10%1) y 6nicTepi WoAO HAHECEHHS NMOroTUMY «coLjiansHa
KapTOHHIN nayui nporpama». TepMiH BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEpOKEHHS
218, CONEPOH Tabnetku no 200 mr TOB "ACIHO YkpaiHa TOB "®apma Crapt"” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/10209/01/02
200 no 10 TabneTok y YKPAIHA" 3MiHuM Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy - peuernmom
6nictepi; no 1, 3 abo 3MiHVN BHECEHO B TEKCT MapKyBaHHS [04aTKOBOI ynakoBku Ne
6 bnictepiB y 10 (10%1) y 6nicTepi WoOAO HAHECEHHS NOroTUMY «coLljiansbHa
KapTOHHIN nayui nporpama». TepMiH BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEpOKEHHS
219, TAMCYNOCT | kancynu 3 CTALOA HimeuumH BUNYCK Cepit: Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/12831/01/01
AL mMoaundikoBaHUM ApuHanmitTen a CTAOA Ipeuisi/ 3MiHM Woao 6e3neku/edheKTUBHOCTI Ta hapmakoHarnsgy. peuenmom
BUBINbHEHHSIM, b Al ApuHanmittens Arl, Icnanis/ BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
TBepai no 0,4 mr; no HimeuuunHa; Higepnangwn hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
10 kancyn y BMPOGHMLUTBO cucTeMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
6nictepi; no 3 Hepo3dacoBaHoro BiANOBIAaNbHOI 3a 3AiCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
6nictepu y NpPoAYKTY, NepBUHHE ocobu 3 hapmakoHarnsay 3asBHUKa AN 30IACHEHHS

KapTOHHI kopobui

Ta BTOPUHHE
NaKyBaHHA,

bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXEHOT 0co6MU, BignoBiganbHoi 3a 34iNCHEHHS




81 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOMb Cepiii: chapmakoHarnsay (BKMoYaym KOHTaKTHI AaHi) Ta/abo 3MiHW y
damap A.B.E. po3MmilLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
AHTOYCCa NnaHT, 3MiHa YNoBHOBaXeHOi 0cobu 3asiBHMKa, BignosiganeHoi 3a
Ipeuis; CiHToH dapmakoHarnsag.
Xicnanis C.J1., [MponoHoBaHa pepakuis: JokTop AHapeac IBaHoBuY / Dr.
IcnaHis; Andreas Iwanowitsch. 3miHa KOHTaKTHUX AaHUX
BMPOGHMLUTBO YNOBHOBaXeHOI 0cobu 3asiBHMKA, BigMNOBiAanbHOI 3a
Hepo3dacosaHoro apmakoHarnsg
NpoayKTy, KOHTPOMb
cepin: PotteHgopd
dapma 'mbx,
HimeuumnHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
PotteHgopd ®apma
'M6x, HimeuumnHa;
JIAMIMN CAH
MPOCIEPO CI1A,
ITanis; KOHTpoOnb
cepini: CiHToH BB,
Higepnanam
220.| TIKONIH® PO34UH ANS iH'eKUin, TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: BUNpPaBreHHs 3a UA/18445/01/01
125 mr/mn, no 4 mn "MIKPOXIM" "MIKPOXIM" TEeXHIYHMUX MOMUIOK, 3rigHo n.2.4.4 nomunkn y MKA, nos’ssaHi | peyenmom
B amnynax, no 5 3 nepeHeceHHsaM iHdopmalii Woao ymoB 3bepiraHHs, po3ainy
amnyn y kaceTi 'y VI Hakazy MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
nadui 3 KapToHy, No Haka3y MOS3 Ykpainu Big 23.07.2015 p Ne 460): BunpaBneHHsi
4 mn B amnynax, no TEeXHIYHMX MOMWITOK, AONYLUEHNX NPU NPOBeAEHHI Npoueaypi
5 amnyn y kaceTi; no peecTpaLii, sika 3aTBepaxeHa Hakazom MO3 Ykpainu Bia
2 kaceTu y nauui 3 01.06.2020 Ne 1285, a came: B MKA BuknageHHs ymoB
KapToHYy 36epiraHHs: TexHiYHy NOMUIIKY BUNPaBMNeHO B iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y po3aini
"YmoBwu 36epiraHHs". 3aTtBepmxeHo: 36epirati npu
TemnepaTtypi He BuLle 25 °C B opuriHanbHil ynakoBLy.
36epiratv y HegocTynHoOMy Anisl AiTen micui. 3anponoHoBaHo:
36epiratu npu TemnepaTypi He Bue 30 °C B opuriHanbHin
ynakoBLi. 36epiratv y He4OCTyNnHOMY ANS AiTen Micui.
3a3HayeHe BUMpaBreHHs BignoBigae matepianam
peecTpauifnHoro 4ocbe
221, TIKONIH® PO34MH Ans iH'ekuin, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux MmaTtepianis: BUNpPaBlieHHs 3a UA/18445/01/02
250 mr/mn, no 4 mn "MIKPOXIM" "MIKPOXIM" TEeXHIYHMX MOMUITOK, 3rigHo n.2.4.4 nomunkv y MKA, nos’sasaHi | peyenmom

