Movartis Technical Operatlons

!, NOVARTIS o e

Rijksweg 14, 2870 Puurs, Belgium

Talophone +32 3 830 27 11
Fax +32 28080 27 17
CEPTUOUKAT AHANU3A

HA3BAHMWE NPENAPATA (PRODUCT NAME) TRAVATAN (TPABATAH) BAK-FREE 3X2.5ML<CIS

DATA nPQH§BOQCTBA iM&NQEBQI!JB]NQ DATE) 052021

Koa NPOAYKTA 742387

rOoOEH A0 (EXPIRE DATE) 04 2023

KOO CTPAHbI (COUNTRY CODE) RU

HOMEP ONA CChINKK (VO REFERENCE NUMBER) 202181124

Ko NPOAYKTA (PRODUCT CODE) 60579C

HOMEP CEPWV (BATCH NUMBER) 21E04ML

[ATA PASMELIEHWA -07-202

XUMUA \

TECT \ PE3YNbTAT ED. N3MEHEHWA CI'IELM(DMKALWIH

AL-12419(D)(RL 0.3%) 29 9% OT 3aRBNEHHOM0 He 6onee 4.0%
Konu4ecrtsa

AL-12535(D)(RL 0.2%) 0 % OT 3afBNEHHOro He 6onee 0.6%
KonuyecTBa

AL-5848(D)(RL 0.1%) 0 % OT 3aABNEHHOr0 He Gonee 1.5%
KonuuecTea

BopHaA kucnoTa (00580) 103 % OT 3aABNEHHOT0 90 — 110% OT 3aABNEHHOro
xonudecrtea

MonWApPOHNA XNOPWA 103.6 % OT 3aABNEHHOro 90 — 110% oT 3aABNeHHOro
konuyecTea

O6LLee coaepxaHne npoayktos | 2.9 % OT 3aABNEHHOMo He Bonee 6.0%

AeCTpyKuun TpagonpocTa (D) konwyecTea

TpasonpocT 101.7 % OT 3aABMIEHHOro 90% - 110% OT 3anBneHHoro
Konu4ecTea

Mpoapa4HoCTb BbigepKuBaeT CpaBHeHUe JlonxeH BLIAEPXNBATL cpaBHeHwe C

¢ aTanoHom RSI atanovom RSl
LiseTHOCTb BecuseTHbI Ot 6ecUBETHOrO A0 CBETNO-XENTOro (ot
B9 ao Y3)

MoanNWHHOCTE GopHOM KNCNOTE! CooTeeTcTBYeT CooTBeTcTByeT

MopNWHHOCTE NONMAPOHWA CooTBeTCTBYET CoOoTBETCTBYET

xnopuaa

MoANWHHOCTL TPABONPOCTA CooTBeTCTBYET CooTBeTCTBYET

(ALO 6221) (TCX)

MoA NMHHOCTD TpasonpocTa CooTBeTCcTBYET CooTBeTCTBYET

(anTpa-BS}KX)

Buavmble MexaHU4eckne CooTBeTcTBYeT CooTeeTcTBue P P, GPM

gkniodennAa (PP)

pH 6.8 64-70

Ecmonﬂnbuomb 277 mOCM/Kr 260 — 330 MOcMm/kr

HepoacTaeHHas npumecs (1) 0 ppm He Gonee 2 ppm

(RL 0.1 ppm) ()

HepopcTeeHHas NpUMech (2) 0 ppm He Gonee 2 ppm

(RLOA ppm) (1)

HepoacTBeHHas NpUMech 3 0 ppm He Gonee 2 ppm

(RL 0.1 ppm) (1) |

HepoAacTBeHHAA NPUMECH (4) 0 ppm He Gonee 2 ppm

(RL 0.1 ppm) ()

HepopcTBeHHas npuMect (5) 0 ppm He Gonee 2 ppm

(RL 0.1 ppm) (1)

K. Verresen, NoANUCL

ﬂpouasoncmeHHblF-. dapmaLiesT, YnonHoMo4YeHHoe nnuuo
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!, NOVARTIS

CEPTUOUKAT AHANU3A

HA3BAHME NPEMAPATA (PRODUCT NAME)
OATA NPOW3BOACTBA {MANUFAC TURING DATE) 05 2021
KO[ NPOAYKTA 742387
TOOEH A0 (EXPIRE DATE) 04 2023
KOI CTPAHbI (COUNTRY CODE RU
HOMEP JIlIA CChINKMA (VO REFERENCE NUMBER) 202181124
Koz NPOLYKTA (PRODUCT CODE) 60579C

