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Ceprucuxar kauecrsa
Certificate of Quality

DE_BE_01_GMP_2018_0017

Phone +49 (0) 30 33093 0
Fax +49 (0) 30 33093 201

Dr. Gerhard Mann, Chem.-phamm. Fabrik GmbH, Germany
Brunsbiitteler Demm 165-173, 13581 Bertin, Gemany

License: DE_BE_01_MIA_2018_0012

Nonyuarens /Consignee: Valeant sp. z 0.0. sp. J.

~ Ne npaayxra / Product n® 02961UA

Crpana-npoussoautens /Country of manufacturer: Fepmanus/ Germany
MpoaykT: Buaucuk, rens rnaaoi 0,2% (10r) TyGa N1
Product: Vidisic® Eye Gel 0,2% [10 g] tube Ne1

Aewcrayouiee sewecrso/Active substance: xapbomep 2mr / carbomer 2 mg

NexapcTeertan cropma/ Pharmaceutical form: rens rnasxon/ eye gel
Pa3amep u Tun ynaxosku: no 10r e TyGe; no 1 rybe 8 KapTOMHON Kopobke
Volume and type of packaging: 10g in tube; 1 tube in a carton box

Ne cepuu / Batch n®: 6550

O6vém cepun\ Batch size: 35250 ynakosok /packages

Aara npoussoacTea / Manufacturing date: 07.2020

Aara okoruanun cpoka ragHocTi / Date of expiration: 07.2023
Howmep peructpauuoHHoro yaocrosepenus / Registration certificate number: UA/8536/01/01

Certificate of GMP compifance: DE_BE_01_GMP_2018_0017

MNoxazarenu/Metos xoHTponsa  TpeGoBanua Pe3ynurar ucneivanus
. _Parameter/Control method Specification Result of Testing
Emxocrb TyGa Rolyfoil cocronwas us Coorsercrayer
(BU3yansHbil OCMOTD) Genoro kopnyca, 6enoro
HaKoHe\HUKa, Benoro konnauka.
Container Polyfoil tube consisting of white Complies
(visual inspection) tube body, white nozzle and white
_<ap.

Onucaxue npospaunbii, GecuseTHbii rens Coorsetcreyer
(snayanbHbiih ocMOTD)
Appearance clear, colourless gel Complies
{visual inspection)
Macca HanonMenus 210.00r 10,13r
(secosoit koHTpONL)
Filling weight 21000g 10.13¢g
{weight control)
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BAUSCH+LOMB

Lser oxpatuen He 6onee MHTEHCUBHO B89
(Esp.®apm.geiicTeyowan 4em pacraop cpasHenus B9
peaakuus 2.2.2)
Colour not more intensely coloured than B9
(Ph. Eur. current ed.. 2.2.2) reference solution B9
MpospauHocTs He Bonee onanecuenTHan, yem Coorsercrayer
(Esp.®apm., geiicrayiowan aranoHHan cycnexsus i
peaakumMn 2.2.1)
Clarity not more opalescent than Complies
(Ph. Eur. current ed., 2.2.1) reference suspension
Bugumbie MexaHuuecke npakrudecku caoboneH ot Coorsercreyer
BKIIONGHUR BUONMbBIX YacTUY
(Esp.®apwm., geicreyiowan
penakumus 2.9.20)
Visible particulate contamination practically free from visible Complies
{Ph. Eur. current ed., 2.9.20) particles
pH 68-78 7.4
(Esp.®apm., gevicTayouian
pepakyus 2.2.3)
pH 68-7.8 74
_(Ph. Eur. current ed., 2.2.3)
BsskocTe 4300 - 6900 mNa ¢ 5965 mNa ¢
(Eep.®apwm., peiicTeyowan
pepamn e 2,2,10)
Viscosity 4300 - 6900 mPa s 59685 mPa s
(Ph. Eur. current ed., 2.2.10)
OcmonsansbHocTs 225 - 275 mocmonu/xr 235 mocmonb/kr
(Esp.®apwm., geilcrayiowan
pepaxuns 2.2.35)
Osmolality 225 - 275 mosmol/kg 235 mosmol/kg
(Ph. Eur. current ed., 2.2.35)
MNoxasarens npenomnexns 1.336 - 1.340 1,339
(Esp.®apm., peiicreyiowian
pepakuun 2.2.6)
Refractive index 1.336 - 1.340 1.339
Ph. Eur. current ed., 2.2.6)
MNponycxaxue 2 85% (npw 425 Hm) 96 %
(®oTomeTpun)
Transmttance 2 85 % (at 425 nm) 96 %
(Photometry)
MaeHTudukaLua;
Kap6omep MonoxutensHo CoorBercrayer
(ocaxaeHne)
Identity:
Carbomer
(Precipitation) Positive Complies
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BAUSCH+LOMB

