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BAUSCH-Health Qelf>

CEPTU®UKAT CEPUMH

Ha3seanue npoaykumu Aprocyabdan

MHH/INN Cynbdaruason cepebpa

Crpana - npoussoautens Monswa

Howmep peructpaunontoro YAOCTOBEpEHHA 1N 014888/01 nata perucrpaunm 24.04.2009, nata
BHECEHHA HiMeHeHH 28.04.2020

HopmatuBHas nokymentauns / Mamenenns Hopmatunbiii nokyment I N 014888/01 - 120410
Mam. Ne. | 11 NO14888/01 - 130810 ot 13.08.2010
Ham. Ne. 2 [T NO14888/01 - 070513 ot 07.05.2013
H3m. Ne. 3 1T NO14888/01 — 121113 o1 12.11.2013
M3m. Ne. 4 T1 NO14888/01 — 021214 ot 02.12.2014

Ham. Ne. 5 11 NO14888/01 - 191015 o1 19.10.2015

=)

Him. Ne. 6 IT NO14888/01 - 110117 o7 11.01.2017
H3m. No. 7 1 NO14888/01 - 120410 ot 10.10.2019
M3m. Ne. 8 TT1 NO14888/01 - 120410 ot 28.04.2020

Aepxatens peructpaumnonnoro y AIOCTOBEPEHHT | OO «Bayws Xencn / Bausch Health LLC.

Wnnoprep / Company Importer 000 «bayw Xenc» / Bausch Health LLC.
Josuposka (akTuBHOCTS) Cyabdaruason cepebpa / 2%
Jlekapcrsennas dopma Kpem ans napysxHoro npumenenus
Pasmep u THn ynakosku 40 r, Ty6a anomuHHeas N |
Howmep cepun : 102131
Pasmep cepun : 16000
JlaTta npoussoacTea 02.2021
ATa OKOHYBHHS CPOKA rOAHOCTH 02.2023 1
Yenosua xpanenns Xpauenne: INpu remnepatype ot 5°C 10 15°C. He
3aMOpaXKHBATh

Hponseoncteentvie nnowankm, y1acreytoiune | I[1pou3BoncTso rotoeoii nekapcTBeHHOMN dhopmbi:

B 11pOLIECCE MPOM3BOACTBA C YKA3AHWEM CTaqMH ®apmsaeon Jelfa A.O.
NPOH3BOACTBA, HA3BAHHMI U (PAKTHUECKHX MecT ul. Wincentego Pola 21, 58-500 Jelenia Géra, MNonblua

HAXOXIEHHS

lepBuunas ynakoska:
®apmsasoa Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Gora, [Moabwa

Bropuunas/morpe6utennckas ynakoexa:
®apmiason Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Gora, lNonbina

[poussoantens (Beinyckatowmii kowtpons KadecTtsa):

Qapmiaeoa Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Gora, Ionewa

121/0036/15 o7 03.10.2017 (Papmzason Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Gora,
MMoabwa)
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Ceptudmkar cootsercTens GMP EU

IWPS.405.33.2019.KKW.T WTC/0036_01 05/58 o1 |
29.03.2019

Ceprudukar cootsercTus GMP RU

GMP-01589/20/PL ot 30.07.2020

KommenTtapuu

«JIns HapyXHOro npUMeHeHN . «CTepunbHo.
«Ilepen npuMenenmem CMOTPHTE HHCTPYKUHION,
«XpaHuTb B HENOCTYNTHOM NS feTeit MecTey.
«lMokazanus: [Tponexunbl, rioitHbie paHbl;
Tpoduyeckue 3861 rosieHn pasnu4Horo resesa:
Huduurposannsie nepmatiTsi; Menkue GhiToBbIe
TpaBMbi (NOpe3bl. ccanrHbl); Oxoru pPa3IHYHOM
cTeneHn6 moboii npupoas»

«Jlns craunonaposy. «TIpUMEHATL B acenTHYecKUX
YCJIOBHAX»,

Mponssonutens-nu AMU, Haspanue, aapec

Cyabatiazon cepe6pa: dapmiasos Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Géra, [osswa

Homep cepun AOH

Cynbatnason cepebpa 100121

CEP

He oTHOCHTCH

PesynbraTel ananusos

B npunoxennn: Ceprudmkar o Kayectse:
Ananus Ne: 40000131334 pbigan 17.03.2021

YITAKOBKA

MolS5rud0rs ANOMUHUEBbLIE, BHYTPH
/1aKHpOBAHHbIE THTOrpadHpoBaHHbIE TyGb1. [To 400 r g
kopobkax u3 nosunponunexa (ans CTaLMOHAPOR).

| Tyby BMecTe ¢ MHCTpYKUMeii no NPHMEHEHHIO
NOMEIIAIOT B KAPTOHHYIO NAaYKY.