MEP CEPUM (BATCHN 21E04ML
DATA PASMELLEHVA 13-07-2021

TECT

Benzansaerua (RL 0.1 ppm)(I")
Npumeck S (RL 0.1 ppm)
Mpumecs T (RL 0.1 ppm)

Novartls Technical Operations
sa Alcon-Couvreur nv
Rijkeweg 14, 2870 Puurs, Belgium

Talaphone +32 3 890 27 11
Fax +32 3 80027 17

TRAVATAN (TPABATAH) BAK-FREE 3X2.5ML<CIS

Mpumecs U (RL 0.1 ppm)
Mpumecs X (RL 0.1 ppm)
Mpumecs Z (RL 0.1 ppm)(I)
Dapokyp 1173 (RL 0.1 ppm)

Mpumecs @RRT 0.093 (RL 0.1
ppm)(I)
MBP (RL 0.1 ppm)(V)

MTB (RL 0.1 ppm)(1")

PTAP (RL 0.1 ppm)(I")

denun deron (RL 0.1 ppm)(I")

O6Lee coaepXaHne
Hecneund. npumeceit (n+
Dapokyp 1173)

MHKPOBMUOJIOMNA

TECT

PE3YNbLTAT | EA. UBMEHEHWA

PE3YNbTAT ER. W3MEHEHWA CNELUNOUKALNA
0 ppm He Gonee 2 ppm
0 ppm He 6onee 3 ppm
0 ppm He 6onee 3 ppm
0 ﬂ He 6onee 3 ppm
0 ppm He Gonee 3 ppm
0 ppm He 6onee 2 ppm
0 ppm He Gonee 2 ppm
0 ppm He Gonee 2 ppm
0 ppm He Gonee 2 ppm J
0 ppm He Bonee 2 ppm
0 ppm He 6onee 2 ppm
0 ppm He 6onee 2 ppm 4\
0 ppm He Gonee 6 ppm
CNEUNSUKALAA .

CTepunbHOCTb

CooTBETCTBYET

@omemmye'r |

,qoxyMEHTAanbm KOHTPOIb

WU3enekaemblit 06EM

2.616 Mn

=

K. Verresen, noanuce

npowsaop.cmeHHblﬁ dapmaLesT, YRONHOMOYEHHOE U0

13 miona 2021

579C RU
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!, NOVARTIS

CEPTUOUKAT COOTBETCTBUA

1. TNpopykT:
TPABATAH® kannu rnastble
Kkop NPOAYKTA: 742387

2, CrpaHa HazHayeHus:
Poccna

3. [fencTBylowee BelecTBO:
TpasonpocT 0,04 Mr/mn

4. NekapcTeeHHas dopma:
Kannw rnasHele

5. Twun ynakoBKW:
3x2.5 Mn B ApOnTeNHepe

6. Howmep cepuu:
21E04ML

7. [ara Npon3BOACTBEA:
04.05.2021

8. Konu4ecTBO:
12300 yn.

9. MocrtaBWMK CDapMauen'rmecxoﬁ cy6cTaHumm:
TpasonpocT: A-p Pepaw'c JlabopaTopuc Nta (EY), BenukoGputanna

10. [aTta npou3BOACTEA:
Cm. CeptudmkaT AHanu3a

11. CpOK rogHOCTH
CM. CepTudnkat AHanusa

12. Ha3BsaHue W anpec NPoOU3BOAUTENA W BhLINYCKaKOWero KOHTPONs:
C.A. AnkoH Kyepep H.B., Benerus, Rijksweg 14, 2870 Puurs
Homep nuuensnm: 176

13. CepTudmkar Ha coorsetcTBue GMP
BE/GMP/2018/132

14. PesynbTaThbl aHanuia
Cm. CepTudpmkat aHanmaa

15. KoMmmeHTapuu K cepTudukaty
HA: N NO15625/01-030713 nam. Nel -5
PY: N N015625/01

Novartis Technical Operations
sa Alcon-Couvreur ny
Rijksweg 14, 2870 Puurs, Belgium

Talephone +32 3 89027 11
Fax +32 3 880 27 17

MokazaTenun «Ynakoeka» «MapkupoBska» NpoAyKTa cooTeeTCTBYIOT TpebGoBaHnAaM ykasaHHo# HJ.