Unentucbukauus;
UeTpumng

(TCX)

Identity:
Cetrimide

(TLC) Positive

NonowurensHo

Cootsercrayer

Complies

KonuuecreeHHbiit aHanua:
Uertpumug
(TuTpoBaHue)
Assay:
Cetrimide
_(Titration)

0.09 - 0.11 mr/r (90 - 110 %)

0.09 - 0.11 mg/g (90 - 110 %)

0.10 mrir

0.10 mgl/g

CrepunbHocTb
(Esp.®apm., peiicTayiowian
peAakuua 2.6.1)
Sterility
_{Ph. Eur. current ed., 2.6.1)

CTepUNbHLIN

sterile

Coorsercrayer

Complies

HacToswwm yreepxaaem, uto gannas cepun
Nponssefena, ynaxoeara U NPOGHANUINPORAHAE B
COOTBETCTEUM C YCTBHOBNEHHLIMM JAKOHOM
TpeBosaHuAMuU K NpoRY KUK, npasnnamn GMP, ¢
ACACTBYIOWMMU MHCTPYKLUMAMY NO NPOKIBOACTBY M
aHanway.

Otknonernd, KoTopsie MornM Gbi OKa3aTH
HeGnaronpuATHLIA adhdexT Ha KaYECTBO npoRyxyum,
He Habnioganoce, Cepun cooresTcTBYEY
YCTaHOBNGHHLIM CIELMBUKBLHAM 1 AONYLEHE K
peanusayun

We hereby confirm that the above mentioned batch
has been produced, packed and tested in sccordance
with the relevant statutory provisions, GMP regulations
and with the currently valid manufacturing and testing
instructions.

No deviations occurred which could have an adverse
Monthequaﬁtyofﬂn product. The batch
Complies with the agreed specifications and has been
released for dispatch.

16, SEP. 2020 Z
Dr. Dirk Feldmann
[lara ssinsHexnw/ YnonomouesHoe nuo/
Date of Release Qualified Person
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JAEPKINKCITYXBA
AEPKABHA CJIYXFBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocniekt Banepis Jlo6aHoBcskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
Mpo sIKiCTb BBE3€HOro B YKpaiHy JikapchbKoro 3acoby

05.11.2020 Ne 58055/20/10

BIIICIK

(waiiMeHyBanHs nikapchkoro 3acoly 3riAHO 3 peecTpariiHum MIOCBIAYEHHAM)
rejib ounni 0,2 % no 10 r y 1y6i; mo 1 1y6i B kapTonmiii Kopooui

(dpopma Bunycky, n03yBaHHs, BUA NaKyBaHH TiKapCHKOTO 3acoby)
Howmep peecrpauiiinoro noceimuenns UA/8536/01/01 crpox mii peecrpauiittoro nocsizuenns 01.01.2099
Cepis nixapcbkoro 3acoby Ne 6550 KinbkicTs BBE3€HOrO Jlikapcwkoro 3aco6y 940

Bipo6Hux Hp. Tepxapn Mann, Xem.-papm. ®abpux I'm6X, Himeuunna

(HafiMeHyBaHHs BUPOGHHKA JliKapchKOro 3acoby, KpaiHa NOXOMKEHHS)

Baeseno B Ykpainy CrizibHe yKpaiHChKO-eCTOHCHKE MiINPHEMCTBO y dopmi ToBapucrTea

3 00MeXeHO0 BiANOBIIAILHICTIO "Onrima-®apm, JITA", izent. kox:
21642228
(naiimenysanns Ta xoa 3a €IPTIOY 1opuau4Hoi ocobu abo npissuuie, iM's, 0 GaTekoBi GizuyHOT

0C00U - miANpUeMLs, il MicLie IPOKHUBAHHS Ta peecrpauiiinuit HoMep 061ikoBOT KapTKH NaTHHKA
nofarkis a6o cepis Ta Homep nacrnopra)

IIporokon sisyansHoro kourposio Bin 29.10.2020 Ne 3709/1.

