Briaano:

JEJIb®@APM IOHHUHT C.A.C.
26 PIO JIE JIA ILIATIEJIb

@P - 68330 IOHUHT

DELPHARM
a2 L b St JIMueH3nsA Ha NpoU3BOACTBO No:
e e M15/363-GMP Ne: 2019/HPF/FR/245
Cepruduxar cepum
IpoaykT: BOJIBTAPEH 100 mr cynmosutopun Ne5

B cooTBeTcTBHN ¢ HJI:
Jo3upoBka / AKTHBHOCTL:
PPMS HoMmep:
JlexapcTBennas gopma:
Tun ynakosku:

Paszmep ynakoBkH:

Perncrpaunonnoe yacrosepenne Ne:

CTtpana HazHAYeHHs:
I'nobanbHblii MaTepuan Ne:

JaTa npoM3BOACTRA:
JlaTa BeInycka:
CpoK roaHocTH:
OobeM BbINYcKa:

TINO013066/01-280911 H3m.1-4
JUKITOPEHAK HATPHA 100 MI'
719048 012 201 RU
Cynno3sHTOpHH peKTasbHble
onucrep

1x5 wTyk

ITNO013066/01

Poccuiickas ®enepanus

719048 Cepns Ne:
04-10-2021

26-10-2021

09-2024 (30.09.2024)

28191.000

ADPP77347

JlanHble TecTOB, TpebOBaHMS, Pe3yIbTaThl M 3aKJIIOUEHHA NPHBEAEHBI B ClEAYIOMEM cepTH(HKaTe/cepTHdHKaTaX:

MponykT:

B coorBetcTBHM ¢ HI;
I'no6anbHbli MaTepuan Ne:
JlokanbHblil MaTepuas Ne:

JaTa BeInycka:
ITpou3BoACTBEHHBIH 00bEKT:
I'nobanbublii MaTepnan ADC:
Hassanne I'M A®C:

Ha3spanue u aapec Npou3BoaNTE A
dapm. CybGeTanumn:

BOJIBTAPEH 100 Mr cynnosutopuu Ne5
ITN013066/01-280911 H3m.1-4

719048 Cepnsa Ne: ADPP77347
719048

26-10-2021

JEJIB®APM IOHUHI C.A.C.

831011 Cepus Ne: 10046367/C0175

Juknodenak narpus FM 40MU 05
HogapThc ®apma Illtein A’
Lladdxaysepiutpacce,

4332 llTeiin, 1lpelinapus

NpoaykT:

I'noGanbnpiii MmaTepunan Ne:
JlokanbHblil MaTepnan Ne:

JaTa BeInycka:
IMponsBoacTBEeHHLIH 00LEKT:
I'nobanbublii maTepnan ADC:
Haspanue 'M ADC:

Hassanue n agpec NpoH3BoAHTE A
tapm. CybcTanumuu:

VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

851784 Cepus Ne: H7347
60028

26-10-2021

JOEJIb®APM IOHUHI C.A.C.
831011

Huknodenax narpua FM 40MU 05
Hoeaptuc @apma llteitn AT
lag¢xaysepwrpacce,

4332 lreiin, 1lIpeiinapus

Cepns Ne: 10046367/C0175

Crpanuua 1/9 * IloanucaH 31eKTPOHHO B COOTBETCTBHH CO CTaHAApTaMH LH(ppoBoii moamucu Delpharm
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Boinano:
JIEJIb®APM IOHHUHT C.A.C.
26 PIO JIE JIA LLIAIIEJIb

DELPHARM ®P - 68330 JOHHUHI'
WUNINGUE JIuueH3ns Ha POU3BOACTBO Ne:
m*‘*gff&ﬂmﬁ’m* M15/363-GMP Ne: 2019/HPF/FR/245
CepTHdHKAT CEPUH
TlpoaykT: BOJIbTAPEH 100 mr cynnosuropun Ne3
B cooteercTBun ¢ HJL: I1 N013066/01-280911 H3m.1-4
Iao6anbHblil MaTepHa Ne: 719048 Cepua Ne: ADPP77347
3aknoveHHe:

HacToAuM y10CTOBEpSIO, UTO AaHHas HHpopMaLus NoIMHHA 1 BEPHA.
IlanHas cepus co3iaHa / POM3Be/ieHa, BKITIOUas YIIAKOBKY H KOHTPOJIb, Ha BLILIEYTIOMAHYTOM MECTE IIPOM3BOJICTBA B

co0TBeTcTBHH ¢ npaeuiamMi GMP JI0KaibHOr0 PEryATOpHOro opraka 1 crelndHrKaLuel perucTpaloHHOro
y/I0CTOBEPEHHA HMIIOPTHPYIOIIEH CTPAHBI.