CrepyoLme ynakoBodHble maTtepwansl 6binn Mcnonb3oBaHbl
- MapkunpoBka: 42463/2

- VIHCTpyKuma: 64797/4

- YnakoBka: 48856/2

- MakeTnk: 30819/2

HacTos1MM YAOCTOBEPSIO, UTO JaHHad ynpopMals NOATHHHEA U BEPHA.

ﬂaHHaﬂ cepus COB,IlaHaJ’ ﬂpOHSBe}lCHa, BKJIIOUAs YIIaKOBKY M KOHTpPOJIb, Ha Bbl[ﬂeleOMﬂH}'TOM MeCTe npomsoncma

B COOTBETCTBUH C NpaBHJiaMH GMP nokansHOro perysTopHoro oprasa H cn
yIOCTOBEPEHHA MMNOpPTHpYIOLIEHl CTPaHEL OGpaboTKa, yNakoBKa i aHajIus ¢
GMP. JlanHas cepusi COOTBETCTBY €T TpeGoBaHHsM CTATEH 51 EporneiickoM napiamenTy 1

2001/83/EC.

K. Verresen, NoAnvuch
I'lpouaaop.cmenubm chapmauesT, YnonHoMo4eHHoe Nuuo
13 mionsa 2021

euKammeil perucTpaloHHoro
epHH COOTBETCTBYIOT TpeboBaHAAM

nupektuse CoBeTa




Uy NOVARTIS

BrinyieHo:

Hranus
JIneH3Hs HA H3roTOBJIEHHE
AM-11/2019
Ceprupnkat GMP Ne:

IT/36/H/2019

CEPTU®UKAT CEPUHN
Ne 1T100200155739

HOBAPTHC ®APMA CIIA
Bua Iposusumane luro 131
80058 Toppe Annynuuara (HA)

Ne:

IIpoaykr:

JlekapcTBeHHan dpopma:
Tun ynakoBKm:

Pa3mep ynakoBKH:

PY:

CTtpana Ha3Ha4eHHs:
I'no6anbHbIH MaTepHAJ
JlaTa M3roTOBJIEHHS
JlaTa BBINYCKA:

CpoOK roAHOCTH:
KoauuecTBO eAHHHLL
NpoAYKTa:

KO-IMOBAH

Jlo3npoBKa / AKTHBHOCTD! TUPOXJIOPOTHA3NU 12,5 MI’

BAJICAPTAH 160 MI'
TabneTka, NOKpbITas UIeHoYHO# 0001049KOH
6nucrep
2x14 TabneTok
I N011266
PD
Ne: 708895 Cepns Ne:
15-07-2021
06-08-2021
06-2024
11016.000 wTyK

TIW48

TponykT:
I'no6anbHbINH MaTepHAI

Ipon3soaAMTE/b:

JIuneH3nd Ha
M3rOTOBJIEHHE:

YnakoBouyHasa HHGopMaluns

KO-IMOBAH
Ne: 708895

JloxansHbiii Matepnan Ne: 708895

HOBAPTHUC ®APMA CIIA
Bua [Ipoeunumane Lluto 131
80058 Toppe AnnyHumara (HA)
Hranus

AM-11/2019

Homep ceprudnkara GMP: IT/36/H/2019

JlanHbIE TECTOR, TPeOOBAHHUA, PesyJl

bTaThl ¥ 3aKJIFOUEHHSA IPHBEIEHE] B CJIEAYIOIIEM cepTuduKaTe/cepTHHIKaTaX:

@pm:puxn Ne: IT100100155592 }
Iponykr: KO-JJMUOBAH TABJIETKHA [TOKPBITHIE ITNIEHOYHOH
OBOJIOYKOM 160/12,5 MI". 012
I'no6anbublii MaTepuan Ne: 854072 Cepus Ne:
JlokanbHplii MaTepHan Ne: 854072
JlaTa BbINYCKA: 06-08-2021
TIpon3BOANTEIb: HOBAPTHC ®APMA CIIA
Bua INposunumane 1luto 131
80058 Toppe AHHyHLHaTa (HA)
Hranus
JInueH3nusi Ha H3rOTOBJIEHHE: AM-11/2019

T5137

Crpanuua 1 /7

HacTosumii ceprrudukar Ob11 aBTOMATHIECKH CreHepHpOBaH.