B amnynax, no 5
amnyrn y kaceTi y
nayyi 3 KapToHy, No
4 mn B amnynax, no
5 amnyn y kaceTi; no
2 KaceTu y nayui 3

3 nepeHeceHHsIM iHdopmaLii LWoao yMoB 36epiraHHs, po3ainy
VI Hakazy MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
Haka3y MOS3 Ykpainu Big 23.07.2015 p Ne 460): BunpaBneHHs
TEeXHIYHMUX MOMWITOK, AONYLLEHUX NPU NPOBEAEHHI Npoueaypi
peecTpaLii, ka 3aTBepaxeHa Hakazom MOS Ykpainu Big
01.06.2020 Ne 1285, a came: B MKA BMKnageHHs yMOB




82 [IponoBxeHnHs moaarka 3
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapToHy 36epiraHHsA: TexHiYHY MOMUIIKY BUMPaBIEHO B iHCTPYKLii Anst
MeAMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3aaini
"YmoBwu 36epiraHHs". 3aTtBepakeHo: 36epiratv npu
TemnepaTtypi He BuLwe 25 °C B opuriHanbHi ynakoBLy.
36epiraTv y HejoCTyNnHOMY ANs AiTe micui. 3anponoHoBaHo:
36epiratu npu TemnepaTtypi He BuLe 30 °C B opuriHanbHin
ynakoBui. 36epirati y HeJOCTYNHOMY ANsi AiTeln MicLi.
3a3HayeHe BMMNpaBneHHs BignoBigae maTtepianam
peecTpauiiHoro 4ocbe
222.| TI®IM BI® / PO34uH ANs iH eKuin CaHodi PpaHuis CAHO®I BIHTPOIN PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13057/01/01
TYPHIM VI no 25 mkr/go3a; no MacTep IHOACTPIA, YropwwmHa 3MiHM BHECEHO [0 |HCTPYKUii AN MeguyHoro 3acTocyBaHHs peuenmom
BAKLUHA 0,5 mn (1 gosa) y ®paHuin nikapcbkoro 3acoby ao po3sginy "lMNoGiyHi peakuii” (OHOBMNEHHS
ansa nornepegHLo (cTepunisytova YacToTu NoBiYHNX peakuin 3a pesynbTaTtamu ob'egHaHOro
NPO®INAKT 3anoBHeHOMY dinbTpauis, aHanisy KniHiYHWX AocnimpKkeHb). TepMiH BBEAEHHS 3MiH
KN wnpuui 3 3anoBHEHHS nNpoTArom 6 MicAuiB Nicnsa 3aTBepmKeHHS; 3MiHu |l Tuny - 3MiHK
YEPEBHOIO | npukpinneHoto LINpULIB, KOHTPOIb BHECEHO A0 |HCTPYKLiT ANS MeAnYHOro 3acTocyBaHHSA
TUNOY ronkoto Ne 1 B AKOCTI nikapcbkoro 3acoby Ao po3ainis "IMyHonorivHi i 6ionoriyHi
MOJICAXAP KapTOHHiIN kopooLyj; (cTepunbHicTb)); BnacTmeocTi", "Mo6iyHi peakuii". TepmiH BBEAEHHS 3MiH
WOHA PIOKA no 0,5 mn (1 go3a) y CaHodi Macrep, npoTsArom 6 micsAUiB nicnsa 3aTBepmKeHHs; 3MiHu |l Tuny - 3miHM
nonepeaHLo PpaHuis (BTOPMHHE BHECEHO A0 |HCTPYKLii ANS MeAnYHOro 3acTocyBaHHSA
3anoBHEHOMY nakyBaHHs1, BUMYCK nikapcbkoro 3acoby ao posainis "Cknag" (BHeceHO
Lwnpuui 3 cepii); CaHooi 3aCTepexeHHs LWOoAO0 MOXIMBOrO BMICTY CMiOBUX KifTbKOCTEN
MPUKPINIEHo Mactep, ®paHuis PEYOBVH, SIKi 3aCTOCOBYHOTLCSA NPY BUPOBHULITBI),
ronkoto Ne 1 B (NOBHMI LWKN "ImyHonoriuHi i 6ionoriyHi BnactusocTi", "MpoTunokasaHHs",
CTaHaapTHO- BUPOOHMLTBA, "OcobnumBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta
€KCMOPTHI ynakoBuj KOHTPOIb SIKOCTI, nosun". 3miHn 0o posginy «Cknag» MKA, a came gogaBaHHs
fKa MiCTUTBCA Y 3arnoBHEHHS, iHcpopmawii, wo «Mpenapart Ticim Bi® Moxe mMicTUTH
KapTOHHIN kopobui BTOPUHHE dopmanbaeria abo ka3eiH y cnifoBuX KinbKOCTSAX, LLIO
nakyBaHHs1, BUMYCK BMKOPVCTOBYIOTLCSA Mif Yac npouecy BUpobHuuTBa». TepmiH
cepii); CaHodi- BBEAEHHS 3MiH NPOTArom 6 MicauiB nicnsa 3aTBepaXXeHHs
AseHTic NpawisiT Ko.
JIta., Mnatcdopma
NOriCTUKM Ta
AnCcTpubyLii y m.
Bynanewr,
YropwuHa
(BTOPUHHE
nakyBaHHs, BUMyCK
cepii)
223.| TOKCEKC Kpanni opanbHi, no MEKAHA HimeuumH MEKAHA HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MmaTepianis: 3miHu | Tuny - bes UA/13608/01/01
CNAr. NEKA 30 mn abo no 50 mn HATYPXAINN a HATYPXAMNBMITT 3MiHM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsagy - peuenma
y chnakoHi; no 1 bMITTEJb EJlb I'm6X BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA J13:
hbnakoHy B m6X 3anponoHoBaHo: MAPKYBAHHA. BignosigHo ao