I1o 10 kopoGok u3 nonunponunena smecre c
HHCTPYKLIMAMM MO NPUMEHEHHIO 110 YHCAY KOPOGOK
NOMELWAIOT B TPAHCNOPTHYK) KAPTOHHYHO KOPOGKY
(ans ctaumoHapos).

MAPKHPOBKA

B cooteetcteun ¢ HJJ

CPOK I'OJTHOCTH

2 rona

HacTosiumm s NOATBEPAKAAIO, HTO NPHBEAEHHAR BbILE MHPOPMALIMA ABNAETCH NOCTOBEPHOW H TOYHOH.
O1a cepus MPOAYKUHWH NMPpOH3BeaeHa (BKAHOYan YNaKOBKY (MapkMpOBKY) M KOHTpO/b KayecTea) Ha

BbILLCYKA3aHHOR NPOM3IBOACTBEHHON  nJOLWAAKe

(nrowankax) B NOJHOM  COOTBETCTBMM ¢

TpeGoBannamu [lpasun Hawiexaueii NMPOH3BOACTBEHHON NpakTHKH EBpasMiickoro IkoHOMHYeckoro
- COK032 W TpeGOBaHMAMH KOHTPONA KauecTsa ICKAPCTBEHHBIX CPC/ICTB. @ TAKKE B COOTBETCTBHM CO
CHeUHUKALMAMU, conep alUHMHCA B PETHCTPALIHOHHOM 10ChC CTPaHBI-MMIIOPTEPA WAM B J0Che
cneundukaumui Ha nekapcTBeHHbIf MPENapar B c1y4ae NEKapCTBEHHLIX NPENAPaTOB 118 KNMHHYECKHX

HCcneaoBaHMH. 3anucH no NPOHIBOACTBY.

cooTBeTcTBHE TpeGoBaHuaM [lpaBun Haw

3KOHOMHYECKOIro coK3a

by

Edyta Kozlowska

VTIAKOBKE W aHANH3Y NPOBEPEHBI, H YCTAHOBAEHO MX
1eKalel  Npou3IBoOACTBEHHOH npakTuk Eepaswuiickoro

Jata noanucanus: 2021-03-17
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CEPTH®UKAT O KAYECTBE
Ipenapart: APTOCYJIb®AH 2% kpem ana HAPYXKHOTO NpHMeHeHHn 40 I
Cepua Ne: 102131
Mpoussoantens: JELFA S.A.
Ananus Ne: ‘ 40000131334
Cpok roaHocTy: 02.2023
Hirotosnen: 02.2021
AHanH3upoBan: 17.03.2021
Mokasatean TpebGosanun PelyabTatel nenbiTanns
Crepuasnocts (TP XII) npenapar cTepubHbIii COOTBETCTBYET

Coaepxanue kpema B ynakoexe

B CpelHeM (BeCoBo#) e Meree 40,0 [r] 41,0 [r]
Conepxanue kpema 8 1 ynakoske (Beconoii) He meHee 36,0 [r] 40,6 [r]
OnucaHue (BH3yanbHblii) 6enas wan Genas ¢

OTTEHKOM OT PO30BOro
A0 CRETROCEPOrO
OJHOpOAHAA MArKas

Macca COOTBETCTBYET

. Pazmep vactun He 6onee 80 [Mkwm] <75 [mMKm]

pH (noteuiinometpuueckn I'd XII) 65 80 7S

KoauuectenHoe onpenenenue

MeTiLInapariapokcubeHsoara

B | r kpema (B2HKX) 0,460  0.760 [wmr] 0.635 [mr]

Konuuecteennoe onpenenenme

nponuanaparunokcubenloara

B 11 kpema (BDXKX) 0.280 - 0,380 [mr] 0.329 [mr)

Konuuectsennoe onpeaenenue

cyasdatnazona cepebpanoii conu

B | I kpema (THTpHMeTpHYecKHil) 18.0 - 22,0 [mr] 21.0 [mr)

uib(aTHalona cepebpaHoii conn
BT 00

Vi Ay
Moan s,

OCTaTOK Ha pUNbLTpe

TEMHEeT Ha CReTYy COOTBETCTBYET
BbINanaeT KpacHO- OpaHkeRblii

0Ca10K HAH NOABNACTCA KpacHoe

OKpalliiBaHHe pacTBopa COOTBETCTBYET
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CEPTH®HUKAT O KAYECTBE
[penapar: APTOCYIb®AH 2% KpeM A1a Hapy®HOro npumenenus 40 r
Cepusa Ne: 102131
Mponssonntens: JELFA S.A.
“Ananni Noo 40000131334
Cpoxk ronsocTy: 02.2023
Hirotosnen: 02.2021
AHanu3upoBan: 17.03.2021

Mokasatenn

Nonaunkocts
Me€THNaparuapokcnbensoara u

nponuanaparuapokcnbensoara ( B3XX)