HaHHble YTBEPAKACHBI OTBETCTBEHHBIM JINLIOM

Digitally signed by Zyryanava

Anna
r a n DN:de=com, dc=novarti,
ou=people, ou=T0,
serialNumber=2305978,
cn=Zyryanova Anna

V a A n n a Reacon: Nepeson Nposepuna w
3agepnna

Date: 2021.08.19 19:04:13 +03'00"




U NOVARTIS

Brinyweno:
HOBAPTUC ®APMA CIIA
Bua ITposunuuane Hluro 131

80058 Toppe Annynuuara (HA)

Hranus

JIMuen3ns Ha w3roTosjaeHune Ne:
AM-11/2019

Ceprudnkar GMP Ne:
1T/36/H/2019

CEPTU®UKAT CEPUHN
Ne IT100200155638

Ceprnduxat Ne: CH280100231041
TlpoayKT: THUJIPOXJIOPTUA3U] MHUK/IC 08
Ino6anbubIi MaTepnan Ne: 831945 Cepna Ne: C0076
Jloxanbublii MaTepnan Ne: 831945
JlaTa BbINYCKA: 21-12-2020
Tpon3BOAMTE D! Hosaptuc ®apma lliteiin Al
ITaddxaysepiurpacce
4332 Wlreiin
111Befinapus
Cepruduxat Ne: GB430100052290
ITpoaykr: BAJICAPTAH/JIC 47
Ino6anbHbIi MaTepuan Ne: 832100 Cepus Ne: G1252
JloxaneHblii MaTepnan Ne: 832100
JlaTa BbITIyCKa: 30-06-2021
IpousBoaUTENb: Hogapruc I'pumcou JInmurea
[TaiiBaiin
Myau JIakn
DN31 2SR I'pumcGH
BenukobpuraHus
Ceprndukat Ne: GB430100052303
IIpoaykr: BAJICAPTAH/JAC 47
Cnobaasublii MaTepnan Ne: 832100 Cepus Ne: G1256
JloxkanbHbIH MaTepHan Ne: 832100
JlaTa BBINYCKA: 01-07-2021
TTpon3BOAMTEb: Hopapruc ['pumcOu Jlnmuren
Tlaiiaiin
My nu JIaitH
DN31 2SR I'pumcbn
BenukobpuTaHus
Crpanuua 2 /7

HacTosmmit cepTuHKaT ObL1 aBTOMaTHIECKH CreHEpUpOBaH.

JlaHHBIe YTBEPHKICHbI OTBETCTBCHHBIM JIHLIOM




BoinyuieHo:

I—a) NOV ARTI S HOBAPTHC ®APMA CIIA

Bua [Mporunimase I1uTo 131
80058 Toppe AHHyHIHMaTa (HA)
Hramns

JIMuen3ns Ha U3roToBJeHHE Ne:
AM-11/2019

Cepruduxat GMP Ne:
IT/36/H/2019

CEPTH®UKAT CEPHH
Ne IT100200155638
-

TpoayKT: KO-JIMOBAH
[106anbHbIE MaTepuan Ne: 708895 Cepusn Ne: TIW438
3akJo4yeHue:

HacTosIIMM YI0CTOBEPSIO, UTO JaHHasd HH(pOpMAIIHA TIOLTHHH 1 BEpHA.

JlanHas cepus cos/ana/ Ipou3BeNieHa, BKtotai yTaKOBKY H KOHTPOJIb, Ha BHILIEYTOMAHY TOM MECTE
NpOM3BOACTEA B COOTBETCTBHH C MpaBHIaMH GMP 710KaJILHOTO PETYJIATOPHOr0 opraa u crenmduKanuei
perncTpalHoHHOro yOOCTOBSPEHHA yMIIopTHpYtoLIeH CTPaHbL.

HapaGoTka, ynakoBKka 1 aHAJIM3 CEPHH COOTBETCTBYIOT TpeGoBaHHAM GMP.