KapTOHHIN ynakosLi

3aTBEPKEHOrO TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
MapKyBaHHS1 yNakoBKW Nikapcbkoro 3acoby LWoA0 3a3HauYeHHs!
Mi>KHapOAHMX NO3HAYeHb OAMHMULL BUMIpIOBAHHS. BBegeHHst
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[TponoBxkeHHs nojgaTka 3

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEpAXKEHHS
224.| ®EOUH-20® kancynu no 20 mr; in | OPFTAHOCWH OAE EBepTomkeH Nand IHais BHECEHHS 3MiH [0 peecTpauinHMx maTepianis: 3miHa 3asiBHUKa - UA/1240/01/01
bulk: no 2500 NANPCAEHC CaeHcus Nimiten (BnacHwuka peecTpauiHoro noceigveHHst) (3rigHo Hakazy MO3
Kancyn y noasinHux N3 (E® 3ET ) Big 23.07.2015 Ne 460)
nonieTMneHoBmx
nakeTax
225.| ®EQNH-20® kancynu no 20 wmr; OPIrAHOCVH OAE EBepTomkeH Nandg IHgis BHECEHHS 3MiH 0 peecTpauinHmMx maTepianis: 3MiHa 3asiBHUKa 3a UA/1239/01/01
no 10 kancyn y NAN®CAEHC CaeHcus Jliviten (BnacHuka peecTpauinHoro nocsigveHHs) (3rigHo Hakazy MO3 | peuernmom
6nictepi; no 3 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
6nictepn B nayui 3
KapToHY
226.| ®IBPUHA3A- | TabneTtku, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEeHHs1 3MiH JO peecTpauiiHuXx MaTepianis: 3MiHa 3asiBHUKa 3a UA/10426/01/01
10 060noHKO10, NAADCAEHC CaeHcus JlimiTeq (BnacHuka peecTpauifiHoro noceigveHHs) (3rigHo Hakasy MO3 | peuenmom
KMLKoBOPO34MHHi no | U3 (EP 3ET 1) Big 23.07.2015 Ne 460)
10 mr, no 10
Tabnetok y bnicrepi;
no 1, 3 abo no 10
GnictepiB y
KapTOHHIN nayui
227.| ®IBPUHA3A- | TabneTtku, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nand BHECEeHHS1 3MiH JO peecTpauiiHuX MaTepianis: 3MiHa 3asiBHMKa - UA/10427/01/01
10 060noHKO10, NAADCAEHC CaeHcus JlimiTeq (BnacHvka peecTpauifiHoro noceigveHHs) (3rigHo Hakazy MO3
KMLLIKOBOPO34MHHIi no | U3 (E® 3ET 1) Bia 23.07.2015 Ne 460)
10 wr, in bulk: no
2500 TabneTok y
KOHTeViHepax
228.| ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCWH OAE EBepTomxkeH Jlaiid BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHUKa 3a UA/10426/01/02
20 060mOoHKOM, NAVSCAEHC CaeHcus JlimiTeq (BnacHuka peecTpaLiiHoro noceigvyeHHs) (3rigHo Hakady MO3 | peuenmom
KMLLIKOBOPO34MHHi no | U3 (E® 3ET 1) Bia 23.07.2015 Ne 460)
20 wmr, no 10
TabneTtok y bnicrepi;
no 1, 3 abo no 10
GnictepiB y
KapTOHHIN nayui