3a  pesynbTarTaMH JepKaBHOTO KOHTPOJIO BCTAHOBJICHO, 110 JiKapCchkui 3aci6 BBeseHo B Vikpainy 3
JAOTPHMAHHSAM BHMOT 3aKOHOJABCTBA OO0 3a6€3MeYeHHs TKOCTI JiKapChKHX 3aco6iB.

3acTynHHK HaqMBHI%I:KZiV‘ ngm6n g Onekcit COJIOJIPAN

(ininjanu Ta npizeume)

(nocanosa ocoba oprauy nepx@sﬂdi‘o xOmpo‘ﬁro)

ML.IL




Brpotuuk: AT «l'amadapao. 1.gh. (0322§ 949907

Apeca Micus IPoBEICHHS KONTpoio axocTi: Yrpaina. 79021 s Mseis, sy Onpuikisceka 68, Bi11id koITPOmO SKOCTI
Jliensis Ha sapoOHHUTBS: AE Ne637433
Csigoureo npo arecrauito: Mel91 si119.09.2013 p.
Ceprudirar siamoritnocti GNP Ne33/2019/GMP. mificanii ao 15.02.2022
058/2019/GMP. ificHnii xo 25.10.2021

Ceprudikar sxocTi Ne 38392
Bopa aas in'exuii
PO3YHHHHK [UISl NAPEHTEPANLHOI0 3ACTOCYBAHNA N0 2 M1 B amnyni, no 10 amaya & Gaicrepi, no 1

GaicTepy B naui
PI1 Ne UA/10078/01/01

Cepis (1026550

Kiz-rs B cepii 44,116 Tuc, yn

Jlara Bipodunutea 04.12.2020

Jara Buaasi ceprinikary 21.12.2020

AHZ13 BUKOHAHO v BIIMOBLIHOCTI 3 MRS Ne UA/10078/01/0 1, 3simee: "Maprysanua”, "TERCT MAPKYBAHHSH 20 PIL No

UA/10078/61/01 Bix 29.05.2019", "TEKCT MAPRYBAHHS 10 PI1 N2
UA/19078/61/01 eix 13.09.2019", "Cruaa”, " O8'cmM, mo BHTATAcTHCR", Ynakoeska',
"Maprysauua"

Mo HaflvenveaHus fokaauka Busorin MKA/AH ] Pesyaprar ananisy

1 Omiic [lposopa, Ge3dapsHa pLinHa. Bianesixac

2%}

KicaoTHicrb ado ayanicrs Hxuo npH 1odasanni 10 JiKapeukoro 3acody 0.05 ma Bianosiiae
pos3uiiny dencaosoro ueprororo P. po3unn
1a0apsI0CTLCE ¥ HOBTHIT KOTIp. 3a0apBiIeHR POIIHY
Mae€ MepeiiTr Y 4epROHE MpIs 101aBanH] He Siasmie 01 i
0.01 M po3usny satphio riapokcuy. SKio posusH
3a0apBIIOCThC ¥ HEPBOHHTT KOID. 3a0apBIeHHS PO3UIHY
Mac NepeiiTi B KOBTE Npi j10JapanHe He OUteme 0115 a1
0.01 M pouny KMCH0TH XIODHCTOBOTHEROL.