HapaGoTka, yIaKOBKa H aHa/IH3 CEPUH COOTBETCTBYIOT TpeGopaHuAM GMP.

KomMeHTapHiil B OTHOLIEHHH KOHTPOJIHPYEMBIX XapaKTePHCTHK:
He HabnogaeTca oTKIOHEHUH B X0/1e IPOH3BO/ICTBA.
Cchlika Ha OCHOBHOE / KpUTHUYECKOE OTKIIOHEHHE: HE MPUMEHHMO.

OTBETCTBEHHOE JINI0 HIIH NPEACTABHTENL™ ! Melanie SENN
JdaTa u Bpema: 26-10-2021 17:39:39

Crpannua 2/9 * [loanucan 3J1EKTPOHHO B COOTBETCTBUH €O craszapraMu muposoii noanucn Delpharm




BrigaHo:
JEJIb®APM IOHHUHI C.A.C.
26 PIO JIE JIA UIAIIEJIb

@P - 68330 FOHUHT

H U NIN v
LASCRATOIRYE Pl BRI
DEPACCRRIAGE
Ceprudukat Ha YNAaKOBKY
IlpoaykT: BOJIBTAPEH 100 mr cynnosutopuu Ne5
B coorBercTBuu ¢ HI: I1 N013066/01-280911 H3m.1-4
I'nodanbHblil MmaTephnaa Ne; 719048 Cepus Ne: ADPP77347

JlokanbHblii MaTepHan Ne: 719048

JlaTa NpoH3BOACTBA: 04-10-2021

JlaTa OKOHYAHHUA CPOKA IOJAHOCTH: 09-2024 (30.09.2024)

3ak/oueHue:

HacTOSINM YAOCTOBEPSIO, 4TO JaHHAs CEPHA yNakoBaHa B NIOJHOM COOTBETCTBHH ¢ IpaBUIaMH GMP. [IpoToKonsl

yNaKOBKH CEPUHM PACCMOTPEHbI, YCTAHOBIEHO UX COOTBETCTBHC GMP.

OTBeTCTBeHHOE JINILO HJIH NpeACTaBHTENb*: Melanie SENN
JlaTa ¥ Bpemsi: 26-10-2021 17:39:39

Crpanuua 3/9 * IloanucaH 31SKTPOHHO B COOTBETCTBHH CO CTAHIApTaMH uudposoii noanucu Delpharm



Bripano:

B cootBeTcTBHM ¢ HI:
Jlokanbublii MaTepuan Ne:

JlaTa npou3BoacTBa:
Cpok roaHocTh:

O6beM BrInycka:

TecToBas MmoHorpadus:

CTpaHa HazHAYeHHA:

I'106a1bHbB1H MaTepuan Ne:

HAEJIB®APM IOHHHI C.A.C.

26 PIO JIE JIA LIATIEJIL
DELPHARM @P - 68330 OHUHI'
HUMNINGURE (I)paHuHH
LABCORATCRE PrialinaCEumat

Db FagCera
Ceprudukar ananmnsza
IMpoaykr: BOJIBTAPEH 100 mr cynnosutopuu NeS

IIN013066/01-280911 U3m.1-4
719048 Cepusa Ne: ADPP77347
719048

04-10-2021
09-2024 (30.09.2024)

28191.000

PD-129.H.2 + PP_3747821_ A R 3+ Amnanus Ne: 400002999847
PP374782100 3R1 BATCH COMPL YING

WITH PP3747821003R1

AL SO cootserctyer PP_3747821 A R 3

Poccuiickas ®epnepauus

3akawyenue:

Cepns cooTBeTCTBYET KOHTPOJIBHOI Npouesype. HacTosmmm YIOCTOBEpAEM, UTO JaHHAs CEpPHs NPOH3BEACHA

TPOKOHTPOTHPOBAHA B COOTBETCTBUH ¢ NpasuiaMi GMP 1 TpeGoBaHHAMM, NpeXbABIACMEIMH IS paspeLeHHs

pa3sMelleHHs Ha PhIHKE,

OTBeTcTBeHHOE JIMLIO HJIH NIPEACTABHTEb; Melanie SENN

JaTta u Bpems:

26-10-2021 17:39:39

Crpanuua 4/9 * IloanncaH 3/eKTPOHHO B COOTBETCTBHH CO CTaHAapTaMu uu(pporoit noanucu Delpharm




Brigano:

IEJIb®APM IOHHHI C.A.C.
26 PIO JIE JIA LLHAIIEJIb

®P - 68330 KOHUHT
DpaHuuA

CepTudukar anajimia

IMpoaykr:

I'no6anbHbIil MaTepHan Ne:
JlokanbHblii MaTepnan Ne:

JlaTra npon3BoacTBa:
CpoOK roaHocTH:

O61eM BbINyCKA:

TecToBas MoHorpagus:

VR VOLTAREN (BOJIETAPEH) 100MG PVC KG FC

851784
60028

Cepusn Ne: H7347

04-10-2021
09-2024 (30.09.2024)

28191.000
PD-129.H.2 + PP_3747821_A R 3 + Anamns Ne: 40000299846
PP374782100 3R1 BATCH COMPL YING

WITH PP3747821003R1
AL SO cootserctByeT PP_3747821_A R 3

TecThl Cneunguxauuu PesyabTaThl
Bremnnii Bua (PD-129.H.2) Ot Genoro o Oenoro ¢ KeJITOBAThIM CoOTBETCTBYIOT

OTTEHKOM LIBETA TOpea000pa3HOH

(OpMBI CYNIO3NTOPHH C IIIAIKOH

NIOBEPXHOCTBIO
3amax (PD-129.H.2) Cnabsrii, xupa COOTBETCTBYET
Cpeanss Macca (PD-129.H.2) 1,80-2,20r 2,02r
OpnHoponHocTh Macch (PD-129.H.2) CooteetcTBue crieuuduxanmuam Esp.O. CooTBeTCTBYET
PasmMep yacTHL, (MUKPOCKOIIN) He 6onee 100 Mkm 24 MKM
[NogmuuHocTh BonbTapena CA COOTBETCTBYET CTAHIAPTY CPaBHEHUA COOTBETCTBYET

metonoMm TCX (PD-129.H.2)

Crpanuiia 5/9  * IToamHcan 3/1EKTPOHHO B COOTBETCTBHH CO CTAaHAapTaMH ur¢posoii nozxnucu Delpharm




BripaHo:

(PP_3747821_R_3) (PP 3747821 003 R1)

TlojymHHOCTH JIMKI0(eHaKa HaTpHs
mertonom Y@ (PP_3747821 R _3) (PP
3747821 003 R1)

[MoanuHEHOCTL J{HKIO(pEHAKA HATPHSA
MetoaoMm BDXKX (PP_3747821_R _3)
(PP 3747821 003 R1)

JIEJIbOAPM IOHMHI C.A.C.
26 PIO JIE JIA WIAIIEJIb

DELPHARM @P - 68330 KOHHUHI

H UMNINGUE (I)pal."_mg

LABCR ARCEE Pr R CELTCE

OF FACCMMNAGE
Ceprudukar anajimsa

IMpoaykr: VR VOLTAREN (BOJILTAPEH) 100MG PVC KG FC
I'no6ansHbIi MaTepHan Ne: 851784 Cepus Ne: H7347
JlokanuHbiii MaTepnan Ne: 60028
TecTbl Cneundpukaunu PesyabTaThl
TTocTOpOHHHE NPUMECH He Gonee 0.5 % CoOTBETCTBYET
HHIMBHOyalbHO MeTogoM TCX
(oueHKa 110 MapaMeTpaMm Ipolecca)
(PD-129.H.2)
CyMMa MOCTOPOHHHX TIpHMeceit He Gonee 1.0 % CooTBETCTBYET
MetogoM TCX (oLeHka 1o
napameTpaM mpouecca) (PD-129.H.2)
KonnyecTBeHHOE ONpeEC/ICHHE 95.0-105.0 % 100,1 %
Bonbsrapena CA
noTeHUHoMeTpuiecku (PD-129.H.2)
BHeluHHA BHA BH3YalbHO Ot Genoro 1o Genoro ¢ )KENITOBATHIM CoOTBETCTBYET

OTTEHKOM LiBeTa TopneaoobpasHoi

(OpMBI CYTINO3UTOPHH C TIAAKOH HIH

cJIerKa HEPOBHOI IOBEPXHOCTHIO

CoOTBETCTBYET CTAHIAPTY CPaBHEHMA CoOTBETCTBYET

CoOTBETCTBYET CTAaHAAPTY CPABHEHHU CoOTBETCTBYET

Crpannua 6/9 * IloanucaH 3/1€KTPOHHO B COOTBETCTBHH CO CTaHIApTaMA uudposo# noanuck Delpharm




D

DELPHARM
HUMNINGUE

LABCRAIDRE PrARMALEL SRR
O AL R GE

BrigaHo:

JIEJIbAPM FOHUHT C.A.C.