229.| ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCWH OAE EBepTomxkeH Jlaiid BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHMKa - UA/10427/01/02
20 o6ornoHkKoto, NAADCAEHC CaeHcus JliviTen (BnacHuka peecTpauiiHoro noceig4eHHs) (3rigHo Hakaly MO3
KuwkoBoposymHHi no | U3 (E® 3ET I) Big 23.07.2015 Ne 460)
20 wr, in bulk: no
2500 TabneTtok y
KOHTeViHepax
230.| ®NAMIAOE3 renbno20r, 30T, OPIrAHOCWVH OAE EHK't06 ETikan3s IHpia BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHa 3asiBHUKa 6e3 UA/12794/01/01
FENb 40 rabo 100 rB NAADCAEHC Mpamsit Nimiteq (BnacHuka peecTpaLiiHoro noceia4eHHs) (3rigHo Hakady MO3 | peuenma
namiHoBaHin Ty6i; no | U3 (E® 3ET 1) BiA 23.07.2015 Ne 460)
1 Ty6i B KAPTOHHIl
kopobui
231, ®NAMIOE3 mMa3sb, Mo 20 ry OPIrAHOCWH OAE EHK 106 ETikana IHais BHECEHHS 3MiH O peecTpaLinHmMx maTepianis: 3MiHa 3asiBHUKa be3 UA/1920/02/01
alTonnoc KOHTeWHepi; no 1 NAADCAEHC MpamsiT Nimiteq (BnacHuka peecTpaLiiHoro noceia4eHHs) (3rigHo Hakady MO3 | peuenma
KOHTeWHepy B nayyi; | U3 (E® 3ET ) Big 23.07.2015 Ne 460)
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no20rabono40ry
Ty6i; no 1 Ty6i y
KapTOHHIN nayuj
232.| ®NAMIOE3® TabneTku, BKPUTI OPrAHOCWVH OAE EBepTomkeH Nandg IHgis BHECEHHS 3MiH IO peecTpauinHmMx maTepianis: 3miHa 3asiBHUKa 3a UA/7061/01/01
NNiBKOBOO NANPCAEHC CaeHcus Jliviten (BnacHuka peecTpauinHoro nocigveHHs) (3rigHo Hakasy MO3 | peuernmom
obornoHkoto, no 10 N3 (E® 3ET 1) Big 23.07.2015 Ne 460)
TabneTok y 6nicTepi;
no 1, abo no 3, abo
no 10 6nictepiB y
KapOHHIM nayui
233.| ®JNIAMIOE3® | TabneTtku, BKpUTI OPIrAHOCWH OAE EBepTomkeH Nand IHais BHECEHHS 3MiH [0 peecTpaLliHMx maTepianis: 3MiHa 3asiBHUKa - UA/7062/01/01
NNiBKOBOO NANPCAEHC CaeHcus Jlimiten (BnacHuka peecTpauinHoro noceigveHHst) (3rigHo Hakazy MO3
obornoHkoto, in bulk : | N3 (ED 3ET I) Big 23.07.2015 Ne 460)
2500 TabneTtok y
nakeTax i3 ponbrn
anMmiHieBOI
234.| ®NEBOLOIA TabneTkn, BKpUTI JTabopaTopisi dpaHuis IHHOTepa LUysi dpaHuia BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3MiHu | Tuny - bes UA/8590/01/01
600 NNiBKOBOO IHHOTEK AamiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM Nikapcbkoro 3acoby. peuenma
obornoHkoto, no 600 IHTepHacbIoH 3MiHa HasBu nikapcbkoro 3acoby: 3aTBepaxeHo: drebogia
mr; no 15 TabneTtok anb 600 mr. 3anponoHoBaHo: ®nebogia 600. BeeaeHHs 3amiH

