NEPENIK

DopaTtok 3

bo Haka3y MiHicTtepcTBa OXOpOHM
3popoB’s YkpaiHu «lpo gepxaBHy

peecTpadilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHobGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Big 09 nuctonaga 2021 poky Ne 2465

NIKAPCbKKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), LLIOAO AKUX BYJIN BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATBCA A0 AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea Popma sunycky 3asisHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AKBAOETPUM® PO34uMH BOAHWU ANS dapmaueBTny MonbLa PapmaueBTNYHUIA 3aBOA, MonbLa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/9205/01/01
BITAMIH D3 nepoparnbHoro HWI 3aBOf, "MONb®APMA" C.A. TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHA | peyernmom
3acTocyBaHHs, 15000 «MONbOAPM Bigain MepaHa B Ta/abo agpecu MicLsa NpoBaKEHHS OisiNbHOCTI
MO/mn; no 10 mny A» C.A. Cepagsi BUPOGHMKa/iMnopTepa rotoBoro fnikapcbkoro 3acoby,
dnakoHi 3 BKIIONAI04M AinbHULI BUNYCKY cepii abo micue
KpanenbHUM NpOoBeAEHHSI KOHTPOIO SKOCTI. (QiSNbHICTb, 3a Ky
posatopowm; no 1 BiANoBigae BUPOOHUK/iMNOpTEpP, BKITKOYAOUM BUMYCK
bnakoHy B KApPTOHHIW cepint) - 3MiHa Ha3BM BMPOOHUKA rOTOBOIO JiKaPCbKOro
nayui 3acoby, 6e3 3miHV micust BUpobHULTBA. 3MiHK
BHECEHO B iHCTPYKLiIO ANS MeANYHOro 3acTOCYBaHHS Y
p. "BupobHMK" 3 BiAMOBIAHMMU 3MiHAMK Y TEKCTi
MapKyBaHHS yNakoBKy Nikapcbkoro 3acoby (3MiHa
Ha3BM BUPOOHWMKa). TepMiH BBEAEHHS 3MiH MPOTAroM 6
MicsLiB Nicnsi 3aTBEpPKEHHS
2. AMIAKY PO34YUH | posuuH gns MpAT YkpaiHa MpAT dapmaueBTNYHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | be3 UA/0138/01/01
10% 30BHILUHLOIO dapmaueBTny abpuka "Biona" TMny - 3MiHK 3 gKocTi. [oTOBMI Nikapcbkui 3acib. peuenma
3actocyBaHHs 10%, Ha dpabpuka Cunctema KoHTenHep/3akynoptoBarnbHuii 3acib. 3miHa
no 40 mn a6o no 100 "Biona" pO3Mipy ynakoBKM rOTOBOro NikapcbKkoro 3acoby (3miHa
My donakoHax macu/ob'emy BMICTy KOHTeHepa 6aratogo30Boro
CKMSIHUX, YKYNOPEHMX nikapcbKkoro 3acoby Ans HenapeHTepanbHOro
npobkamu Ta 3acTocyBaHHs (abo 0aHOA030BOr0, YaCTKOBOrO
Kpuwwkamu; no 100 mn BUKOPUCTAHHS)) - BBEAEHHSA AO4ATKOBOI YMAKOBKU MO
y donakoHax 200 mn y donakoHax CKIISAHUX, YKYMOPEHUX KPULLIKOHO
noniMepHux, (BBk-B-200-27-OC y koMnnekTi 3 kpuwikowo tuny 1.4
YKYNOpeH1X npobkamu n), 6e3 3MiHVM NepBMHHOrO NaKkyBarnbHOro Martepiany
Ta Kpuwwkamu; no 40 dnakoHiB, 3 BigNOBIAHUMN 3MiHAMK B P. «YNaKoBKay
My donakoHi MKA N3. 3miHn BHeceHi B po3ain "Ynakoska" B
CKINsiHOMY; o 1 iHCTPYKLUIilO ANs MeQNYHOTro 3aCTOCYBaHHS NiKapCbKOro
hnakoHy B navui 3 3aco0y y 3B’A3Ky 3 BBEIEHHSAM [OAATKOBOI YMaKoBKM,
KapToHy; no 200 mn y SIK HACMNiAoK - 3aTBEPPKEHHSI TEKCTY MapKyBaHHS
hnakoHax CKISHWX, [O[AaTKOBOI YMaKoBKM Mikapcbkoro 3acoby. BeegeHHs
YKYNOPEHUX KPULLIKOO 3MiH MPOTAroM 6-TW MicsLiB NicnsA 3aTBEPAKEHHS!
3. APTUKAIHY KpucTaniyHmmn ToBapucTso 3 YkpaiHa EcCiAn ®APMTEX, IHK. TanBaHb BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3MiHu | - UA/15705/01/01
rigpoxnoprng MOPOLLIOK (CyBCTaHLis) obmexeHot Tuny - 3MiHm 3 skocTi. CepTudikaT BignosigHocTi/l'E-
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Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

BICAKOOMN

nonieTunNeHoBmx
naketax ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

cTo

"dapmaueBTn

YHa KOMMaHis
"3gopos's"

cepTudikat BiaNoBiAHOCTI EBpONENChKIN
chapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOrO cepTudikaTa BignosigHoCTi abo
BUIMyYeHHA cepTudikaTa BignoBiaHOCTI EBpONENCHKIN
dapmakonei: gna ADI; onsa BUXigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADl; ans
AOMNOMIKHOI pevoBuHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHW cepTudikar
Bif YK€ 3aTBEP)KEHOrO BUPOBHUKA - MOAaHHS
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI €EBpONENnCchKin
capmaxkonei Ne R1-CEP 2003-215-Rev 07
(3aTBepmkeHo: R1-CEP 2003-215-Rev 06) ansa AdI.
Ak Hacnigok BUNyYeHHs 3i cneundikadii nokasHuka
«Baxki meTanuy; gogasaHHS 3BiTY 3 OLHKM PU3NKIB
CTOCOBHO €M1eMEHTHUX JOMILLOK BignoBigHO A0
kepiBHnyTBa ICH Q3D; 36inblUeHHs TepMiHy
nepekoHTpornto Ao 5 pokis (6yno: 4,5 pokn)

FAPOACUN /

KpucTanivyHmn
nopoLUoK (cybcTaHuis)
y nakeTax noasiiHNX
nonieTuneHoBmx gns
c¢hapmaneBTUYHOTO
3acTocyBaHHA

MpAT
"®apmaueBTn
YHa hipma
"OapHuus"

YkpaiHa

Kambpekc MNpodapmako
MinaHo C.p.f.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
YTOYHEHHS1 3acToCyBaHHsA cy6cTaHuii B Hakasi MO3
YkpaiHu 2272 Big 20.10.2021 B npoueci BHECEHHA
3MiH (3miHu | TMny - 3miHn go cneuudikauii A®I, a
came BUNyYeHHs po3ainy «Badkki metanuy; 3minm |
TUMY - 3MiHW Y MeToAax BUNPobYBaHHSA Y 3B’A3KY 3
NPVBEAEHHAM iX Y BiANOBIAHICTb 4O BUMOr
€ponevicbkoi hapmakonei, USP Ta maTtepianis
ipMy BUpOBHUMKa, a caMe BHECEHHI pefaKLiiHi
npaBKu Ta YTOMHEHHS A0 po3ainiB: -«laeHTudikauis»
[AOMOBHEHO METOAO0M 3 BUKOPUCTaHHAM FT-14
cnektpomeTpa Perkin Elmer Spectrum-Two 3
yHiBepcanbHOK NPUCTaBKOO NMOPYLLEHOrO NOBHOMO
BHYTpiWHbOro BigobpaxeHHs (MMNBB); -«CynposigHi
AOMILLKN» [OMNOBHEHO PO34MHOM YyTNMBOCTI, 3a
[0MOMOrOI0 AKOro NepeBipstoTb NMOKa3HUK
«curHan/wymy»; - «3anuLUKoBi KiNbKOCTi OpraHivyHmnX
PO3UYMHHUKIBY» JOMOBHEHO PO3YMHOM YYTNUBOCTI
(Byrneuo TeTpaxnopuva Ta 1,2-guxnopeTaH) 3a Skum
nepeBipsoTb YyTNMBICTb METOAMKM, YTOYHEHO Yacu
YTPUMYBaHHSi MeTaHomMy Ta eTunauertary, BHECEHI
yacu BUxoay MikiB PO34YMHHWMKIB Ta OHOBINEHO hOpMYny
po3paxyHkKy; -«KinbkicCHe BU3HAYEHHS» YTOYHEHO Yac
xpomaTorpadyBaHHs Ta BUMOM A0 BifJHOCHOIO
CTaHAAPTHOIO BIAXUMEHHS MATH iHXeKUi pO34nHy
nopiBHSAHHSA). Pefakuis B Hakasi: ons BupobHuuTea
HecTepurbHUX Nikapcbknx popM. 3anponoHoBaHa
peAakuif: Ansa drapMaLeBTUHHOIO 3aCTOCYBaHHS.