OTBeTCTBEHHOE JINLO: Gennaro Manzo
JlaTa H BpeMs: 06-08-2021 14:26:00

THIT BLIIYCKA: BbIMYCK Ha PBIHOK

KomMmeHTapHil K cepTHduKaTy:

BoinycK Ha peIHOK

Cpok TO/HOCTH: 30.06.2024 PPMS Howmep: 1825061

Konn4ecTBO YNAKOBOK TPH BbIYCKE: 10581 ynaxkoBKa

T1poAyKT NPOTECTHPOBAH, [pOMapKHpOBaH H YMAKORAH B COOTBETCTBHH C 3apemcrpmposanﬂoﬁ HI:
1 NO11266-180319 u3m. 1-2

Marepuan 832100 cepyit G1256 1 G1252 u MaTepral 831945 cepun C0076 Guu1M HCIIONB30BAHEI B Ka4ECTBE A®C, matepual
854072 cepun T5137 Gbin CHONLIOBAH B KayecTBe fanka.

JlekapcTBennas gopMa, ykaszaHHas B IaHHOM CoA/CoC noikHa MHTEpTIPETHPOBATBCS KAK: TabeTKH, MOKPBITHIC IIEHOUHOH
o60m04KO#

Bo BpeMs NPOM3BO/CTBA HE GbII0 BLIABIECHO HHKAKHX OTKIIOHEHHH

Jinno, BLIAABLIEE cepTHdHKAT: Gennaro Manzo

JIOIKHOCTD: PyKoBOAMTENb OTACHA BhINycka / yIOJTHOMOYEHHOE
JTUIIO

JlaTa n Bpemsi: 19-08-2021 17:07:21

Crpanuua 3 /7
Hacrosuii cepTHHKaT ObLI aBTOMATHUECKH CreHepHpoBaH.
JlaHHBIE YTBEPHKACHDI OTBETCTBEHHBIM JIULIOM




U5 NOVARTIS

Buinymeno:

HOBAPTHC ®APMA CIIA
Bua ITposununane luto, 131
80058 Toppe Annynuuarta (HA)

Hranus

CEPTUO®UKAT AHAJIU3A

Homep otueta CoA: 4518

CoO0TBeTCTBHE CTAHAAPTY CPAaBHEHHS

TpoaykT: CO-DIOVAN (KO-JIMOBAH) FCT 160/12.5MG.012 (NEW_DS)
Martepuan Ne: 854072 Cepus Ne: T5137
I'nobanbHbii MaTepuan Ne: 854072
Cepus LIMS: 2322
JlaTa M3roTOBJIEHN: 15-07-2021 JaTa ucTeveHHs CpoKa 13-01-2023
XpaHeHHs:
HopmaTtnBHas DP_3748522 001 R1
JOKYMEHTaLHA:
TecTbl TpeboBaHus Pe3yabTaThl
OnucaHue BH3YaIEHO
dopma OBasbHOI (HOPMBI, AROSKOBBIMYKIIbIE  COOTBETCTBYET
LBET TEMHO-KpacHbIH Co0TBETCTBYET
pHcKa 0e3 pHCKH CooTBeTcTBYET
KOJI TPaBUPOBKH Ha onHoit ctopoHe TabneTky, CooTBeTCTRYET
MOKPHITOH TIEHOUHOH 000/1049KOH,
mapkuposaro “HHH”, na npyroii -
“CG!!
[MommuaHocTs MeTogoM TCX
T MApOXJIOPOTHA3HI CooTeeTcTBHE CTaHAApTY cpaBHeHHAs (COOTBETCTBYET
CTaHApTy CPaBHEHHA
Bancapran

CoOoTBETCTBYET
CTaHOAPTY CpaBHEHHsA

INopnuHHOCTE KpacHTeneH

(01)

XKeneso (uBeTHas peakuys) ITonoxHTrensHO He Tpebyetcs
Ipumeuanne: 01 — TecTnpobanne 1*
NapTHH Ka/blii ro

TwuTaH (LBETHas peaKiHs) [TonoxurensHo He TpebyeTtca

Ipumeuanne: 01 — Tectuposanue 1°
MapTHH KaX[blA roa

MHHYT MeToJ0M Y ®: MUHUMYM

Pacteopenne MetojoM Y ® — 30 Mun CooTBeTcTBHE TAaOIHALIE CooTBeTCTBYET
Pactropenne I'napoxnoporuasusa yepes 30 npuemiemocti EB.®., . CIIIA u

MHHYT MeToJ0M YO Sn. @. (tonsko ypoBHH | 1 2)

Pacteopenue ['uapoxnopornasuza uepes 30 He menee 85% 100%

MuHYT MeToioM Y®: cpeanee 3HaueHHe 80%

(Q-3HaueHue)

Pacteopenue ['uapoxnopotnasuzia vepes 30 - 99%

Crpanuua 4 /7

HacTosmmit ceprudHkaT 06171 aBTOMATHIECKH CTEHEPHPOBAH.