y bnictepi; no 1 abo
no 2 6nictepn y
KapTOHHiIN kopooLi

npoTarom 6-Tu MicauiB nicns 3aTBepaXeHHs. 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa Ha3Bm ADI abo 4ONOMIXKHOT
peyoBMHN. 3MiHa Ha3BM JONOMDKHOI peqoBuHM 13,
B3aTBepaxeHo: KpemHito giokeua konoigHuii 6e3BogHWIA.
3anponoHoBaHo: KpeMHito Aiokeua KonoigHWum rigpotobHui
3MiHu BHeceHo A0 IHCTPYKUii ANs MeaUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby ao posginy "Cknaa" woao 3miHu Hassum
AOMOMDKHOT PEYOBMHU (3aTBEPAXXEHO: KPEMHIlO Aiokeng,
KomnoigHuin 6e3BoAHMIA, 3aNPONOHOBaHO: KPEMHItO Aiokcua
KOMOiAHWI riapodobHMI), Ta, K HACNIAOK, A0 TEKCTY
MapKyBaHHS YNakoBKW nikapcbkoro 3acoby. BBeaeHHs 3miH
NPOTSArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
3MiHu | TUNy - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn). BHeceHHs 3miH fo po3ainy
«MapkyBaHHsa» MKA N13. 3aTBepakeHo: MapkvpoBka.
B3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEPAKEHOr0 TEKCTY
MapkyBaHHS1. OHOBMEHHS TEKCTY MAapPKyBaHHS YNaKoBKM
nikapcbkoro 3acoby. BBegeHHsi 3MiH NpoTsirom 6-T1 MicsiLiB
nicnsi 3aTBepaeHHs. 3MiHu Il Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3MiHW y KOpOTKil
XapaKkTepuCTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, AOKNIHIYHUMUN, KNIHIYHUMKW JaHUMK Ta
AaHuMu 3 papmakoHarnsgy. 3mMiHM BHeceHo Ao IHCTpykuii ons
Me[IMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby Ao po3ainis
"®apmakonorivHi BnactueocTi", "lNokasaHHa" (pegaroBaHo Ta
YTOYHEHO 3aTBepAKeHyY iHdopmaLito), "MpoTunokasaHHs",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHsA rpyaar”, "3aaTtHicTb BvBaTh Ha
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LUBMAKICTb peakuii Npu kepyBaHHi aBToTpaHcnopTom abo
iHWKUMK mexaHismamun", "Cnoci6 3acTocyBaHHS Ta o3un",
"0Oitn", "Mo6ivHi peakuii”. BBegeHHsA 3MiH NpoTarom 6-tn
MiCsILiB Micnsi 3aTBEPAXKEHHS.
235.| ®JNIEBOMOIA TabneTkn, BKpUTI JTaBopaTopisi DdpaHuis IHHOTepa LUysi ®paHuia BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: TexHiYHa bes UA/8590/01/01
600 NNiBKOBOO IHHOTEK nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460). peuenma
obonoHkoto, no 600 IHTepHacboH BunpasneHHs TexHiyHoi nomunkn y MKA N3 y posaini
mr, no 15 TabneTtok anb «Cknagy, noB'si3aHi 3 nepeknagomM abo nepeHeceHHAM
y bnictepi; no 1 abo iHdpopmauii, siki 6ynu gonyweHi Nnpu npouenypi
no 2 bnictepu y nepepeectpalii (Haka3 Ne1422 sig 01.08.2018 p.), a came: Y
KapTOHHIN kopobLi MKA 13 y cknagi gonomixHoi pevouHm Opaglos 6000
3a3Hay4yaeTbCs BiCK KOBTU 3aMiCTb BIiCK OKONMHUIA 6inuin; Y
MKA 13 y cknagi gonomixHoi pevouHm Opaglos 6000
3a3HavaeTbesa eTaHon 96% 3amicTe eTaHon 6e3BoaHuN.
BunpaBneHo TexHIYHY NOMWIIKY B IHCTPYKUIT ANS MeAUYHOro
3aCcTOCyBaHHS NikapcbKkoro 3acoby, a came B cknagi
ponomixHoi pevoBuHu Opaglos 6000
236. enyimyuun niocpinizaT ans 3amboH ITania 3amboH C.IM.A. ITania BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/8503/01/01
AHTUBIOTUK | posunHy Anst iH'ekuin C.N.A. 3MiHM Wwoao 6e3neku/edeKkTUBHOCTI Ta dhapmakoHarnagy (iHwi | peuenmom
IT no 500 wmr; 3 3MiHW) - 3amiHa po3ainy «padivyHe 0POpMMEHHS yNaKkoBKu»
c¢nakoHa 3 Ha po3gin «MapkyBaHHs» B MKA J13: 3aTBepaxeHo:
niocpinizatom Ta 3 ’PA®IYHE O®OPMNEHHA YNAKOBKW Ooknapaetbcs
amnynu 3 3anponoHoBaHo: MAPKYBAHHA BignosigHo go
PO34YMHHKKOM Mo 4 3aTBEPKEHOT0 TEKCTY MapKyBaHHS. OHOBIEHHSI TEKCTY
mn (Boaa ans MapKyBaHHS1 YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSIM
iH’EKUIN) Y KAPTOHHIN iHdbopMaUii Woao 3a3HavYeHHs OAMHWLL BUMIPIOBAHHS Y
nayui cuctemi Sl. 3minun | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu MicLA NPOBaAXXEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosifae
BUPOGHWMK/IMNOpTEP, BKINOYAKUM BUMYCK CEPIlt) - 3MiHa agpecu
BMpo6HuKa M3 3amboH C.MN.A., ITanis, 6e3 3amiHM micus