UA/6500/01/01

GARDASIL®
BAKLUMHA

NANIIOMU

NPOTHU BIPYCY

cycneHsis ons
iH'ekuin; 1 abo 10
dnakoHiB (no 0,5 mn
(1 po3a)) y kapTOHHIW

kopobui;

Mepk LWapn i
Ooywm IOEA
m6X

LLisenuapi
b

BupobHuLTBO
Hepo3adhacoBaHoi
npoaykKLii, KOHTPOrb
AKOCTi Ta NEePBUHHE
nakyBaHHS;

CLWA/
Higepnangwn

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3MiHu |

My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS

Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
noceigyeHHst). 3miHa agpecu 3asBHUKa (BnacHUKa

3a
peuernmom

peecTpaLifiHOro NocBigYeHHs) Ta 3a3HaveHHsl agpecu

UA/13451/01/01
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Kopobui

H.B. OpraHoH,
HigepnaHaw;
Bupo6HmLTBO in bulk,
nepBrHHE NakyBaHHs Ta
KOHTPOIb SIKOCTI:
Cirdopig XamenbH M'M6X,
HimeyuuHa;
AnbTepHaTMBHUIA
KOHTPOIb SIKOCTi:
XamernbH pAc a.c.,
CnosayuvHa

peecTpauinHoro nocsigyeHHs) 3miHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX Npo
cvcTemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
[AaHuX nNpo cuctemy cbapmMakoHarnsgy, 3aMmiHa
yMOBHOBaXeHOi 0cobu, BifnoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 34inCHeHHs
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BKIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-caiina cuctemu
dapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a

Ne Haszea Popma eunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4YeHHs1
NIIOAUHU (TUNIB | 1 abo 6 nonepeaHLO anbTepHaTUBHUN BiAMNOBIAHO A0 BUTAry 3 ToproBoro peectpy. 3MiHu |
6, 11, 16, 18) HamnoBHEHUX LINpULiB BUPOBHWK BTOPMHHOIO Tuny - 3MiHn Wwopao 6e3nekn/edpekTMBHOCTI Ta
KBAOPUBANEHT | (no 0,5 mn (1 go3a)) y nakyBaHHs (onsi apmakoHarnsagy. BeegeHHs abo 3amiHu oo
HA KOMMMEKTi 3 1 rofnkoto dnakoHiB): Mepk LWapn i y3aranbHeHVX AaHnX nNpo cuctemy hapmakoHarnsgy
PEKOMBIHAHTH | y kOHTypHin Hoym Kopn., CLUA; (BBEAEHHS y3aranbHEHVX AaHWX Npo cUcTemy
A KOMIpKOBIl ynakosLii B BTopuHHe nakyBaHHS dapmakoHarnagy, amiHa yrnoBHOBaXeHoi ocobu,
KapTOHHiN Kopobui (ansa dnakoHiB Ta BiANOBIAANbLHOI 3a 3AiNCHEHHS bapmakoHarnsAay;
LnpuuiB), 4O3BIN Ha KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
BUNyckK cepii: Mepk 3AiACHEHHS hapmakoHarnsgy B YKpaiHi, KLLO BOHa
Wapn i Joym B.B., BiAMiHHa Bi# ynoBHOBaxeHOi ocobu, BianoBigansHoi
Higepnangn 3a 34ilcHeHHs1 hbapmakoHarnsgy (Bkmova4um
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
danna cuctemu dpapmakoHarnsgy).
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0Cobu
3asiBHUKA, BignoBiganbHoi 3a dhapMakoHarnsg. 3miHa
Micus 34iINCHEHHSI OCHOBHOI isiNbHOCTI 3
dapmakoHarnsagy. 3miHa mMicLe3Haxo4XXeHHs macTep-
hanna cuctemy hapmakoHarnsagy.
6. | AEKEHOP® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BMpOo6HMUTBO "in bulk", CnoseHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu, 3a UA/17180/02/01
NniBKOBOIO HoBo mecTO nepByHHE Ta BTOPUHHE Lo noTpebyoTb HOBOI peecTpaliil - foaaBaHHS HOBOI | peuenmom
o6onoHkoto, no 25 wmr, nakyBaHHS, KOHTPOrb Ta nikapcbkoi bopmm
no 10 TabneTtoky BMNYCK cepii:
onictepi, no 1 abo no KPKA, o.a., HoBo mecto [MepiognyHiCTb NOAaHHA perynspHO OHOBIIOBAHOIO
3 bnictepu y kopobui 3BiTYy 3 6e3neku, BignosiaHo Ao MNopsiaKy 3aiCHEHHs!
apmakoHarnsay, 3aTBepAkeHOro Hakasom
MiHicTepcTBa oxopoHu 300poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOoB'A YKpaiHu Bia 26 BepecHs 2016 poky
Ne 996), cTaHOBWTbL: 3rigHO 3i CTPOKaMK, 3a3HadYeHnMun
y NepioanNYHOCTI NOAAHHS PEryNAPHUX 3BITiB 3
6e3nekw.
7. ECMEPOH® PO34UH ANS iH'eKuin, Mepk LWapn i LLisenuapi BupobHuuTso in bulk, HigepnaHam | BHeCeHHS 3MiH 4O peecTpauiiHuX MaTepianis: 3miHu | 3a UA/7719/01/01
10 mr/mn; no 5 mn (50 Hoym IOEA a nepBUHHE/BTOPUHHE / TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHA | peyenmom
Mr) y donakoHi; no 10 m6X nakyBaHHs1, KOHTPOIb Himeuumna/ Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
(hnakoHiB y KApTOHHIN AKOCTi Ta BUMYCK cepil: CnoBayvyvHa noceigyYeHHs) 3miHa agpecu 3asBHUKa (BnacHUKa
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3000 mr/naket no 8 r
nopoLuky (3000 mr
Ail0YoT peyvoBUHN) y
naketi; no 1 nakeTy B
KapTOHHIN ynakoBLi

NpoAyKTY, NEPBUHHE
NakyBaHHs!, BTOPUHHE
nakyBaHHs!, KOHTPOIb
AKOCTI, BUNYCK cepii:
TNinpodapm M'v6X,
HimeuumnHa;
BTOPVHHE NaKyBaHHS:
ecnapma ®apma
Cepsgices 'M6X,
HimeyunHa

Onuc Ta cknag. 3miHa y cknagi (A0NOMDKHMX
peyoBMHax) roToBOro Nikapcbkoro 3acoby (CMakoBi
nob6askn abo 6apBHUKK) - [logaBaHHs, BUy4YeHHs abo
3aMiHa - BUIy4YeHHS 3i cknagy AONOMDKHOI pe4OBUHM
«apomartu3aTtop MaHgapuHOBUIA» AK HACMIAoK,
Biabynucs amiHn go cneumdikauii Ta meToais
KoHTponto 113, a came BUny4eHHs NokasHuka «3anax.
PpykTOBUIN, 6E3 CTOPOHHBLOTO 3anaxy», Ta 3MiHeHi
KpuTepii nokasHuka «30BHILLHIi O3HAKM rOTOBOIO A0
BMKOPWUCTaHHS PO34MHY» 3 «crnabo onanecueHTHUA
abo onanecueHTHUI, 6e3 BUaMMoro ocagy vepes 45 c
nicns nepemillyBaHHs» Ha «npo3opuii abo cnabo
onanecueHTHU, 6e3 Buammoro ocagy yepes 45 ¢
nicns nepemilysaHHa» BBegeHHs amiH npotarom 6-tu
MicALIB Micns 3aTBEPKEHHS; 3MiHM | Tuny - 3MiHN 3
akocTi. [oToBMI Nikapcbkun 3acib. Onuc Ta cknag.
3MiHa y cknagi (BOMOMiIXKHMX pevoBUHAX) FOTOBOrO
nikapcbkoro 3acoby (cmakosi Jo6aBku abo 6apBHUKN)
- JlonaBaHHs, BUNMy4eHHS abo 3amiHa - BUITy4YeHHs 3i
cKragy OOMOMDKHOI peYOBUHM «apomaTtun3aTop
anenbcuH» BBegeHHsA 3MiH NpoTArom 6-Tu Micauis
nicns 3aaTBepaXeHHs; 3miHun | Tuny - 3MiHM 3 AKocTi.
[oToBMI nikapcebkui 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AoMOMiKHUX PevOBKHaX) rOTOBOIO NiKapCbKOro
3acoby (iHLi 3MiHW) - BUNYYEHHS 3i cknagy A0NOMIKHOT
peyoBuHM «CaxapuH HaTpito» BBeaeHHs 3MiH
NpOTArom 6-Tu MicsILiB NicNs 3aTBEPOXKEHHS; 3MiHM |
TMny - 3MiHK 3 SKocTi. [0TOBMI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHSA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX meTofax
BUNPOOYBaHHS) - HE3HaYHi 3MiHW O METOAVKM
BunpobyBaHHs M3 «CynpoBigHi AOMILLKMY; 3MiHK |
TMny - 3MiHK 3 SKocTi. [0TOBMI NiKapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BUMPOBYBaHHS) - HE3HAYHI 3MiHM 4O METOAMKN
BunpobyBaHHs M3 «KinbkicHe BU3Ha4YeHHS»; 3MiHu |
TMny - 3MiHK 3 SKocTi. [oTOBMI Nikapcbkui 3acib.
KoHTponb roToBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax
BMNPOOYBaHHS) - HE3HaYHi 3MiHV 4O METOAVKM
BunpobyBaHHs 113 3a nokasHukoM «epMeTn4HiCTb