L2

[l1ToMma eaexTponposLIHICTH He Guibie 25 mxCareas-1. 7

4 | PeqHOBHHH. IO OKHCHIGHOTLCS fTpht J00aBaKHI A0 JiKapEsKero 3acoly KiHCIOTH cipaanol Binnosiiac
poseaenei P10.02 M posunny xanixo nepmanrauary i
KHN'ATIHAL, POIUIH MAEC 32THIMATHCA CIa80-POKEBIIM.

o

Xaopuau He 6iteue 0,00003 % (0.5 ppm) Bianosizae

Hitparu He 6iasuze 0.00002 % (0.2 ppm) Bianosizac

=~ f e

Cyandars {Tps1 203aBaHHI 10 JIKAPEHKOTO 3ac00y KHEIOTH Bianosiac
X10PHCTOBOHEBOT po3neleHol P i posuitHy Gapiro xnopiay
P1 nporarom He MeHwe | roa Be Mac OVTH BILTHMEN 3MiH
PO3YIHY.

8 | AMoRito coai He 6iabwe 0.00006 % (0.6 ppm). Bitnosizac

§ | Kaasuiii i maraiii [Tpn 101aRaHHEI 30 MIKAPCHKOTG 3acofy aMiayHOro Bianosizac
Gyeproro posunsy pH 10.0 P, npotpasHoro sopuoro 11
inaukaropHol cymimi P10.01 M posunuy Hatpiio exeTary
Mae F'EBIATHCA HHCTE CHHE 32DapBIeHHA.

10 | Cyxaii zaaumor He 6iaswe 4 wr (0.004 %%). 1

11 | 06 ev. 1o BHTST2CTLCR He senme 2.0 mx

(il W oddld /@ 1403204




Ceprudixar sikocti Ne 38392

Bopaa ang in'exuii

Nu HaifyeHysanng noxasnnka Binorn MKSLAHT Pesyasrar ananisv
12 | MexaniuHi BKIIOMEHHA Biansi actsie Bimosizac

HPAKTHYHO MAKTL OVTH BLICYTIN,

Hesmmmi sacrin Bianoriiac
JKAPCHKMIT 3ac10 BHTPHAYE BHNIPOGUBY BAHHA. K10 10 MKM = 62 23 MEM
CCPLIHA KILKICT Y4CTOK ¥ BHNPOGOBY BAINX OIHHILLIN HE -0

nepesiituye 6000 8 1 xorTefinepi 1as sacTok posvipow 10
MiM 2o dizewie | He nepermy ¢ 600 8 1 konrelinepi s
4acTok 25 MKM ado Ginbule.

13 | Crepnisuicrs Jlikapebkitit 3aci® Mac Gy TH CTEPHABIIM. Riznoriaac

14 | baxrepilaibm enaoTokchHR Menme 0.25 MO Bianosiiac

15 | Yiaxosxa 3riano MK ta aniun Biurosizac

16 | Mapkvranua 3riaHo 3MiHI 10 TEKCTY MapKVBaHHs Binnosilac
“Tepain npraarnocri: 4.00 p. [puaariuii qo: 11,2024
YyoBy 30epiratns: B opurinaasuiii ynaxosui npn Temneparypi we sime 25°C,
Bucnoski: Bianosiaac puxorav MK No 1" A/10078/01/01, 3sinn: "Mapeyeanna™, "TERCT MAPKYBAHHS

a0 PIT Me UA/10078/01/01 Bin 29.05.2019", "TEKCT MAPKYBAHHS 10 PII Ne UA/10078/01/01
Bi1 13.09.2019", "Craaa"”, "Od"em, mo suraracraes”, Ynaworsa", "Maprysanns "

Hauansnuk BKS M Hatanis Craunicnasigna Contuc
Jlossoieno 10 peanizauii OgOZ A BAORED

«llam 8 saceildyio. w0 HaBeleHa sMme  imopmauis ¢ octopipHolo Ta  Townow.  Lbo cepito  npoaykuii  6y10  BupobieHo

(BRIOUAIOMI  TIZKYBANHA T2  MAPKYBEHHA) Ta ODOBEILIO  KOHTPOTL 11 SKOCTI  HAa  BHINEIZSHAYEHIH  TTbHALI v nosniif
BiamosidHocTi 3 Bomorasmn  GMP.  peranomieHinur  Micnesi PEryISTORHNM /oppanom_ a TakgK BIAMOBLINCG 130 cneundixauiii
B0 Mictatses v peceTpauifiiomy  ocbe.  [IpoTokomt  BUpOGHILTBA.
BCTAHOBIEHO BLINOBIARicT GMPy | o o7 ==,
o=