BUPOBHMUTBA. 3MiHN BHECEHO B IHCTPYKLIiO ANS MeANYHOro
3acTOCyBaHHS LLIOAO MICLEe3HaxXO[XXeHHS BUPOOHMKa 3
BiANOBIHNMYM 3MiHAMU Y TEKCTi MapKyBaHHS ynakoBKW
nikapcbKkoro 3acoby.
237, ®NIYKOHA30O | kancynu no 50 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHUX MaTepianis: BUNpaBneHo 3a UA/1153/01/01
N-AAPHUUA no 10 kancyn y "®apmauneBTu "®apmaueBTuyHa PO36DKHICTb Y PeecTpaLiiHiX [OKYMEHTaxX - TEKCT MapKyBaHHS | peuenmom
KOHTYPHIl YHa dipma dipma "JapHuua” yMakoBKM NikapcbKoro 3acoby NpvBeAeHO Yy BiAMNOBIAHICTb A0
YapyHKOBIN "OapHuus” 3aTBepOKEHOro npu 6e3cTpokoil nepepeecTpalii. 3asHaveHe
ynakosui; no 1 BUNpaBneHHs Bignosigae marepianam peectpauinHoro 4ocbe
KOHTYPHIl
YapyHKOBIN ynakoBLi
y navui
238.| ®JIYKOHA30 | kancynu no 100 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHUX MaTepianis: BUNpaBneHo 3a UA/1153/01/02
N-AAPHUUA no 10 kancyn y "®apmaneBTu "®apmaueBTUyHa PO3BDKHICTb Y PeecTpaLiiHiX [OKYMEHTaxX - TEKCT MapKyBaHHS | peuenmom
KOHTYpPHIn YHa cipma dipma "OapHuusa” ynakoBKW fikapcbKkoro 3acoby npuBeeHo Y BiANoOBIAHICTb 40
YapYHKOBIN "OapHuus" 3aTBEpAKEHOro nNpu 6e3cTpoKoivi nepepeecTpaldii. 3a3HayeHe
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakosLij; o 1 BWMpaBIIEHHN BiAMNOBiAae MaTepianam peecTpauiiHoro 4ocbe
KOHTYPHIN
YapYHKOBIN yrakoBLi
y nayui
239, ®JIYKOHA30O | kancynu no 150 wr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: BUNpaBreHo Ne2, Ne3 - UA/1153/01/03
N-AAPHULUA no 1 kancyniy "dapmaneBTu "®apmaueBTUYHa PO36iXKHICTb Y peecTpauiiHiX JOKYMEHTaXx - TEKCT MapKyBaHHSA 3a
KOHTYPHIN YyHa dipma dipma "JapHunua” ynaKoBKW fnikapcbKoro 3acoby npvBeAeHo y BiANOBIAHICTL 40  |peuenmom;
YapyHKOBIW "OapHuus” 3aTBepOKeHoro npu 6e3cTpokoin nepepeectpadii. 3asHaveHe | Ne 1 - bes
ynakoBuj; ro 1 BUNpPaBNEeHHs BigNOBiAae maTepianam peecTpauinHoro 4ocke | peuenma
KOHTYPHI
YapyHKOBIN yrMakoBLi
y nayui; no 1
Kancyni y KOHTYpHin
YapyHKOBIN
ynakoBuj; no 2 a6o 3
KOHTYPHi YapyHKOBI
YMaKoBKM y nayui
240, ®OCPOLUNH rpaHynu ans dapmaneBTuy Ipeuis IabiaHa Icnanis BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3miHu | Tuny - 3a UA/15015/01/01
oparnbHOro Po34nHy Ha KOMMaHis dapmachbtoTikanc 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/l E-cepTudikat peuernmom
no 3 ry cawe; 2 "BOKATE C.JLy. BignoBigHoCTi €Bponeiickkin hapmakonei/MoHorpadii.
calle 3 rpaHynamm y CA" MogaHHA HoBoro abo oHoBReHoro cepTudikarta BiANoBiAHOCTI
KOpoO6Li 3 KapTOHY abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BpoNenchKi
dapmakonei: gna ADl; ons BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
apmakonei) - HoBuii ceptudikat Bif HOBOro BUpoGHMKa
(3amiHa abo JOMOBHEHHS) - [OAAHHST ANbTEPHATUBHOIO
BUpo6HuKa ADI Fosfomycin trometamol Interquim S.A. DE
C.V., Mexico, B sikoro HasiBHuin CepTudikaT BignoBigHOCTI
E€sponevicbkoi Papmakonei Ne RO-CEP 2017-166-Rev 00
241 XABI®AK Kpanni oparnbHi no MEKAHA HimeuumH MEKAHA HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - be3 UA/13598/01/01
CNAr. NeKA 30 mn, no 50 mn y HATYPXANN a HATYPXANNBMITT 3MiHuM Wwopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy - peuernma
dnakoHi; no 1 bMITTEJb EJlb M'm6X BHECEHHS 3MiH 00 po3ainy “MapkyBaHHs” MKA N3:
dnakoHy B 6X 3anponoHosaHo: MAPKYBAHHA. BignosigHo go
KapTOHHIN ynakoBLi 3aTBEPOKEHOro TEKCTY MapKyBaHHS. 3MiHN BHECEHI B TEKCT
MapKyBaHHS yMakoBKM NiKapCbKoro 3acoby LWOoAO0 3a3HaYeHHs
Mi>XHapOAHMX NO3HAaYEeHb OAMHULL BUMIpIOBaHHs. BBeaeHHst
3MiH NPOTSArom 6-Tu MiCsILiB MiCNsi 3aTBEPOKEHHS
242 UENEBPEKC kancynu no 200 wmr; AngxoH HOC 1 CLWA BupobHuuTBO CLWA/ BHECEHHS 3MiH IO peecTpauinHmMx maTepianis: 3miHa 3asiBHUKa 3a UA/4463/01/02
® no 10 kancyn y nnc npenaparty in bulk: HimeuunHa (BnacHuka peecTpauiiHoro nocigveHHs) (3rigHo Hakazy MO3 | peuernmom