Ne Haszea Popma eunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4YeHHs1
dapmakoHarnsag,.
3miHa Micus 34iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy. 3miHa micLe3Haxo4XXeHHs MacTep-
arna cuctemun apmakoHarnsgy.
8. ECMNA-®OLUNH® NMOPOLLOK Ans Ecnapma HimeuyunH BUPOBHMLUTBO HimeuyunHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHn | 3a UA/14782/01/01
oparnbHOro po34vnHy rno m6X a Hepo3dgacoBaHOro TMny - 3MiHK 3 siKoCTi. [O0TOBMI Nikapcbkuin 3acib. peuenmom
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BMPOGHWLITBO, MEPBUHHE
Ta BTOPVHHE NaKyBaHHS,
KOHTPOMb SKOCTi, BUMYCK
Cepiii; KOHTPOIb AKOCTI)

ImyHorno6yniH nognHn HopmanbHui Ta Eur.Ph.0338
Human normal immunoglobulin. 3azHayeHHs BMICTY
[it0Y0i PevoBUHM y rpamax. 3aTBepaXXeHo:
ImyHorno6ynin G Bmict Ha 1 mn — 100 mr.
3anponoHoBaHo: IMyHOrnobyniH NoANHY HOpManbHWIA
Cknapg Ha 1 mn — 0,1 r. 3MiHVM BHECEHO B iHCTPYKLItO
0N MeQUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby
(po3pin «Cknaa» (gitova peyoBuHa), SK HacNigoK — y
po3gin «lmyHobionoriyHi i GionoriyHi BMacTMBoCTi»)), y
KOPOTKY XapaKTepuUCTUKy nikapcbKkoro 3acoby (po3ain
«SKicHWIA | KiNbKiCHWUIA cknagy» (giroya peyoBmHa), K
Hacnigok — y po3gin «®apmakoguHamiyHi
BMacTMBOCTI»)); BiANOBIAHI 3MiHN BHECEHO Y TEKCT
MapKyBaHHS! YNakoBKku nikapcbkoro 3acoby. 3MiHu
BHOCSITbCH 40 PEECTPALNHOrO MNOCBIAYEHHS, TEKCTY
MapKyBaHHS, IHCTPYKUIii ANS MEANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby, KOPOTKOT XapaKTepPUCTUKM
nikapcbkoro 3acoby Ta MKA. TepmiH BBEAEHHS 3MiH -
6 micauiB nicnsa 3aTBepAKEHHS; 3MiHM | Tuny - 3MiHK 3
sikocTi. FoToBMI Nikapcbkuit 3aci6. CTabinbHICTb.
3miHa y TepMmiHax npupgaTHocTi abo ymoBax
36epiraHHs roToBOro NikapCbkoro 3acoby (iHLwi 3MiHK) -
PepakuinHi 3miHn 4o ymoB 36epiraHHs roToBOro
nikapcbkoro 3acoby. 3MiHM BHECEHO B iHCTPYKLIiO Ans
ME[MNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby (po3ain
«YMoBWU 36epiraHHsA»), y KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby (po3ain «Ocobnuei 3anobixkHi
3axoau npu 36epiraHHi»); BiANOBIAHI 3MiHW BHECEHO Y
TEKCT MapKyBaHHS ynakoBKW Nikapcbkoro 3acoby Ta
MKA. TepmiH BBegeHHS 3MiH - 6 micsauiB nicns
3aTBEepAKEHHS; 3MiHu | Tuny - 3miHn 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwWi 3miHu) -
3a3HaueHHs y po3gini Cknag nikapcbkoro 3acoby
iHdpopmauii npo posnoain nigknacis imyHornobyniHy G,
MaKCUMarnbHWUI BMICT iMyHOrnobyniHy A, 3a3Ha4eHHs y
cKrnagi JOMOMDKHUX PEYOBUH BOAW ANS iH EKUIN,
BUAANeHHs NocunaHb Ha BHYTPILLHI cneuudikawii
nignpuemMcTsa Ta 3acTapiny pegakuito APY ans

Ne Haszea Popma eunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4YeHHs1
NEepPBUHHOI YNaKkoBKW»; 3MiHW | Tuny - 3MiHM 3 SIKOCTI.
[oToBMI Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (AOMOMiKHUX PevOBKHaX) rOTOBOTO NiKapCbKOro
3acoby (iHWi AonoMiKHI pevoBWHM) - Byab-sika
He3HayHa 3MiHa KinbKiCHOro cknagy AONOMIKHMX
PEYOBMH Yy FOTOBOMY NikapCcbkoMy 3acobi - 3amiHa
KifTbKOCTi AONOMiDKHMX peyoBuHu Caxaposa ansi
36epexeHHs 3aranbHoi Macu J13 y 3B’A3ky 3
BUJTYYEHHSIM CaxapuHy Ta apoMatusaTtopis
9. IMYHOINOBYIIH | po3unH ans iH'ekuin TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | 3a UA/15902/01/01
noanHn 10%; no 1,5mn B "BIOPAPMA MIA3MA" Tuny - AgmiHicTpaTuBHI 3MiHW. 3miHa Hassu Ad| abo peuernmom
HOPMAJIbHUM - amnyni; no 10 amnyn y MMIA3MA" (BupoBHULTBO, [OMOMIDKHOT peyoBUHU - [prBeaeHHst Ha3BK Litoyoi
BIO®APMA navui nepBYHHE NaKyBaHHS,; pPeYoBMHM Y BiANOBIAHICTL A0 MoHorpadii APY
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4YeHHs1
OOMOMDKHUX PEYOBMH. 3MiHN BHECEHO B IHCTPYKLLIO
AN MEeAUYHOTO 3acTOCYBaHHS Nikapcbkoro 3acoby
(po3ain «Cknaa» (GONOMiXHI pe4OBUHM)), Y KOPOTKY
XapaKTepuCTUKy nikapCcbkoro 3acoby (po3ain «AkicHuiA
i KINbKICHWI cknag» (4ONOMIDKHI pe4YOBUHM), 5K
Hacnigok —y po3ain 6.1. JJonoMixHi pe4oBuHM));
BiANOBIAHI 3MiHN BHECEHO Y TEKCT MapKyBaHHS
yNaKkoBKW fikapcbKkoro 3acoby. 3MiHM BHOCSTbLCS [0
peecTpaLifiHOro NOCBiAYEHHSI, TEKCTY MapKyBaHHS,
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby, KOPOTKOI XapaKTepUCTUKN Nikapcbkoro 3acoby
Ta MKA. TepmiH BBeAEHHA 3MiH - 6 MicauiB nicna
3aTBEpPAKEHHSA
10. | IMYHOIMNOBYNIH | po3unH ans iH'ekuin TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/15902/01/01
noauHn 10%; no1,5mn B "BIOGAPMA MNA3MA", YkpaiHa TMny - 3MiHK 3 sikoCTi. [0TOBMI Nikapcbkui 3acib. peuenmom
HOPMAJIbHUM - amnyni; no 10 amnyn y MNA3SMA" (B1pobHMLTBO, 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAEeHHS
BIO®APMA nayui nepBUHHE MakyBaHHS; [04aTKOBOI AiNbHULI BUpOOHMLTBA AN YacTuHU abo
BMPOOHWLITBO, NEPBUHHE BCbOr0 BUPOBHNYOro NpoLiecy roToBOro fikapCbKoro
Ta BTOPVHHE NaKyBaHHS, 3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS) -
KOHTPOMb SKOCTi, BUMYCK BBE[IEHHSA AOAATKOBOI AiNbHULI ANS BTOPUHHOIO
Cepilt; KOHTPOIb SKOCTI); nakyBaHHs
BTOPWHHE NaKyBaHHS:
TOB "®3 "BIO®APMA,
YkpaiHa
11. | ICEHTPECC TabneTkn, BKpUTI Mepk LWapn i LLisenuapi Bupo6Huk Cinranyp/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/9325/01/01
NniBkOBOIO Ooym IOEA a Hepo3adpacoBaHoI IpnaHgis/ TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs | peyenmom
obornoHkoto, no 400 m6X NPOAYKLiT Ta KOHTPOrb Higepnanam Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
mr; no 60 TabneTok y akocTi: MC[1 noceigyYeHHs) 3miHa agpecu 3asBHUKa (BnacHUKa
chnakoHi; no 1 IHTEepHewWwHN Mvb6X peecTpauiiHoro nocsigyeHHs1) 3miHu | Tuny - 3miHn
(hnakoHy B KAPTOHHIN (cpinisn CiHranyp), wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy.
Kopooui CiHranyp; BeeneHHs abo 3miHn Ao y3aranbHeHNX AaHnx npo
MC[ IHTepHewHn MTM6X cucTemMy chapMakoHarnsay (BBeAeHHs y3ararnbHeHUX
/ MC[ Ipnangis OaHuX Npo cucteMy capmMakoHarnsgy, amiHa
(Bennigann), lpnanais; YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
[MepBWHHE Ta BTOPUHHE bapmakoHarnsgy; KOHTakTHOI ocobu 3
nakyBaHHsi, JO3BIN Ha hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
BUMNYCK cepii: Mepk dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHA BiA
Wapn i Joym B.B., YNOBHOBaXEHOT 0cobWu, BiANoBiganbHOI 3a 34iNCHEHHS
Hinepnangu hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MilLleHHi MacTep-caiina cuctemu
dapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnag,.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
hapmakoHarnsgy. 3miHa micLe3Haxo4KeHHs1 MacTep-
darina cuctemun hapmakoHarnsgy.
12. | ICEHTPECC TabneTku, BKPUTI Mepk LWapn i LLisenuapi Bupo6Huk Cinranyp/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | - UA/14320/01/01
NniBKOBOIO Ooywm IOEA a Hepo3adhacoBaHoi IpnaHgis/ My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
ob6onoHkoto, no 400 m6X NPOAYKLii Ta KOHTPOIb Hinepnangm Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
mr; in bulk: no 60 sikocTi: MCL1 noceigyeHHs) 3miHa agpecu 3asiBHUKa (BnacHUKa