- APH AR
VnoBnoeakeHa 6coda 3 KO S ?&n\\.
s SEX B P

o %

Al —Ta  awaanie  Gvio  nepersuyTo  ta

Hua Bonomimupisua Kipneii

A, AA, AOAD




BAUSCH+LOMB

Ap. Fepxapa Mank, Xem.-cbapm. dabpuk MMGX, Mepmanms Dr. Gerhard Mann, Chem.-pharm. Fabrik GmbH, Germany
BpyHcGiloTtenep amm 165-173, 13581 Bepnun, Mepmarus Brunsbiitteler Damm 165-173, 13581 Berlin, Germany

TenedoH +49 (0) 30 33093 0 Phone +49 (0) 30 33093 0

takc +49 (0) 30 33093 201 Fax +49 (0) 30 33093 201

Nuuenaus: DE_BE_01_MIA_2018_0012 License: DE_BE_01_MiIA_2018_0012

Ceprudnkar coorsercreus: DE_BE_01_GMP_2018_0017 Certificate of GMP compliance: DE_BE_01_GMP_2018_0017

Ceptudukar kayecrsa
Certificate of Quality

Monyuarens /Consignee: Valeant sp. z 0.0. sp. J.

Ne npoaykra / Product n° 02961UA

CrpaHa-npoussoguTens /Country of manufacturer: lepmanus/ Germany
MpoaykT: Buamncuk, renb rnasHoit 0,2% ( 10r) Ty6a Ne1

Product: Vidisic® Eye Gel 0,2% [10 g] tube Ne1

Heiicteylowiee BewecTso/Active substance: kap6omep 2mr / carbomer 2 mg
JlexapcTeeHHasn dopma/ Pharmaceutical form: rens rnasHow/ eye gel
Paamep v Tun ynakoeku: no 10r 8 Ty6e; no 1 Ty6e B KapTOHHOI KOpPoBKe
Volume and type of packaging: 10g in tube; 1 tube in a carton box

Ne cepuu / Batch n°; 6870

O6wém cepum\ Batch size: 60010 ynakoBok /packages

[ara npoussoacrea / Manufacturing date: 10.2020

Hata okoH4aHus cpoka rogHocTy / Date of expiration: 10.2023 ,
Homep peructpauymonHoro yRocToBepeHus / Registration certificate number: UA/8536/01/01

Mokasarenn/MeToa koHTpons TpeboBaHus PesynbTaTt ucnbitanus

Parameter/Control method Specification Result of Testing

EmkocTb Ty6a Polyfoil cocroswasn us CootBetcreyer

(BUSyanbHbIin ocMOTP) Genoro kopnyca, 6enoro

HakoHe4Huka, 6enoro konnauka.
Container Polyfoil tube consisting of white Complies
(visual inspection) tube body, white nozzle and white
cap.

Onucaxue npo3spayHbii, 6ecuBeTHbIN renb Cootsertcreyer

(BM3yanbHbIiA 0OCcMOTP)

Appearance clear, colourless gel Complies

_(visual inspection)

Macca HanonHeHus 210.00r 10,14 r

(BecoBoit KOHTpONB)

Filling weight 210.00g 10.14g

(weight control)

Page 1 of 3 Buawncwk, renb rnasmoii 0,2% (10r) TyGa Ne1 Cepus Homep: 6870
Ctp.1u33 Vidisic® Eye Gel 0,2% [10 g] tube Ne1 Batch No.: 6870
Dr. Gerhard Mann T +49(0)3033093.0 Geschiftsfihrer Amitsgericht Citibank Europe plc, Germany branch

i chem.-pharm. Fabrik GmbH F +49(0)30 33093.201 Eberhard Kihne Charlottenburg BLZ 50210900
S Brunsbitteler Damm 165/173 e-mail: dmp@bausch.com William Wosdlield HRB 25425 Kto-Nr. 214113007
i;% 13581Bertin www.bausch.com St.-Nr. 37/004/49749 SWIFT CITIDEFF