6nicTepi; no 1, abo
no 2, abo no 3
Gnictepu y
KapTOHHI kopobui

Heondpapma IHk.,
CLUA;
Bupo6HuuTBO
npenaparty in bulk:
Mdparnzep
PapmactoTikana

Bia 23.07.2015 Ne 460): BBeaeHHs 3MiH npoTsirom 9 micsiLiB
nicnsa 3aTBepAKEHHs!
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
JINC, CWA;
Bunyck cepii,
nakyBaHHs,
MapKyBaHHS1,
KOHTPOMb SKOCTi Npu
BUMYCKY:
P-®apm [xepmaHi
'm6X, HimeuunHa;
MakyBaHHs,
KOHTPOMb SKOCTi Npu
BUMYCKY, BUMYCK
cepii, MapKyBaHHs:
Mdpanzep
MeHtodekvypuHr
Donunenpg M6X,
Himeuunna
243.| LETNO® TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa bes UA/16177/01/01
NNiBKOBOO NANPCAEHC CaeHcus Nimiten (BnacHwuka peecTpauinHoro noceigveHHs ) (3rigHo Hakasy MO3 | peuenma
obonoHkoto, o 5 mr | U3 (EP 3ET I) Bia 23.07.2015 Ne 460)
no 10 Tabnetok y
6nictepi; no 1 abo
no 3 6nictepn y
KapTOHHIN nayui
244 UETNO® TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomxkeH laiid IHAis BHECEHHS 3MiH 10 peecTpaliliHiX MaTepianis: 3MiHa 3asiBHUKa be3 UA/16176/01/01
NniBKOBOKO NAVSCAEHC CaeHcus JlimiTeq (BnacHuka peecTpaLifiHoro noceigveHHs) (3rigHo Hakady MO3 | peuenma
obornoHkoto, no 5 mr | U3 (ED 3ET I) Big 23.07.2015 Ne 460)
in bulk: no 1000
Tabnetok y
noaBsivHNX
nonieTuneHoBnx
nakeTtax
245, LETNO® TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomxkeH laiid IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHUKa be3 UA/15638/01/01
nnoc NniBKOBOO NAADCAEHC CaeHcus JliviTen (BnacHuka peecTpaLiiHoro noceia4eHHs) (3rigHo Hakady MO3 | peuenma
obonoHkoto, no 10 N3 (E® 3ETI) Bia 23.07.2015 Ne 460)
TabneTok y 6nictepi;
no1,2abo 3
Gnictepn y
KapTOHHIl kopobui
246, LETNO® TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomxkeH Jlaiid IHAis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHa 3asiBHUKa - UA/15639/01/01
nnc NniBKOBOI NANSGCAEHC CaeHcus JlimiTeq (BnacHuka peecTpauinHoro nociaveHHs) (3rigHo Hakazy MO3
obornoHkoto, in bulk: N3 (E® 3ET ) Bia 23.07.2015 Ne 460)