TabneTok y drnakoHi;

IHTEepHewwHn M'mb6X

peecTpauiHoro nocsigyeHHs1) 3minu | Tuny - 3miHn
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

no 120 dnakoHis B
rpynoBiv ynaxkosLi

(pinia Cinranyp),
Cinranyp;

MC[ IHTepHewwHn M6X
/ MCQ Ipnangisa
(BenniganH), IpnaHais;
MepBuUHHE Ta BTOPUHHE
nakyBaHHs, [03BiN Ha
BWMYCK cepii: Mepk
Wapn i Joym B.B.,
Higepnangn

wopao 6e3neku/edeKkTMBHOCTI Ta hapmakoHarnagy.
BBeneHHs abo 3miHM [0 y3aranbHEHNX AaHUX Npo
cucTemy chapmakoHarnsay (BBeAeHHs y3aranbHeHNX
AaHuX nNpo cuctemy hapmakoHarnsgy, aMiHa
YMNOBHOBaXeHOi 0cobu, BiAnoBiaansHoi 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLo0 BOHa BiAMiHHa Big
yNoBHOBaXeHoi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW Y pOo3MilLleHHI MacTep-chaiina cuctemu
dapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANbHOI 3a
dapmakoHarnsag,.
3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa mMicLe3Haxo4XXeHHs macTep-
arna cuctemun hapmakoHarnsgy.

13.

KANTOonpPun

Tabnetku no 25 mr, no
10 TabneTok y
6nictepi; no 2
6nictepu B navui

MAT
"KviBmegnpen
apat”

YkpaiHa

NAT
"Kuismegnpenapat”

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHn 3 gxkocTi. A®Il. CtabinbHicTb. 3miHa
nepiogy NOBTOPHWX BMNpobyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHst A®I (3a BigcyTHOCTI Y
3aTBepAKeHOMY A0Cbe cepTudikara BignoBiAHOCTI
€Bponewncbkin dhapmakonei, Lo BKIoYae nepios
NOBTOPHOro BUNpobyBaHHs1) (nepio NOBTOPHOroO
BunNpobyBaHHs/nepion 36epiraHHs) - 36inbLUueHHsA abo
BBEJEHHS nepiogy NOBTOPHOro BUNpobyBaHHsA/nepioay
36epiraHHst Ha OCHOBI pe3ynbTaTiB AOCHIAXEHb Y
peanbHOMy yaci - 3mMiHn TepMiHy npuaaTHocTi APl 3 3
POKiB Ha TEPMiH A0 NPOBEAEHHS NOBTOPHUX
BUNpobyBaHb 4 POKM Ha OCHOBI MO3UTUBHUX
pe3ynbTatiB AOCNiMKEHHSI CTabiNbHOCTI 3aTBEpAKEHO:
TepmiH npyagaTHOCTI 3 pokn 3anponoHoBaHo: TepMiH
[0 NpoBeAeHHs! NOBTOPHNX BUNPoOYyBaHb 4 poku
BBeneHHs 3miH NpoTArom 6-Tv MicsiuiB nmicnsi
3aTBEpPOKEHHS

UA/7638/01/01

14.

KANTOnpPun

MOPOLLIOK (Cy6CcTaHList)
y nakeTax noaBiiHNX
nonieTuneHoBux Ans
BMPOGHMLUTBA
HeCTepunbHNX
nikacbknx opm

NAT
"KviBmegnpen
apat”

YkpaiHa

YKesiHr Xyaxai
dapmachbtoTiken Ko,
nTa

KuTan

BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu |
Tmny - 3MiHn 3 gxkocTi. A®Il. CtabinbHicTb. 3miHa
nepiogy NOBTOPHWUX BUNpobyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHst AdI (3a BigcyTHOCTI Y
3aTBepkeHOMY A0Cbe cepTudikata BignoBiAHOCTI
€Bponeickkin hapmakonei, LWo BKItoYae nepios
NMOBTOPHOIo BUNPOBYBaHHs1) (Nepio NOBTOPHOroO
BunpobyBaHHs/nepion 36epiraHHs) - 36inbLUeHHs abo
BBEJEHHS Nepiofy NOBTOPHOro BUNpobyBaHHsA/nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB OCHIAXEHb Y
peanbHOMy yaci - 3mMiHn TepMiHy npuaaTHocTi APl 3 3
POKIB Ha TEPMiH 1O NPOBEEHHS MOBTOPHUX
BMNPOOYBaHb 4 POKM Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOCNiIKEHHST CTabiNbHOCTI 3aTBEpAKEHO:
Po3sgin «TepMiH npuaaTHoCTi» 3 poku
3anponoHoBaHo: Po3gin «TepMiH Ao NnpoBefeHHs!

UA/1138/01/01
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

NOBTOPHWX BUNpPobyBaHb» 4 pokv BeBeaeHHs 3MiH
nNpoTArom 6-T1 MicsALIB NicNs 3aTBEPAXKEHHS.

15.

KAPCUN®

TabneTkn, BKpUTI
obonoHkoto, no 22,5
mr, no 10 TabneTok y
6nictepi; no 8
6nicTepiB y KapTOHHIl
navuj

AT
"Codpapma”

Bonrapis

BupobHuLTBO
HeposdacoBaHoi
npoaykuii, nepBuHHa Ta
BTOPWHHA ynakoska: AT
"Codpapma", bonrapisi;
[o3Bin Ha Bunyck cepii
abo BMPOOHULITBO 3a
NOBHUM LMKNom: AT
"Codbapma", bonrapis