,D;aHHLIC YTBEPKAECHEI OTBETCTBEHHBIM JIMLIOM




> NOVARTIS

Beinymeno:

HOBAPTHUC ®APMA CIIA
Bua ITposunumane 1luto, 131
80058 Toppe AHnyHumaTa (HA)

Hranus

CEPTU®UKAT AHAJIU3A

Homep otyeta CoA: 4518

IponykT: CO-DIOVAN (KO-TMOBAH) FCT 160/12.5MG.012 (NEW_DS)

Marepnan Ne: 854072 Cepus Ne: T5137

I'no6anbHblil MaTepnan Ne: 854072

Cepus LIMS: 2322

TecTbl TpeGoBanus Pe3ynbTaThl

PacTBopenne 'napoxinopoTnasuia yepes 30 - 101%

MHHYT MeToJI0M YP: MAKCHMYM

Pacteopenne MetogoM Y@ — 30 MHH CooTBeTcTBHE TabnuLe COOTBETCTBYET

PactBopenue Bancaprana uepes 30 MHHYT npuemnemoct Ep.@., ®. CILIA u

MmetosioM YO Sn. ®. (Tonsko ypoBHH | 1 2)

Pactropenue Bancaprana uepes 30 MHHYT He menee 85% 97%

meTonoM Y@: cpennee sHaueHne 80% (Q-

3HayeHHe)

PactBopenue Bancaprana yepe3 30 MHHYT - 96%

MeToJIoM Y@ MUHUMYM

Pacteopenue BascapraHa uepes 30 MUHYT - 97%

meTogoM Y dD: MakKCUMYM

PacTeopeHue yepes 30 MUHYT MeToOM Y D! n=6, 12 unu 24 n=6

n=6, 12 unu 24

OJIHOPOAHOCTb J03HpOBaHHA MeTonoM BIXKX

T'HapOXJ0POTHA3HI: MHHHMYM - 94,6%

'MapOXJIOpOTHA3H/: MAKCHMYM - 100,0%

CuapOXJOPOTHA3H: CTAHIAPTHOE OTKIOHEHHE - 1,9

I'uapoxnopoTHA3HI: cpeaHee - 97.3%

I'uapoxJ0pOTHA3U/L: IPHEMIIEMOE 3HAYEHHE He Gonee 15,0% 5,7%

THApOXIOPOTHA3HL: KOHEHUHOE 3aKITI0YeHHE CooTeeTcTBHe TpebopaHHAM P. CoOTBETCTBYET
CLUA, Esp. @, Sn. ©

BasncapTaH: MUHUMYM - 94,6%

BasncapTaH: MAKCHMYM - 99.8%

BancapTaH: cTaHAAPTHOE OTKIIOHEHHE - 1,9

Crpanuua 5 /7

HacTosmuii cepTHdHKAT ObI7 aBTOMATHYECKH CIEHEPUPOBAH.

JlaHHBIE YTBEPKACHB! OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

Beinymeno:

HOBAPTUC ®APMA CIIA
Bua Ilpoeunumane 1uro, 131
80058 Toppe AnnyHuuara (HA)

Hranus

CEPTHUOUKAT AHAJIM3A

Homep otueta CoA: 4518

mukpoopranmusmos (TAMC)

IIpoaykT: CO-DIOVAN (KO-ITMOBAH) FCT 160/12.5MG.012 (NEW_DS)

Marepnan Ne: 854072 Cepns Ne: T5137

Tnobanbublil MaTepuan Ne: 854072

Cepns LIMS: 2322

TecTbl TpeGoBaHHs Pe3yabTaThl

BascapTal: cpeaHee - 97.2%

BancapTaH: NpHeMJIeMOe 3HaUCHHE He Gonee 15,0% 5,8%

BasicapTaH: KOHEUHOE 3aKIHOYEHHE CootsercTBHe TpeGoanuam . CoOTBETCTBYET
CLUA, Egp. @, An. @

