BAUSCH-Health

CEPTHOMKAT O KAYECTBE

Haumenosawne ropapa  COHAMAKC valaeTin, noxpairse sbonowsodt 10 pr
Cepun Mo 001231
[powzsommrens; JELFA S.A.
Anann e 40000127143
Cpox ronsocrit 01.2024
Haroronew 01.2020
Anamnnporay 03.02.2020
Mokasatean TpeGonsnun Peayanvate! nensiranns
Onuicanne (BisyansHult): KPYTLC AROSKOBLITYKAME

TAGNETKH CBETTIO - POTOBOIO UBETS

ORHOPOAHMIE NO DKpaCKe

Ha manone Gene COOTHETCTRYET
TosniKocTs THOPHARINHE
ruppoxnopia (V&) CNEXTP NOTNOIWEHNR HEHHITYEMOIO

pacTeopa 8 ofinacyy or 230 g0 280 um

AOMKEH HASCTS MEKS, NP 264 £ 2 Hy

CIEKTP NOTICILEHHA JTTILTYEMOTD

pacrropa b ofinacts ot 280 mo 350 ms

Aomier wMeTs Maxc. npi 315+ 2 nu CODTBETCTRYET
TloanHHHOCTS THOPHARIMHE
rippoxaopuas (TCX) OCHOBHOE MATHO HA XPOMATOIPAMME

HCTILITYEMOTO PACTBOPE N0 NONOMEHHIO

AOMKHO CODTBETCTEOBATL OCTIOBHOMY

NSTHY HA XPOMATOTPARME CTAHOAPTHOIO

pacreopa (1). COOTRETCTRYCT
Cpeanas sacca Tabncrxn {(secosolt) 0,08 -0,1[r} 0,10 [r]
Orrnonene or cpeanell Maces)
(seconoll) 18 13 20 - orxnonenne or cpemnell Macch

ne Gonee wem ua k 15 %,;

2 113 20 - otknonenue ot cpeaneli macen

He Gonee veM na £ 30 % 84 %)
Pacnapaenoets (Cd X1 ¢ anckamn) He Gomes 30 [musn], <9 [mMpn].
Pactsopenne (Cnextodoronerpss) He menee 75 [36] vepes 60 man 101,2 [%])
Moctporubie npimecy (TCX)
- 0nha HeHBneTHpHLKPOBANITan npiMecs  We Ganee 0,5 [%) 0,0{%]
- OCTANBULIE HOHHASTHGHUNPORAHHEIE

npuMecst ae Gonee 0,2 [%] 0,0 [%]

Cymsa npivceedt He Gonee 2,0 [%] 0,0 [%)
Jona wepacts. 8 cansnol Kicaore
(T X1) e Gonee 20,0 [%] 16,7 [%]
OnHoponrOCTS KOIPOBAHIR
(CnexrafioTomerpia) BS—115[%) 94,8 [%)
MnuxpoGiionorimeckas yieTora I'®XM kaveropns 3A COOTBETCTRYET
Copnepaanue THop)zaIMHE
rivposiopiaa B | raBnerke
(CnexrodioTomerphs) 9,0-11,0 Jmr} 10,3 [mr]

Cepiin 001241 cooTeercrayer TpeGosanuM PerucTpauH#0RROD yaocToepent N 1l NO15031.01n HOpMaTHBHON
RexyserTauyin 11 NO1S031/01-050811, Mam.: Me | o7 04,10.13, (HO Onpmnqgna__ﬁn .0.,QCSpeci00878/3)

Began: 03.02.2020 S




BAUSCH-Health

CEPTHOHKAT CEPUU
Haapatire nponyxumy Conanake®
MHH/INN Tuopuaasuna raapoxnopa
Crpana - nponssoauTens Tonsig
Howmep perscTpaumontoro yaocrosepesns TINO15031/01 nara perucrpaumn 28,05,2009, nata

nepeodopmaesns PY 04.10,2013

Hopmarueras roxymenrauns / Hastenenna

Hopmarusinii gokyment 11 N015031/01 - 05081 |
Ham, Me.1 11 NO15031/01-041013 or 04.10,2013

Acpiarenis PErHCTPEUNOHHOTO YAOCTOBEPEHHA

000 «BAJIEAHT» / VALEANT LLC

000 «BAJIEAHT» / VALEANT LLC

Hwmnoprep / Company Importer
Ho3npopka (2KTHBHOCTS) Tuopunasuua ruapoxnopa 10 mr
Jlexapcreentan dopma TabneTkH noxprITsie obonovKot
Paamep i THR ynakosri Bauctep 30 x 2, nauxa kapronxas
Howmep cepiu 001231
Pasuep copun 38738
Jlata nponasonctea 01.2020
4TA OKOHYAHHSE CPOKA NOAHOCTH 01.2024
YenosHs XxpaHeHns XPaHHTE B OYXOM MCCTE NPH TEMNEPETYPE He BEILIC