Bonrapis

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3miHu |
Tuny - 3MiHM 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
3MiHn y BUpobHMUTBI. 3amiHa abo BBeOEeHHS
[04aTKOBOI AinbHMLI BUPOBHMLTBA 4NA YacTuHU abo
BCbOr0 BUPOGHNYOro NpoLiecy roToBOro fikapCbKoro
3acoby (AinbHMLA, Ha Sk NpoBoAATbLCS By ab-SKi
BMPOGHWYI cTagii, 328 BUHATKOM BUMYCKY Cepil,
KOHTPOJO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, ANt HECTEPUIbHUX Nikapcbkux 3acobiB) -
BBeOEHHs 404aTKOBOI AinbHUUI BUpobHuuTBa AT
"Codpapma", Byn. InieHcbke woce, 16, Cogis, 1220,
Bonrapis - ginbHUUS, Ha 5K NPpoBOAATLCS Byab-AKi
BMPOGHWYI CcTagii, 328 BUHATKOM BUIMYCKY Cepil,
KOHTPOJO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, ANs HECTEPUIIbHUX MiKapCbKNx 3acobiB;
3MiHu | Tuny - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui
3aci6. 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHSA
[04aTKOBOI AiNbHULI BUPpOOHMLTBA AN YacTuHU abo
BCbOro BUPOBGHMYOro NpoLEecy roTOBOrO NikapCbKoro
3acoly (AinbHULA ANA NEPBUHHOIO NaKyBaHHS) -
BBEOEHHS A0A4ATKOBOI AiNbHULUI BUpobHuutea AT
"Codpapma", Byn. InieHcbke woce, 16, Codis, 1220,
Bonrapis Ans nepBUHHOrO NakyBaHHS NikapCbKoro
3aco0y; 3MiHu | Tuny - 3miHu 3 gKocTi. [oToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiNbHULI BUpobHMUTBA ANns
YacTuHu abo BCbOro BUpOGHUYOro NpoLiecy roToBOro
nikapcbkoro 3acoby (QinbHWULSA ANt BTOPUHHOIO
nakyBaHHs1) - BBEE€HHS1 JOAATKOBOI OiNbHUL
Bupo6HuuTBa AT "Codpapma”, Byn. InieHcbke Lwoce,
16, Codist, 1220, Bonrapist Ans BTOPYHHOIO
nakyBaHHs nikapcbkoro 3acoby. 3MiHu BHeCeHi LWoao
BBEAEHHS 10AATKOBOI AiNbHUL BUPOOHMLTBA
nikapcbkoro 3acoby, sik HAacnigokK - 3aTBEPAXKEHHS
TEKCTY MapKyBaHHS1 YNakoBKW AN 4OAATKOBOI
BUPOOHMYOT AinbHULi; 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHULITBI.
3miHa po3Mipy cepii (Bk4akoum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLeHHs 4o
10 pasiB NOPIBHSIHO i3 3aTBEPKEHNM PO3MIPOM) -
36inbLUeHHs 3aTBEPAPKEHOro po3Mipy cepii FoTOBOro
nikapcbkoro 3acoby (miHimanbHa cepis: 640 000
TabneTok, BKpUTMX 0GONOHKO (288 Kr); MakcumarnbHa
cepisi: 2 560 000 TabneTok, BKpUTX 0BOMOHKOHO (1
152 kr))

be3
peuenma

UA/2773/01/01

16.

JIOPOEC®

TabneTkun BKPUTI
00onoHkKoto no 5 wr,
no 10 Tabnetok y
6nictepi, no 1, 2 abo 3

HOBEJT INAY
CAHAI BE
TIIKAPET
AL

TypeyuuH
a

HOBEJ INTAY CAHAT BE
TIIKAPET A.LL.

TypeyumHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
YTOUYHEHHS1 YMOB BiAinycKy nikapcbkoro 3aco6y B
Hakazi MO3 Ykpainu 2272 Big 20.10.2021 B npoueci
BHeCEHHSA 3MiH (3MiHu | TMny - 3MiHK 3 AKOCTI.

6e3
peuenma

UA/11552/02/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4YeHHs1
GnicTepu y KapTOHHIN [oToBMI Nikapcbkui 3aci6. Cuctema
ynakoBLji KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa po3mipy
yNaKoBKW roTOBOrO fikapCbKoro 3acoby (3miHa
KinbKoCTi ognHULb (Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3mMiHa nosa Aiana3oHoMm
3aTBEPKEHNX PO3MIPIB YNAKOBKM - BBEAEHHS
AofaaTkoBoi ynakoBka nikapcekoro 3acoby Ne 10 (10x1)
y 6nictepax, 6e3 3MiHV NePBUHHOMO NakyBasbHOro
mMaTepiany, 3 BignoBigHUMK 3MiHaMu B po3Aini
«YnakoBka». 3MiHM BHECEHI B IHCTPYKLit0 Ans
MeAMYHOTO 3acTOCYBaHHS Nikapcbkoro 3acoby y
po3ain "YnakoBka", sk Hacnigok nosisa 4OAATKOBOrO
nakyBaHHs1). Pepakuis B Hakasi: 3a peLenTom.
3anponoHoBaHa pefakuis: 6e3 peuenTa.
17. | HOKCA®IN® cycneHsisi oparbHa, Mepk Lapn i LLsenuapi BUPOBHUK Kanapa/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | 3a UA/9269/01/01
40 mr/mn; no 105 mny Hoym IOEA a Hepo3dacoBaHoi PpaHuis/ TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHA | peyernmom
dnakoHi; no 1 m6X npoaykLuii, nepBuHHe Benbrisa Ta/abo agpecy 3asiBHMKa (BNacHWKa peecTpauiiHoro
nakoHy 3 MipHOLO nakyBaHHs: laTeoH noceigyeHHs) 3miHa agpecu 3asiBHUKa (BracHuKa
TNOXEYKOI Y KAPTOHHIN IHk., KaHaga; BTOpuHHE peecTpauinHoro noceigyeHHs) 3miHu | Tuny - 3miHn
Kopooui nakyBaHHs1, BUMYCK wono 6e3snekn/edeKTMBHOCTI Ta papmakoHarnagy.
cepii: BBeneHHs abo 3miHM A0 y3aranbHEHNX AaHUX Npo
CEHEKCI HSC - cuctemy chapmakoHarnsaay (BBeAeHHS y3aranbHeHNX
EPYBIJIb CEHT KIIEP, AaHuX nNpo cuctemy hapmakoHarnsgy, aMiHa
®paHuis; WepiHr-Nnay yMNoBHOBaXeHOi 0cobu, BiAnoBiganbHoI 3a 3A4iNCHEHHS
Jlabo H.B., benbris bapmakoHarnsgy; KOHTakTHOI ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHa Big
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsaay (BKIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danna cuctemm
dapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOoi 0cobu 3asBHMKa, BiAMOBIAANLHOI 3a
dapmakoHarnag,.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa MicLie3Haxo4XXeHHs MacTep-
hanna cuctemu hapmakoHarnagy.
18. | MPOCTAKEP kancynu no 320 wmr; no META TainaHg BMPOGHMK in bulk, Tainang BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/11072/01/01
10 kancyn y nicTepi; NANOCAVEH BUMNYCK Cepii i KOHTPOINb TMny - AGMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
no 1, 3abo 6 CI3 Mabnik akocTi: Mera Ta/abo agpecu MicLs NPOBamMKEHHS OiSnbHOCTI
GnicTepiB y KapTOHHil KomnanHi NawvdcaneHcia Mabnik BMPOGHVKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
Kopobui Nimiten Komnawi Nimitea, BKITHOYAK04M AiNbHULL BUNYCKY cepii abo micue
TainaHa; BUpo6HWK in NpPOBEAEHHS KOHTPOIHO SIKOCTI. (QisNbHICTb, 3a sKy
bulk, nepBuHHe i BifNoBigae BUPOOHUK/iMNopTEp, HE BKITHOYaK4M
BTOPVHHE NaKyBaHHS: BUMYCK Cepiit) - 3MiHa B agpeci BupobHuka M3 Mera
Mera JlandcaineHcis TNandcaieHcia Ma6nik Komnawi Mimiten, TainaHg
Mabnik Komnawi Nimitea, (BMpOOHKK in bulk, NnepBuHHE | BTOPMHHE MaKyBaHHS),
Tainang 6e3 3miHn micus BupobHuuTBa (BBeaeHHs 3miH
npoTArom 6-Tu MicsiLiB nicnsi 3aTBepaXKEeHHS)
19. | NPOTOMUK ma3sb 0,03 %; no 10 r JIEO dapma NaHis JIEO Na6opatopic IpnaHgis BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3a UA/7779/01/01
abo no 30 r, abo no 60 A/C Jlimiten (BUpoBHULTBO YTOYHEHHSA [03YBaHHA JlikapCbKOro 3aco6y B