Conepxanne cao6oanoro cpebpa
B | I kpema (AAC)

Conepxanue croboanoro
cyashatrazona (TC X)

TpeGosanun PelyaeTars uenvitanns

BPEMEHA Y N1EPAKHBAHUA OCHOBHBIX
IKOB Ha XpOMaTorpaMme
HCIILITYEMOrO pacTBopa MoK HbI
COOTBETCTBOBAT BPEMEHH Y AEPKHBAHIA
MHKOB METHANAparuapokcHGenloaTa w
nponuanaparuapokcubenioata Ha
XpoMarorpamme cTaHaapTHoOro

pacTeopa COOTBETCTRYET
He Gonee 0,100 [mr) 0.030 [mr]
He Bonee 3,0 [%] 0.0 [%]

Cepus COOTBeTCTBYET TpeGoBaHHAM Peructpaunonunoro YaocTosepenna Ne [1 N 014888/01 u HOPMAaTHBHOI
AokyMenTaunn I1 N 014888/01-120410, M3m.: Ne | o1 13.08.10. H3m.: Ne 2 o7 07.05. 13, Uam.: Ne 301 12,1113,

Him.: Ne d 07 02.12.14. Ham Ne5 01 19.10.15, Ne 6 ot 11.01.17. Ne

( Hll ®apm3asona Ennpa A.O. ,QC

701 10.10.19, Ne§ ot 28.04.20
Spec000895/9)

YnoaHomouennoe nuuo no KayecTny
mgr Edyta Kozlowska

A

[{('4



- MHHUCTEPCTBO 3[APABOOXPAHEHHSI
- POCCHHCKOH GE/IEPAIIHI

S Perucrpanmnaoemncropepenge L
JIEKAPCTBEHHOTO Mpenapara Jis MEINUHHCKOro pAMeHeHHs

IT N014888/01

(Homep perucTpaunonnoro YAOCTOBEpEHHUS nea@pmeuﬂpm npenapara) ‘

Héuueuoaaaué Aep#arens (eaafensua) : 06 - i R,
‘ , - itk UIECTBO ¢ OrpAHHYEHHON OTBETCTBERHOCTLIO
PETHCTPAURONHOTO yoCTOBEpERHS el ,, b = 78
JAEKAPCTBEHHOTO npenapara bayu Aenc (000_ Baym Xene I)"_quu?f
Anpec mecTonaxomaenns Repxavenn : : Ea
(Branensua) PErHETPAUHONHOTO YAOCTOBepeHHS 115162, r. Mockea, ya, UlaGonoska, a. 31, cTp. §
 [leKapCTBEHHOrO Npenapara e e - f b
Aata rocyAapeTBeHHON perncTpanuu e T

- [fleKapeTBeHHoro npenapara 2404000

{Cpox AeACTBHE PETUCTPAUNONNOTO
|yaocrosepenun JIEKAPCTBEHHOrO NpenapaTa
Jata sHecenun uimenennii B perucTpauHonnoe
|yROCTOBepenue JIEKAPCTBENHOr0 Npenapara 28.04.2020

(aara 3amenn PerucTpaunoOHHOro
YROCTOBEpeHHn JAERAPCTBEHHOrO npenapara)

Hudopmauus o 3APErHCTPHPOBAHHOM NEKAPCTBEHHOM npenapare;

Geccpouno

: ?‘.’_P@'??‘..";‘_“f?ﬁ‘??!ﬁﬂ! T - Aprocyasdan®

?!CW'“PO&!!QG_ HENATEHTOBAHHO., MK T Seni T
{TPYNITHPOBOYHOE, HAH XHMHYeCKOE Cynsaruason cepebpa
_ {HAWMEHOBAHMe 3

JlexapcrBennas dopma o KPEM 111 HapyXHOTO NPUMEHEHHS
fomme e -

| Mo3uposka ;

KavecrBennsiii cocras H KONHYECTBeHN

BCMIOMOraTe/bHBIX BemecTn

| ®opma BLINYCKa (Mekaperpennas dopma, KPEM L1 HAPYKHOro NpHMeHeHuUs, 2% (1y6a) 15/40 r x|
0BK2, NePBHYHAS yn KOBK®, KOJIH4YecTBO I (navka kapronsas) e S

‘ 0% QopmLI B nepsuuHol KPEM L1713 HapyKHOro NpHMEHeHH, 2 % (kopoika) 400

“Kanecso nepauanoll ynaxonkn 8 |x 10 (kopoSka kapronnas) (an craimonaps)

iy ofi ynaxoske, Kownsextnoers) | :
MATHBHOM ROKyMeHTaLH ~ [TINO14888/01-120410
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| Mpoussonerae
S npenap:m, :

@apmaaon_ﬂ;mpa 0., I‘km @t
‘ 'f_ PharmaceuﬁcaI‘Warks.felth A., Poland
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