no 1000 TabneTok y
nonieTuneHoBmx
naketax
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Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
247.| UE®TPUAKC | nopoiuok ans IDKEHO®AP Benuka HCIC Xebew Kutan BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/7824/01/01
OH NPUroTyBaHHs M NTAO BpuTaHis XyamiH 3MiHM LWonao Ge3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peuernmom
PO34UHY ONS iH'eKLin dapmachktoTikan 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoy, TeKCTi
no 1000 wr; 1 abo 5, Komnani Jlimiteq MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYBaHHS Ha
abo 10 cpnakoHiB 3 niacTasi perynsipHo OHOBIIOBAHOTO 3BiTY 3 6e3neku
NMOPOLLIKOM B nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
KapTOHHIN nayui nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepiog, abo sk
pe3ynbTar OUiHKK 3BiTY 3 4OCNIMKEHb, MPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkeHs (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OPraHoM) - 3MiHWU BHECEHO [0
IHCTPYKUii ANsi MEANYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
o posginis: "OcobnueocTi 3acTtocyBaHHs" Ta "lNo6ivHi peakuii”
BiMNOBIQHO 4O OHOBMEHOI iHpopmaLlii 3 6e3nekn 3acTocyBaHHS
Lit0Y0i pevoBMHM
248.| UE®TPIAKC NMOPOLLOK Ans My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/4174/01/01
OH-BX®3 PO34UHY ANS iH'eKuin aKuioHepHe akKuioHepHe 3MiHWN BHECEHO A0 IHCTPYKLii ANS MeAWYHOro 3acTOCyBaHHS | peyernmom
no 500 mr, donakoHu TOBapUCTBO TOBapUCTBO nikapcbkoro 3acoby Ao posainis "OcobnmuBoCTi 3aCTOCyBaHHS",
3 nopotukom; 1 "HaykoBo- "HaykoBo- "MoGiyHi peakuii" BiANOBIAHO 40O OHOBIEHOI iH(hopMalLlii 3
dnakoH 3 MOPOLLKOM BUPOOHMYMI BUPOOHMYUMI LEHTP 6e3nekn 3acTocyBaHHSA Ailo40i peyoBUHU. BBeAEHHST 3MiH
B nayui; 1 donakoH 3 LEeHTp "BopLuariBCbkui NpoTArom 3-X MiCALiB MiCNsi 3aTBEPAXKEHHS
NMOPOLLKOM Y "bopLuariBcbk XiMiKO-
KOMMMEKTi 3 Ui XimiKo- dhapmaLleBTU4HNIA
PO34YMHHMKOM (BOAA hapmaueBTuy 3aBog"
Ans iH'ekuii) no 5 HuI 3aBog"
M B aMmnyni B nayi
3 KAPTOHHOIO
neperopoaKor
249.| LE®TPIAKC MOPOLLOK AN My6niyne Ykpaina My6nivHe Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/4174/01/02
OH-BX®3 PO34MHY AN iH'eKUin akuioHepHe akuioHepHe 3MiHM BHECEHO J0 |HCTPYKLiT ANs MeauyHoro 3acTocyBaHHs peuenmom
no 1000 wmr, TOBapuCTBO TOBapuCTBO nikapcbkoro 3acoby Ao po3ainis "OcobnuBoCTi 3acTocyBaHHNA",
hbnakoHu 3 "HaykoBo- "HaykoBo- "Mobivni peakuii" BiANOBIAHO A0 OHOBMEHOI iHdopMaLlii 3
nopoLukom; 1 BUPOGHWYMIA BUPOGHUYMIA LEHTP 6e3nekn 3acTocyBaHHs Aitlovoi pe4oBMHU. BBeaeHHst 3MiH
nakoH 3 NOPOLLKOM LeHTp "BopLuariscbkui npoTArom 3-X MicAUiB MiCNs 3aTBEPOXKEHHS
B nayui; 1 donakoH 3 "BopLuariBcbk XimiKo-
MOPOLLKOM Y Ui XimiKo- dhapmaLleBTU4HNIA
KOMMMEKTi 3 dapmaueBTuy 3aBoa"
PO34YMHHMKOM (BOAA Hu 3aBon"

Ans iH'ekuii) no 5
mn a6o no 10 mn B
amnyni B nayui 3
KapTOHHOK
neperopozkoto; 1
hnakoH 3 MOPOLLKOM
Y KOMMNEeKTi 3
PO3YNHHUKOM
(mipokainy
rigpoxnopug,
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[TponoBxkeHHs nojgaTka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

pO34MH Ans iH'ekuin,
10 mr/mn) no 3,5 mn
B aMnyni B nayui 3
KapTOHHO
neperopoakoro

250.

LWTPAMOH-
M

TabneTku no 6
TabneTok y 6nicTepi;
no 10 TabneTok y
6nictepi; no 6
TabneTok y 6nicTepi,
no 1 6nictepy B
nayui; no 10
TabneTtok y bnicrepi;
no 1 6nictepy B
navuj

NAT
"Ximhapmaas
oA "YepBoHa

3ipka"

YkpaiHa

MAT
"Ximhapmaasoq
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - be3

noaaHHsi ceptudikaTty BignosigHocTti €® Ne R1-CEP 2000-
124-Rev 08 gnsa A®I MapavueTtamon 3 METOK NPUBEAEHHS
cneumdikauii Ta aHaniTMYHUX MeToamK KoHTporo APl y
BigMNOBIgHICTb A0 Aitodoro cepTudikaTy BignoBigHOCTI
€sponelicbkin hapmakonei. lNonepeaHsa peectpauis Ha
nigctasi maTepianis IM® 3atBepakeHoro BupobHuka ANQIU
LU'AN PHARMACEUTICAL CO., LTD, Kutait. lo cepTudikaty
CEP BkntoueHuii TepmiH nepekoHTporio APl - 48 micauis

peuenma

UA/8592/01/01

B.o. leHepanbHOro aupekropa fjupekroparty
chapmaueBTUYHOrO 3abe3neyeHHs

IBaH 3SAIBOPHUX