peuyernmom
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n 3acoby ynakoeka) noceio4YeHHs1
ry Ty6i; no 1 1y6i B 32 MOBHMM LIMKITOM) Hakasi MO3 Ykpainu 2272 Big 20.10.2021 B npoueci
KapTOHHiN kopobui BHECEHHS 3MiH (3MiHu | Tuny - 3MiHK Wwono
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHNX AaHUX Npo
cuctemy chbapmakoHarnsay (BBeAeHHS y3aranbHeHnX
AaHUX Npo cuctemy apMakoHarnsagy, amiHa
YMNOBHOBaXeHOi 0cobu, BiAnoBiAanbHoi 3a 3A4iNCHEHHS
hapmMakoHarnsagy; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHa Big
YMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoi 3a 34iNCHEHHS
hapmakoHarnsay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHI MacTep-chaiina cuctemu
apmakoHarnsay) - 3MmiHa KOHTaKkTHOi ocobu
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnag B YkpaiHi. [ponoHoBaHa pegakuisi:
[anHinosa Jlaprca BonogumumpisHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0cOBU YNoBHOBaXeHOT ocobun
3asiBHUKA, BiANOBiAanNbHOI 3a hapMakoHarnsag B
YkpaiHi). Pegakuis B Hakasi: ma3b 0,03 %, 0,1 %.
3anponoHoBaHa pegakuif: masb 0,03 %.
20. | PE3OINOBIH PO34UH ANS iH'eKUiN, TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | 3a UA/13033/01/02
1500 MO (300 mkr "BIO®APMA MNA3SMA" TMny - 3MiHK 3 gKocTi. [0TOBMI Nikapcbkuin 3acib. peuernmom
iMyHOrno6yniny); no 2 MNA3SMA" (BupoBHULTBO, 3MiHu y BUpobHMUTBI. 3amiHa abo BBeOEHHS
mn B amnyni, no 1 abo nepBYHHE NaKyBaHHS,; [04AaTKOBOI AiNbHULI BUPOOHWULTBa ANd YacTuHW abo
3, abo 5 amnyn B BMPOGHWLITBO, MEPBUHHE BCbOrO BUPOBHMYOro NpoLEeCy roTOBOrO NiKapCbKoro
nauyui Ta BTOPVHHE NaKyBaHHS, 3acoby (AinbHULA ANS BTOPUHHOMO NaKyBaHHS) -
KOHTPOIb SIKOCTi, BUMYCK BBEOEHHS OAATKOBOI AiNbHUL NS BTOPUHHOIO
Cepil; KOHTPOIb AKOCTI); nakyBaHHs
BTOPVHHE NaKyBaHHS:
TOB "®3 "BIO®APMA,
YkpaiHa
21. | PE3OIMMOBIH PO34uH ANs iH'eKUin, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/13033/01/01
1500 MO (300 mkr "BIO®APMA MNA3SMA" TMny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3acib. peuenmom
iMyHorno6yniny); no 1 MNA3MA" (BUpoGHMLTBO, 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAEeHHS
mn B amnyni, no 1 abo nepBrYHHE NaKyBaHHS; [04aTKOBOI AinbHULI BUpoOHULTBA Ans YacTuHK abo
3, abo 5 amnyn B BMPOGHWLITBO, MEPBUHHE BCbOro BUPOBHMYOro NpoLecy roTOBOro NikapCbKoro
navui Ta BTOPVHHE NaKyBaHHS, 3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS) -
KOHTPOSb SIKOCTI, BUNYCK BBeAEeHHS 40AaTKOBOI AiNbHULI ANs BTOPUHHOIO
Cepil; KOHTPOIb AKOCTI); nakyBaHHs
BTOPVHHE MNaKyBaHHS:
TOB "®3 "BIOPAPMA,
YkpaiHa
22. | PUHA3ONIH® cnpei HasanbHuiA, 0,5 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu | be3 UA/7191/02/01
mr/mn no 15 mny TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenma

naKkoHi
nonieTMneHoBoMy,
3abe3neyeHomy
Hacagkoto 3
[03aTOpPOM i 3aXUCHUM
koBnaykom abo no 10

3MiHn y BUpOGHMUTBI. 3MiHM y npoLieci BUPOOHMLTBA
roTOBOIO fiKapCbKoro 3acoby, BKMOYaoun NpoMiKHUIA
NMPOAYKT, LLO 3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToOBOro MikapCbKoro 3acoby (He3HayHa 3MiHa y
npoteci BUpo6GHMLTBA) 3MiHa y Npoueci BUpoGHMLTBa
N3 y nonieTnneHoBMX Ta CKNsiHMX dNakoHax,
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My OnakoHi 30KpeMma: BUIy4eHO KOHTpOsb «LlinicHicTb dinbTpis,
CKIITHOMY GpyHaTHOro TemnepaTypa Ta 4ac ctepwnisauii pinbTpauinHoi
KOnbopYy, yCTaHOBKM, TemnepaTtypa po34uHy» Ha cTagii
3abe3neyeHomy «PinbTpaLis po3unHy», siki He € HeOBXiAHUMM MpY
HacocoM-403aTopoMm 3 BWUIOTOBIIEHI HECTEPUIBHOI Nikapcbkoi hopmu. 3MiHu |
po3nunoBavyemM TMny - 3MiHK 3 siKoCTi. [0TOBMI Nikapcbkui 3acib.
HasanbHoro Onuc Ta cknag. 3MiHa y cknagi (BonoMiKHMX
npu3HayeHHs; no 1 peYvoBMHax) roToBOro Nikapcbkoro 3acoby (iHLwi
hnakoHy B nauui 3 [OOMNOMiXHi peyoBMHK) - 3aMiHa ogHIET [ONOMIXKHOI
KapToHy PEYOBUHM Ha iHLY 3 TUMWU CaMUMU PYHKLLIOHANbHUMM
XapakTepucTukaMu Ta Ha TOMy CaMOMY PiBHI - 3aMiHa
[OOMOMiXXHOI peqoBUHM Boda Ans iH eKUi Ha Bogy
OYMLLEHY.
BBEAEHHS 3MiH NpOTArom 6-Tv MicsuiB nmicnsi
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. [oToBMIA
nikapcbkui 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepBUHHIN yNakoBLi rOTOBOro fikapcbkoro 3acoby (Tun
KOHTerHepa abo foaaBaHHS HOBOMO KOHTEMHepa) -
TBepai, M'AKi Ta HecTepunbHi piaki nikapcobki opmu -
BBEAEHO anbTepHATUBHUN BUA NEPBUHHOIO
nakyBaHHsi, @ came: PNakoHu CKsAHi BpyHaTHOro
Konbopy 3abesneyeHi Hacocamu-go3aTopamu 3
po3nunioBaveM HasanbHOro NPU3HaYeHHs.
3MiHN BHECEHI B iHCTPYKLiO ANS MEANYHOro
3aCcTOCYBaHHS Nikapcbkoro 3acoby y posainu "Cknaa"
(monomixkHi peyoBMHM), "YnakoBka" 3 BignoBiaHUMM
3MiHaMK B TEKCTi MapKyBaHHS ynakoBoK. 3miHu | Tuny -
3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLi 3MiHW) BHECEHHS 3MiH [0
Cneuudikauii/MeToais Bunpo6ysaHHs 113, 3okpema:
BBEOEHHS OOATKOBOro 06'eMy BMICTY (hnakoHy - He
MeHwe 10 mn.

23. | CIHOPAHON® TabneTku 3AT YropwuHa BUMNYCKHUIN KOHTPOIb: YropuuHa/ BHECEHHS 3MiH 10 peecTpauiiHiX maTtepianis: 3a UA/14842/01/01
NPOOHroBaHoI Aji No dapmaueBTny 3AT dapmaueBTU4HNUIA Mpeuis BunpaBneHo TexHi4Hy MOMWIKY Yy JOAATKOBOMY TEKCTi | peyernmom
2 wmr, no 14 Tabnetoky HWUIA 3aBO[, 3aBop ElC, YropwuHa; MapKyBaHHs1 BTOPMHHOI YNaKoBKM IikapCbKOro 3acoby
6nicTepi; no 2, 4 abo 6 ErIC MOBHUI LMK ONs BCiX BUAIB YNakoBOK Ha BCi 4O3YBaHHS
GnicTepiB y KapTOHHil BMPOGHMLTBA,
ynakoBLi BKITHOHA04M BUMYCK

cepii: PAPMATEH C.A,,
peuist; NOBHUIA LK
BUPOOHMLTBA,
BKIIIOYa04M BUNYCK
cepii: PAPMATEH
IHTEPHELUHN C.A,,
peduis

24. | CIHOPAHON® Tabnetku 3AT YropwumHa BUMYCKHWIA KOHTPOJb: YropwuHa/ BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3a UA/14842/01/03
NPOIOHroBaHoI Aji No dapmaueBTny 3AT dapmaueBTU4HNIA Mpeuis BunpaBneHo TexHi4YHy MOMWIKY Y JOAATKOBOMY TEKCTi | peyenmom
4 mr; no 14 TabneTok y HWUW 3aBOg 3aBog ElC, YropwuHa; MapKyBaHHS1 BTOPMHHOI YNakoBKW Nikapcbkoro 3acoby
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6nictepi; no 2, 4 abo 6 Erc MOBHUA LKA Ans BCiX BUAIB YNakoBOK Ha BCi fO3YBaHHS
GnicTepiB y KapTOHHil BUPOGHMLTBA,
ynakoBLi BKITHOYA04M BUNYCK
cepii: PAPMATEH C.A,,
"pewis; NOBHUIA LUK
BUPOOHMLTBA,
BKITHOYA04M BUNYCK
cepii: PAPMATEH
IHTEPHELUHN C.A.,
peuis
25. | CIHOPAHON® TabneTkn 3AT YropwuHa BWNYCKHUIN KOHTPOIb: YropwuHa/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/14842/01/04
NPOSIOHroBaHoI Aji no dapmanesTny 3AT dapmaueBTUYHMI Ipeuia BunpasneHo TexHiYHY NOMWIKY Y 4OAaTKOBOMY TEKCTi | peuernmom
8 wmr, no 14 TabneTok y HWI 3aBOf, 3aBog ElC, YropwuHa; MapKyBaHHS1 BTOPMHHOI YNaKkoBKW NikapCbKoro 3acoby
6nictepi; no 2, 4 abo 6 Erc MOBHUW LMKN ANs BCiX BUAIB YNaKOBOK Ha BCi fO3yBaHHS
GnicTepiB y KapTOHHil BUPOGHMLTBA,
ynakoBLji BKITHOYA4M BUNYCK
cepii: PAPMATEH C.A,,
[peuia; NOBHUI LMKN
BMPOBHMLTBA,
BKITHOYA4M BUNYCK
cepii: PAPMATEH
IHTEPHELUHN C.A,,
peuis
26. | TYTIHA PO34MH Ons iH eKLiN, Tynin a6 IHpia Crepwun-[xeH Nand IHpia BHECEHHS 3MiH O peecTpaLuinHUX maTepianis: 3miHu | 3a UA/8117/01/01
100 mr/mn; no 5 mn B MpamsiT Canencms (M) Nta TMny - 3MiHK 3 gKoCTi. [0TOBMI NiKapcbkuin 3acib. peuernmom
amnyni; no 5 amnyn B Nimiteq 3MiHu y BUpo6HMUTBI. 3amiHa abo BBeOEHHS