USt-ldNr. DE136572 946 IBAN DE 54 502109000214 1130 07
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BAUSCH+LOMB

UseT OKpaLleH He 6onee MHTEHCUBHO B9
(EBp.®apm.,peitcTayiowas Yem pacTBop cpaBHeHusi B9
peaakuus 2.2.2)
Colour not more intensely coloured than B9
(Ph. Eur. current ed., 2.2.2) reference solution B9
MpospayHocTb He Gonee onanecueHTHas, Yem CootBetcrtayer
(EBp.®apm., geiicTeytowas aTanoHHas cycnenauns li
pepakuus 2.2.1)
Clarity not more opalescent than Complies
(Ph. Eur. current ed., 2.2.1) reference suspension Il
Buanmbie MexaHnueckue npakTuyecku csoboneH or CootBeTcTByeT
BKIIOMEHMSA BUAMMbIX YacTuLy
(EBp.®apwm., geiicTayrowas
peaakuus 2.9.20)
Visible particulate contamination practically free from visible Complies
_(Ph. Eur. current ed., 2.9.20) particles
pH 6.8-7.38 7,3
(Eep.®apm., geiictayiowas
pepakuus 2.2.3)
pH 6.8-7.8 7.3
_(Ph. Eur. current ed., 2.2.3)
Bsiskoctb 4300 - 6900 MmMa ¢ 5751 MMNa c
(EBp.®apm., geicrayioulas
peaakuus e 2.2.10)
Viscosity 4300 - 6900 mPa s 5751 mPa s
_(Ph. Eur. current ed., 2.2.10)
OcmonsanbHocTb 225 - 275 mocmonb/kr 235 mocMmonb/kr

(Esp.®apm., gencrayiowan
peaakuua 2.2.35)
Osmolality

_(Ph. Eur. current ed., 2.2.35)

225 - 275 mosmol/kg

235 mosmol/kg

MokasaTenb npenomnexus 1.336 - 1.340 1,339
(EBp.dapm., AeicTeyowas
peaakuus 2.2.6)
Refractive index 1.336 - 1.340 1.339
_(Ph. Eur. current ed., 2.2.6)
MponyckaHue 2 85% (nipu 425 Hm) 95 %
(PoTomeTpus)
Transmttance 2 85 % (at 425 nm) 95 %
_(Photometry)
UnenTudukayus:
Kap6omep MonoxutensHo CoorseTcreyer
(ocaxneHue)
Identity:
Carbomer
_(Precipitation) Positive Complies
Page 2 of 3 Buavcuk, renb rnaswHoit 0,2% (10r) Ty6a Ne1 Cepus Homep: 6870
Cip.2u3 3 Vidisic® Eye Gel 0,2% [10 g] tube Ne1 Batch No.: 6870

Dr. Gerhard Mann
chem.-pharm. Fabrik GmbH
Brunsbitteler Damm 165/173
13581Berlin

T +49(0)3033093.0
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e-mail: dmp@bauschcom
www.bausch.com

Geschaftsfithrer
Eberbard Kithne
William Wosdtield

Amtsgericht
Charlottenburg
HRB25425

St.-Nr. 37/004/49749
UStIdNr.  DE13 6572946

Citibank Europe plc, Germany branch

BLZ 50210900

Kto.-Nr. 214113007

SWIFT CITIDEFF

IBAN DE54 502109000214 1130 07




BAUSCH+LOMB

UneHTndumkayms:
LeTpumng

(TCX)

Identity:
Cetrimide

(TLC) Positive

MonoxuTtensHo

CootseTctayeT

Complies

KonuuecTtseHHbIit aHanus:
UeTtpumung
(TuTpoBaHue)
Assay:
Cetrimide
_(Titration)

0.09 - 0.11 mr/r (90 - 110 %)

0.09 - 0.11 mg/g (90 - 110 %)

0.10 mr/r

0.10 mg/g

CrepunbHocTb
(EBp.®apm., geiictayiowas
penakuusa 2.6.1)

Sterility

(Ph. Eur. current ed., 2.6.1)

sterile

CTepPUnbHbIi

CoorseTcrayer

Complies

Hacroswum ytsepxaaem, uto AaxHas cepus
npousseaeHa, ynakosaHa u npoaHanuWanposaxa B
COOTBETCTBUM C YCTAaHOBNEHHLIMU 3aKOHOM
TpeboBaHuamu K NpoAyKuum, npasunamu GMP, ¢
AEWCTBYIOLIMMU MHCTPYKUMUSIMUA NO Npon3BsoACTBY #
adanuasy.