OnHOpPOAHOCTh 03HPOBAHHA METOOM BYXKX: n=10umm 30 n=10

n=10 wm 30

ToTMHHOCTB M KOJIMUECTBEHHOE ONPE/IEICHHE

meTtonoM B2XKX

Cpennee: ['uapoxn0poTHa3HI 95,0 —105,0 % 97.5%

I'apoxJI0poTHA3HUA I'napoxnoporuasui: CoOTBETCTBHE CooTBeTCTBYET
CTAaHOapTy CpaBHEHMA

Cpennee: BancapTaH 95,0 — 105,0 % 98,6%

BancapraH Bancapran: CoOTBETCTBHE CTaHAAPTY CoOTBETCTBYET
CpaBHEHHs

TTpoayKTsl Aerpafaliii METO0M B3XX

PoncTeeHHbIe IpuMeck MeToaoM BOXKX: He 6onee 0,2% <0,05%

SU5683 Ha OCHOBaHMH 3aABJIEHHOTO

cozepKaHUs THIPOXJI0POTHA3HAA

PoncTBeHHBIE IPHMECH METOOM BOXX: He 6onee 0,2 % <0,05%

enMHHYHAA HeneHTHOULUHPOBAaHHasA IPUMECh

Ha OCHOBAHMH 3asBJIECHHOI0 COAEP KaHHA

BajicapTaHa

CymMa IpOJlyKTOB JieTpajaluy: He Gonee 0,5 % <0,05%

Bancapran/I' HIpOXJIOPOTHAZHI

OnucaHHe BU3YaJIbHO

JUTHHA TpubnuszutenbHo 15,2 MM CoOTBETCTBYET

IMIHPHHA [IpuOAM3HTENBHO 6,2 MM COOTBETCTBYET

MHuKpoGHONOTHYECKHE TECThI (METOA (03)

yalleTHOro Mo/CUEeTa)

Of1ee KoNHIECTBO adPOoOHbIX He Gonee 1000 KOE/r He tpebyetcs

TMpumeuanue: 03 — TecTHpOBaHNE
kaxaoi 10" mapTun, peTecT Kax/bli
roa
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HacTosumii cepTHdHKAT Gbljl aBTOMATHIECKH CTEHEPHPOBAH.
JlaHHbIe YTBEPAIEHb OTBETCTBEHHBIM JIHIIOM
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Beinyweno:

HOBAPTHUC ®APMA CIIA
Bua Ilpoennumane lluro, 131
80058 Toppe AnnyHnumara (HA)
Hranus

CEPTU®UKAT AHAJIU3A

Howmep otueta CoA: 4518

IpoayxT: CO-DIOVAN (KO-IMOBAH) FCT 160/12.5MG.012 (NEW_DS)
MaTtepnan Ne: 854072 Cepns Ne: T5137
I'nobanbHb1ii MmaTepuan Ne: 854072

Cepusa LIMS: 2322

TecThl Tpebosanns PesynbTaThl

OGHICG KOJIHMECTBO IUICCHECBBIX
rpubos/apoxrskeit (TYMC)

He 6onee 100 KOE/r He tpebyercs

Tpumeuanne: 03 - rectuposanne
ka#aoi 10" napran, perect
Kax/1bIH roj

Escherichia coli He o6napyxenoB 1 r He tpebyerca
Tpumeuanue: 03 — TectHpoBanue
Kaxoi 10" naptum, perect

Kax/1bli roj

3akiawuenue:

Cepus cOOTBETCTBYET crielH(HKaLMH HOPMATHBHOI AoKyMeHTaunH. HacTosINM yA0CTOBEpsIIO, UTO NaHHAsA
uH(popMalus NoATHHAA U BepHa. HapaboTka 1 aHaIN3 CepHH MIPOBEPEHBI H COOTBETCTBYIOT Tpebosanuam GMP.

JInuo, BeIAaBIIEE cepTHRHKAT:
JIOI3KHOCT:
JaTa opobpenns:

Paolo Striano

QC&AST Leader

03-08-2021

HacTosimit cepTudmkat 6111 aBTOMaTHIECKH creHepHpoBaH. JlaHHble YyTBEPXKACHB! OTBETCTBEHHBIM JILIOM.

Jara Beigaun:

06-08-2021
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