notky 3 MNBX; koxeH
NOTOK B yMakoBLii 3
KapToHY

[04aTKOBOI AinbHULI BUpOOHULTBA Ans YacTuHK abo
BCbOro BUPOBHMYOro NpoLecy roTOBOro NikapCbKoro
3acoby (QinbHWLSA, Ha Sk NpoBOAATLCS Byab-sKi
BUPOGHMYI cTagii, 338 BUHATKOM BUMYCKY cepii,
KOHTPOJI0 AIKOCTi Ta BTOPUHHOIO MNakyBaHHS Ansi
CTepunbHUX nikapcbknx 3acobiB (BkNoYvaoumn
BMPOGEHi acenTu4HUM METOAO0M), KpiM NikapCbKux
3acobiB 6ionoriYHOro/iMyHONOrYHOro MOXOAXKEHHS).
CynyTHS 3MiHa - 3MiHUM 3 AKOCTI. F0TOBUIA NikapCbKWn
3aci6. 3MiHKM y BUpobHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AiNbHULI BUPOOHULTBA ANA YacTuHU abo
BCbOro BUPOBHMYOro NpoLecy roTOBOrO NiKapCbKoro
3acoby (AinbHULA ANS BTOPUHHOIO NaKyBaHHS) - 3MiHa
BMPOGHMKa roTOBOrO NikapcbKoro 3acoby,
3aTBepakeHo: Aurobindo Pharma Limited, India;
3anponoHoBaHo: Steril-Gene Life Sciences (P) Ltd.,
India. 3miHwn | Trny - 3minn 3 akocTi. FoToBUIA
nikapcbkui 3aci6. 3MiHM y BUpOBHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOTO NiKapCbKoro 3acoby (3amMiHa
abo nogaBaHHst BUPOOHUKA, LLO BignoBigae 3a
BBE3EHHs Ta/abo Bunyck cepii) - Bknrovatoun
KOHTponb/B1nNpobyBaHHs cepii. 3MiHa BUpoGHWKa
rOTOBOrO MiKapCbKOro 3acoby, 3aTBEpIKEHO:
Aurobindo Pharma Limited, India; 3anponoHoBaHo:
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Steril-Gene Life Sciences (P) Ltd., India , wo
BiAMNOBigae 3a BUPOBHMLTBO Ta BUMYCK Cepil,
BKI1H04aK4M KOHTPOMb/BUNPOOYBaHHS cepii.
27. | YPCOCAH® kancynu no 250 mr no MPO.MEA.LIC Yecbka BCi cTagii BUpobHMLTBA, Yecbka BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu | 3a UA/3636/01/01
10 kancyn y 6nicTepi, Mpara a.c. Pecnybnik KOHTPOIb SKOCTi Ta Pecnybnika | Tuny - AgMmiHicTpaTuBHi 3MiHW. BunyyeHHs BUpoGHMYOi | peyenmom
no 1 abo 5, abo 10 a BMNYCK cepii: AinbHWLUI (BkNoYatoun ginbHuLi ans APl npomixxHoro
6nicTepiB y KapTOHHIl MPO.ME[.LC Mpara npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuLi
KopobLi a.c., Yecbka ANSA NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,

Pecny6bnika; nepBuHHe i
BTOPVHHE NaKyBaHHS:
CBYC dapma a.c.,
Yecbka Pecny6nika;
nepBUHHE | BTOPUHHE
nakyBaHHsI:
KOO®APMA c.p.o.,
Yecbka Pecnybnika;
KOHTponb sikocTi: AJIC
Yecbka Pecny6nika,
C.p.o., Yecbka
Pecny6bnika;

BiANOBIgansHOro 3a BUNYCK Cepin, Micue NpoBeAeHHs!
KOHTpOto cepii) abo noctayanbHUka BUXiZHOTO
marepiany, peareHTy abo JONOMiIKHOT peYOBUHU

(SIKLLO 3a3HaYeHO y [OChE) BUITyYEHHS] BUPOOHMKA
XeHHir ApuHanmittens Tm6X i Ko.KI', HimeuunHa /
Hennig Arzneimittel GmbH & Co.KG, Germany
BBegeHHst 3MiH NpoTArom 6-tn micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOI AinbHULI (BKITHOYA04M
AinbHWUi anst A®I, npomixkHoro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS
nakyBaHHs1, BUpOOHWKa, BiANoBiAanbHOro 3a BUMycK
cepii, mMicLe NpoBeaeHHs KOHTPorto cepii) abo
nocTayarnbHviKa BMXiQHOrO maTepiany, peareHTy abo
[OMOMIKHOI pe4OBUHU (SKLLO 3a3HaYeHO y [OChE)
BunyyeHHs BupobHuka A®I PHARMAZELL GmbH,
Himeyumna (Site of production PHARMAZELL
SCHWEIZ GMBH, Oristalstrasse 65, Switzerland-4410

Liestal) BBegeHHs 3miH npoTsrom 6-Tu micsuis nicnsi

3aTBEPAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUNy4YeHHs cepTudikara

BignoBigHocTi €Bponeicekini hapmakonei: ans Adl;
Ons BUXigHoro matepiany/peareHTy/npoMixKHOro

NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;

[Onsi JONOMiXHOI peqoBUHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBneHnn ceptudikar
Bif] y>ke 3aTBEepAKEeHOro BUpOoOHuMKa - MNMogaHHsA
OHOBMEHOro cepTudikaTy BiANoBiAHOCTI EBpONEChKin
dapmakonei R1-CEP 1999-047-Rev 07 (nonepefHs
Bepcia R1-CEP 1999 -047-Rev 06) Ha AdI
YPCOZEOKCUXONEBA KUCIOTA, Y 3B’A3KY 3i 3NMUTTSM
komnaHii PCA S.P.A. Ta ICE S.P.A., Ha3By koMmnaHii

Prodotti Chimici E Alimentari S.P.A. 6yno amiHeHo Ha

ICE S.P.A., Itanis BBegeHHst 3MiH npoTsiroM 6-Tu
MicauiB nicnst 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHu 3
skocTi. CepTtudikaT BignosigHocTi/l'E-cepTudikat
BiAMNOBIgHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi €Bponenchkini hapmakonei: ans AdI;
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

ANns BUXiAHOrO MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHMLTBI ADI;
Onsi JONOMiXXHOI peqyoBuHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hbapmakonei) - OHoBneHWn ceptudikar

Bif YK€ 3aTBEpKEHOr0 BMPOOHUKA - MNoaaHHs
OHOBMEHOro cepTudikaTy BiANoBiAHOCTI EBpONEChKiN
dapmakonei RO-CEP 2018-115-Rev 01 (nonepefHs
Bepcig RO-CEP 2018-115-Rev 00) Ha AdI
YPCOOEOKCUXONEBa KMCIOTa, Bif BXe 3aTBEPAXKEHOIO
Bupo6Hka PHARMAZELL GmbH, HimeuyunHa
BBegeHHs 3miH npoTArom 6-Tv MicauiB nicnsi
3aTBEPKEHHS.
3miHu | TMny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/amiHu,

LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSIO SKOCTI
roTOBOrO fikapcbKoro 3acoby (3amiHa abo AogaBaHHS

OiNbHULI, Ha SAKi 30iACHIOETLCS
KOHTpoOnb/BUNpobyBaHHs cepii) JonaBaHHs
BMPOBHMKa, WO BiAMOBIAAE 3a 3AiNCHEHHS KOHTPOIIO
sikocTi [T13 AJIC Yecbka Pecnybnika, c.p.o., Yecbka

Pecny6nika / ALS Czech Republic, s.r.o., Yecbka

Pecnybnika BBegeHHs1 3MiH npoTarom 6-tu micsiuis
nicns 3aTBepAXEHHSI.

28.

DJIYKOHA3O0MN

kancynu no 50 mr, no
7 abo 10 kancyn y
onictepi, no 1
6nictepy B kopobui 3
KapToHY

TOB
"Actpadapm”

YkpaiHa

TOB "AcTtpadapm"”

YkpaiHa

BHECEHHS 3MiH O peeCTpaLlinHUX maTepianis: 3miHu |
TUMY - 3MiHW BHECEHi A0 IHCTPYKUIii ANS MeAnYHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnumeocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepion BariTHOCTI
abo rogyBaHHsa rpyaato”, "Mobivni peakuii” BionosigHO
[0 OHOBIEHOI iHbopMaLlii Wwoao 6e3neku aioyoi
peyYoBUHM

3a
peuenmom

UA/9065/01/01

29.