OTinoHeHui, KoTopbie mornu 6bl okasaTs
HeGnaronpuATHbI 3chekT Ha KayecTso npoaykuum,
He Habniopanock. Cepus cooTeeTcTByEeT
yCTaHoBfeHHbIM cneyudukauusm u AonyuleHa K
peanusayuu

3 0. OKT. 2020

We hereby confirm that the above mentioned batch
has been produced, packed and tested in accordance
with the relevant statutory provisions, GMP regulations
and with the currently valid manufacturing and testing
instructions.

No deviations occurred which could have an adverse
effect on the quality of the product. The batch
Complies with the agreed specifications and has been
released for dispatch.
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Dr. Dirk Feldmann

NBF QG348

[arta 3BinbHeHHs/
Date of Release

YnonHomoueHHoe nuuo/
Qualified Person
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13581Berlin wwwbausch.com St.-Nr. 37/004/49749 SWIFT CITIDEFF
UStldNr. DE136572 946 IBAN DE54 502109000214 1130 07




JEPXJIIKCIIY2XBA
JAEPKABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMH Y KHIBCBKIN OBJACTI

npocnekt Banepis Jlo6anorcekoro, 51, m. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €APTIOV 37078774

BHCHOBOK
npo AKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

14.01.2021 Ne 73865/21/10

BLTICIK

(natiMeHyBaHHA Jikapchkoro 3acoby 3rifHO 3 peecTpauiiiHuM NOCBIAYEHHM)
rejb ouHui 0,2 %; no 10 r y Ty6i; mo 1 Ty6i B xapToHHiii xopo6ui

(dopma BuIyCKY, KO3YBaHHS, BHJ NTaKyBaHHA JikapCekoro 3acofy)

Howmep peecrpauiiinoro nocsizuenns UA/8536/01/01 crpok nif peectpaniitnoro nocsizzensa 01.01.2099

Cepis sixapcbkoro 3acoby Ne 6870 KinskicTh BBe3eHOro Jikapcrkoro 3acoby 17175
Bupo6rux Hp. I'epxapn Mans, Xem.-bapm. Pabpuk 'M6X, HiMmeuunna
(HaliMeryBaHHA BUPOGHHUKA NiKaPCHKOro 3acofy, KpaiHa MOXOIKEHHA)
Baesero B YkpaiHy CrninbHe ykpaiHChKO0-eCTOHCHKe HiINPHEMCTBO Y GpopMi TOBapHCTBA
3 oOmezkeHo10 BignoBinaabHicTIo "OnriMa-Papm, JITH", inent. koa:
21642228

(natiMenyBanns Ta kox 3a CAPIIOY ropuauysoi ocobu abo npissuie, iM'a, no 6arskosi QisHunoT
ocobu - mianpuemid, ii Miclie MPOXUBAHHS Ta peecTpalliiinuii Homep 06/IIKOBOT KAPTKH MIATHHKA
nojatkiB abo cepis Ta HOMep MacmopTa)

TIporokos Bisyasnnuoro xoutpomio sin 04.01.2021 N 4713/2.

3a pesynpTaTaMH JEPXKABHOTO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuii 3aci6 BBeseHO B VYkpainy 3
AOTPHMAHHAM BMMOr 3aKOHOAABCTBA LI0A0 3abe3neyeHHs gKoCTi JIikapChKUX 3aco0iB.

Y\Pr\]—

w 1A KOHT: —
3acryn K .g@%mggrr{g{é );%614 __ Onmexkciit COJIOAPAU
oprauy ,u\e@fw \3 KOHTPOJIIO) (miammuc) (iniuianu Ta npizBuiie)
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