25°C

IpoH3IBOACTBEHHBIE NNOWANKH, YHACTBYIOLIHE
B Npoitecce NPOU3BOACTRS € YRKasaHueM craaull
NpoH3BOACTEA, HATBAHHH H darTHYCCKHX MeCT

HAXOMKOCHHS

Tpou3soacrso rotosoli necapersensoli Gopmr:

(Mapmsasoz Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Géra, Nonswa

{lepsnynan ynaxoska:
Uapmaason Jelfa A.O.
ul, Wincentego Pola 21, 58-500 Jelenia Gora, Honsua

Bropuuras/noTpeGutenscxas ynakoska:
Qapmsason Jelfa A.O,
ul, Wincentego Pola 21, 58-500 Jelenia Géra, Monswua

Npowssonisrent (Butnyckaiowusil Kolrrpons KRYECTRE):
Gapmaasop Jelfa A0,
ul. Wincentego Pola 21, 58-500 Jelenia Goéra, Montiwa

JluuensHs HA NIPOKIBOACTED

121/6036/15 ot 03.10.2017 (dapm3ason Jelfa A.O.
ul. Wincentego Pola 21, 58-500 Jelenia Gdra,
Monbiug)

Ceprnidmsar coorsercreny GMP EU

TWPS.405.46.2019.KKW.1 WTC/0036_01_02/87 or
14.05.2019

Cepradiukar cootsercrang GMP RU

GMP-00351/17/PL ot 16.08.2017

KoMmenTaphn

«Onin Tabnetxa, NOKpbITas 060N04KOH, ConepRHT 10
MT' THOPHAA3HHE THAPOXNOPHUARY, ((JInd Npuema
oHyTpLY, «Tlpen nPHMENGHHEM ~ CM. MHCTPYKUHION,
«Xpaunte B HeAOCTYNHOM AnF geTeH MecTen

Conanaxc®, Homep cepun 001231




BAUSCH- Health

ITpoissonnrens-nu AGM, nazeanue, anpec Tuopupasuua ruapoxaops: TRIFARMA §.p.A.
Via Pavese, 2
20089 Rozzano, Milano - ITALY
Homep cepun AOH Twopinaaun ripoxnopaa; TIO-CL/1 640/L,
CEP He oTHoCHTCE
Peayavrate: ananmos B npinoxenny: Ceprudnrar o Kavecrse:
B Ananis Ne: 40000127143 ssinan 03.03.2020
YTTAKOBKA Tfo 30 TaGnerok, noxpsiThiX obonouxol {10 wmr)
GnHcrepax AVITBX.
1o 2 Gnucrepa (10 Mr) Bmecre ¢ nsctpykunell o
TIPHMEHEHHIO NOMEIAIOT B KAPTOHYIO NavKY.
MAPKMPOBKA B cooreercrsuy ¢ Hil
CPOKTOIHOCTH 4ropa

Hacrosumim s noareepkaato, 4ro TIPHBEACHHAA BHILICHHBOPMAUMA SBNACTCH AOCTOBEPHON H TONHOM.
37a cepus NPOAYKUWM npouiseneHa (Bxmouas YNaxopKy (MBPKHPOBKY) ¥ KOHTPONIL KavecTsa) Ha
Beileyxazaiioll  npowssopcTeeRNON  nnowanke (nwomanxex) B nonHom coorseTcrEWm ¢
TpeGosannamH IIpasin nannexautel npowsEoncTeeHHON npaxtikn Espasuiicioro skonoamueckoro
cor3a H TpeloBaHHAMN KOHTPONA KavccTaa JiekAPCTBCHHLIX CPEACTS, A TAKKE B COOTBETCTRHM CO
CReUHPHKBLHAMY, COMEPXALIIMHCE B POrHCTPALHOHHOM LOCHE CTPAHBI-HMITOPTEPA WIH B Jl0CLE
cneumdukanuii na nexapersenHnl NPENAPAT B CAYUAS NEXAPCTBERHLIX NIPENBPATOR ANE KAWHHYECKHK
HCC/IRROBAHUH. 38MHCH 1O NPOWSBOACTEY, YNBKOBKE M 8HANHIY NPOBEPEHH, H YCTAHOBRNEHO HX
cootsercreiie TpeGobanuam Tipamun Hamncxxamedt npossoncrsentolt npaxtix Espasuitexoro
JKOHOMHYECKOr0 COHO3R

[Tonmyce: /‘%

O
Dr, Marek Jnrosz7ewskl
Daxuaua W omkHOCTE YNONHOMOYERHOE U LD 10 KAYECTBY,
BLTABLIETO PASPELLIEIHE HA BLIMYCK CEPHH

Jara noanHcamma: 2020-03-03

Conanaxc®, Homep cepun 001231