®JIYKOHA3O0N

kancynu no 100 mr, no
10 kancyn y 6nicTepi,
no 1 6nictepy y
KopobLi 3 KapTOHY

TOB
"Actpadapm”

YkpaiHa

TOB "Actpadapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3MiHu |
TUMY - 3MiHW BHECEeHi A0 iHCTPYKLii ANs Megu4Horo
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactmsocTi", "OcobnuneocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogysaHHs rpyaar”, "MNobiynHi peakuii” BianosigHo
[0 OHOBIEHOT iHcbopMmaLii Lwoao 6esneku aitoyoi
peYOBUHM

3a
peuernmom

UA/9065/01/02

30.

®JIYKOHA30N

kancynu no 150 wmr, no
1 kancyni B 6nicTepi;
no 1 abo no 2, abo no
3, abo no 4 6nictepun y
KopoO6LUi 3 KapTOHY

TOB
"Actpadapm”

YkpaiHa

TOB "AcTtpacapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TUMY - 3MiHW BHECEeHi A0 iHCTPYKLii ANs Meau4Horo
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu
"dapmakonoriyHi BnactmsocTi", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaat”, "MobivHi peakuii” BianosigHo
[0 OHOBIEHOI iHhopMaLii LWofo 6esneku Aitoyoi

3a
peuernmom

UA/9065/01/03
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

peYvoBUHU

31.

XEJINEKC®
AHTUKONQ

Tabnetku in bulk: no
5000 TabneTtok y
noagiiHoMy
nonieTMneHoBoMy
nakeTi B KOHTeNHepi

Mosi Xenc
m6X

LLsenuapi
a

CaBa Xenckea Jlta,
IHgis;
Megiton
dapmacktoTikan Jltg,.,
YropwmHa

Inpis/
YropwmHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
YTOUYHEHHSA peecTpauinHoro Homepa B Hakasi MO3
Ykpainu Ne 1922 Big 10.09.2021 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - NogaHHA OHOBMEHOrO
ceptudikaTy BignosigHocTi € No. R1-CEP 2002-020-
Rev 08 ana A®I napauetamony Bif 3aTBEpAXKEHOro
BMpobHuKka Farmson Pharmaceutical Gujarat Private
Limited, India Ha 3amiHy cepTudikaTy BiANOBIAHOCTI
€® No. R1-CEP 2002-020-Rev 07; 3i 3MiHOO Ha3Bu Ta
BMPOGHMYMX NOTY>KHOCTEN BUPOOHWKA Y BiANOBIAHICT
[0 OHOBINEHOrO cepTudiKaTy BiANOBIAHOCTI
€Bponelicbkint hapmakonei; 3amiHu | TUNy - nogaHHA
OHOBJIEHOrO cepTudiKaTy BiANOBIAHOCTI EBPONENCHKI
dapmakonei (R1-CEP 2008-154-Rev 01) Ha ADI
xnopdeHipaMiHy ManearT Bif BXe 3aTBEpAKEHOro
BMpob6Huka Supriya Lifescience Ltd., India Ha 3aminy
cepTudikaTy BignosigHocTi € No. R1-CEP 2008-154-
Rev 00; 3i 3miHOI Ha3Bu BUPOBHWKa Y BiANOBIAHICT
0o ceptudikaty BianoBiaHOCTI €BpONenchKin
dapmackonei). Pepakuis B Hakasi: UA/9864/01/01.
3anponoHoBaHa peaakuis: UA/9664/01/01.

UA/9664/01/01

32.

LUMPO®IIOKCA

LMH

PO34MH ANs iHdy3in, 2
mr/mn; no 100 a6o 200
My nnswdi, no 1
NnsWwyi B naywj; no
100 abo 200 mn y
nnswkax, no 100 abo
200 mMn y KOHTerHepax

TOB "HOpis-
dapm”

YkpaiHa

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLlinHUX maTepianis: 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakTrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
ANs MEeAUYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHuin nepioa, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 4OCMIMKEHb, MPOBEAEHUX
BiQMOBIAHO 0 NnaHy neaiaTpuyHux gocnigxeHs (PIP)
(3MiHy y3rogxeHo 3 KOMNETEHTHUM YNOBHOBaXEHNM
opraHom) - 3MiHN BHECEHO A0 IHCTPYKLii Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
po3aginie "OcobnueocTi 3acTocyBaHHSA" Ta "MM0GIYHI
peakuii" BignoBigHO 4O OHOBMEHOI iHpopmallii 3
6e3neku A[ityoi pe4oBMHM Nikapcbkoro 3acoby. 3MiHu
BHeceHo Ao KopoTkoi xapakTepucTukn fnikapcbkoro
3acoby go po3aginis "Ocobnuei 3acTepexeHHs Ta
3anobixHi 3axoam npu 3actocyBaHHI" Ta "MNoBivHi
peakuii" BignoBigHO 40 OHOBMEeHoI iHpopmalii 3
6esneku Aitoyoi pevyoBUHM MikapcbKoro 3acoby.
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS; 3MiHU | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
KOPOTKIi XapaKTepuCTULLi Nikapcbkoro 3acody, TEKCTI
MapKyBaHHs Ta IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHSA reHepuU4HUX/ribpuaHmx/6ionoaidoHnx

3a
peuernmom

UA/3643/01/01
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Ne Haszea Popma eunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4YeHHs1
nikapcbkux 3acobiB Micns BHECEHHsI Tiei camoi 3MiHK
Ha pedepeHTHWIA Npenapar (3MiHa He noTpebye
HaAaHHS >XOAHMX HOBUX JOAATKOBUX AAHUX) - 3MiHN
BHECEHO A0 IHCTPYKLiT ANS MeanYHOro 3acTocyBaHHS

nikapcbkoro 3acoby Ao po3aginy "Moka3aHHs", a Takox
0o posginis "®apmakornorivyHi BnactusocTi”
(yTouHeHHs), "MpoTunokasaHHs", "B3aemogis 3
iHLWKXMKM nikapcbkuMK 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"8acTocyBaHHs y nepiof BariTHOCTi abo roayBaHHs
rpyAaAal" (YTouHeHHs), "3aaTHIiCTb BNnMBaTh Ha
LIBUAKICTb peakuii Npu kepyBaHHi aBTOTPaHCMOPTOM
abo iHWwuMK mexaHismamun", "Cnocib 3actocyBaHHS"
(yTouHeHHs), "Mepeno3yBaHHs", "NobiYHI peakuii”
BiANOBIQHO 4O OHOBNEHOI iHGopMaLiil pedbepeHTHOro
nikapcekoro 3acoby Ciprobay 200 mg, 200 mg/100 ml,
Infusionslosung (B YkpaiHi He 3apeecTpoBaHuii). 3miHn
BHeCEeHO A0 KOpOTKOI XapakTepUCTUKM NiKapCbKOro
3acoby Ao po3ainy "TepaneBTUYHI MoKa3aHHA"
(BUNYYEHO NoKa3aHHA: HeYCKNagHEeHWIn rocTpun
LMCTUT; FTOHOKOKOBUIN YPETPUT i LepBilnT,
CNpUYUHEHNI YyTnnBnMm Wwtamamm Neisseria
gonorrhoeae), a Takox o po3ainis "[o3sm Ta cnocid
3acTocyBaHHs" (YTOUHeHHS), "lMpoTunokasaHHs",
"OcobnuBi 3acTepexxeHHs Ta 3anobixHi 3axoamn npu
3acTocyBaHHi", "B3aemogis 3 iHLWMMKY nikapCbKummn
3acobamu Ta iHWi Buan Baemogint”, "3actocyBaHHs

"BnnuBe Ha 3A4aTHICTb KepyBaTh TPAHCMIOPTHUMM
3acobamu abo npauoBaTy 3 iHLWLMMUK
aBTOMaTM30BaHMMK cuctemamu”, "MobivnHi peakuii”,
"Mepeno3yBaHHs", "®apmakonorivyHi BnacTuBocTi"
(yTOYHEeHHs1) BignoBiAHO 4O OHOBMEHOI iHpopMaLlii

200 mg/100 ml, Infusionslosung (B YkpaiHi He

ni Yac BariTHOCTI Ta rogyBaHHA rpyaa"” (YTOYHEHHS),

pedepeHTHOro nikapcbkoro 3acoby Ciprobay 200 mg,

3apeecTpoBaHuii). BBeaeHHs 3MiH npoTarom 6-t1
MicsiLiB Nicns 3aTBEPAXKEHHS.

B.o. N'eHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOrO 3abe3neyYeHHs

IBan SAAIBOPHUX