26 PIO JIE JIA IIAIIEJIb
@P - 68330 IOHUHI"
@panims

Cepruduxar aHaIu3a

METOJ0M CKOPOCTHOM KMAKOCTHOH
xpomarorpaduu (PP_3747821_R_3)

IMpoaykrT: VR VOLTAREN (BOJILTAPEH) 100MG PVC KG FC
Tao6aabnb1i MaTepnan Ne: 851784 Cepns Ne: H7347
JlokankHbIil MaTepnan Ne: 60028

TecTbl Cneundukaunn PesynbTaThl
Bpewms nonHoii Aedopmaimy B coors.  He Gonee 20 MHHYT 12 MuHyT
¢ Epp. @. 2.9.22, Anmapat A

(PP _3747821_R_ 3) (PP 3747821 003

R1)

PacnagaeMocTs B cooTB. ¢ Esp.®. He 6onee 30 MMHYT CoOTBETCTBYET
2.9.2 (PP_3747821_R_3) (PP 374

7821003 R1)

[ocroponnue npumecu GP 45828 He 6onee 0.2% <0.1%
METOJOM CKOPOCTHOH JKHAKOCTHOH

xpomatorpaduu (PP_3747821_R_3)

(PP 3747821 003 R1)

IMocToponnue npumecu GP 49000 He Gonee 0.2% <0.1%
METO/10M CKOPOCTHOH XMKOCTHOH

xpomarorpadun (PP_3747821_R_3)

IlocToponnue mpumecu GP 49000 He Gosnee 0.1% <0.1%
METOIOM CKOPOCTHOH XUIKOCTHOH

xpomartorpaguu (PP 3747821 003 R 1)

Iloctoponnue npumecu GP 49002 He Gonee 0.2% <0.1%

Crpanuua 7/9  * IToanucaH 31€KTPOHHO B COOTBCTCTBHM CO CTAHAAPTaMH uupposoii noamicu Delpharm




DELPHARM
HUMNMINGUE

LABORANCEY Pralsaliuaiat
T Tt Y MY

Bripano:

JEJIbOAPM HOHHUHI C.A.C.
26 PIO [IE JIA LIATIEJIb

@P - 68330 IOHUHI"
®panIma

Cepruduxar anannsza

3747821003 R1)

IpoaykT: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'nobanbuelil MaTepuas Ne: 851784 Cepun Ne: H7347
JlokanabHblii MaTepuan Ne: 60028

TecTbl Cneungukauun PesynabTaTni
IMocToponnne npumecn GP 49002 He 6onee 0.1% <0.1%
METOIOM CKOPOCTHOMH XHIKOCTHOH

Xpomatorpapuu (PP 3747821 003 R 1)

Henagentnpuumposannas He Gonee 0.2% <0.1%
NOCTOPOHHAA €IHHUYHAS IPHMECH

METOJIOM CKOPOCTHOM MIKOCTHOH

xpomartorpadun (PP_3747821 R_3)

Hennentuduuuporannas He 6onee 0.1% <0.1%
MOCTOPOHHsIA €AMHHYHAA IPHMECh

METO/IOM CKOPOCTHOH >KMAKOCTHOIA

xpomatorpaguu (PP_3747821_R_3) (PP

3747821 003 R 1)

CyMMa OCTOPOHHUX NpHMeced He 6osnee 1.0% <0.1%
METOIOM CKOPOCTHOM XHAKOCTHO

xpomarorpaduu (PP_3747821_R_3)

CyMMa nocTOpoHHHX NpHMeceii He 6onee 0.5% <0.1%
METOJIOM CKOPOCTHOM »KHKOCTHOIH

xpomatorpaguu (PP 3747821003 R 1)

OnHoponHocTs 103upoBanus MeTooM  COOTBETCTBHE TpeBOBAHHAM Erp. @, CootBerctByer
BDXKX (PP_3747821 R_3) (PP ®.CLIA, An.®

Crpannua 8/9 * Iloanycan 21EKTPOHHO B COOTBETCTBHM CO CTAHAAPTaMH LM(POBOH TOAMHCH Delpharm




BrinaHo:
HEJIb®APM IOHHHI C.A.C.
26 PIO JIE JIA LIATIEJIb
DELPHARM @P - 68330 IOHUHT
HUNINGUE (DpaHuM
LARCEA NOBE PR B
DEFAGOMNAGE
Ceprudukar anaausa
Mpoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'nobanLHblil MmaTepuan Ne: 851784 Cepna Ne: H7347
JlokanbHblii MaTepuasn Ne: 60028
TecTbl Cneunduxaunn PesyabTaThl
KonuiecTBeHHOE onpenesnieHne 95,0 -105,0 % 101.0%

Juknodenaka HATPUA METOIOM
B32XX (PP_3747821_R_3) (PP
3747821003 R1)

3axkiaouenne

Cepusi COOTBETCTBYET KOHTPOJILHOM Mpoweype. HacTosmmm yaocToBepsaem, uto JaHHas cepus
NpOHU3Be/ICHA W IPOKOHTPOIMPOBAHA B COOTBETCTBHH ¢ NpaBHaaMu GMP u tpeboBanusamu,
NpeabaB/IAEMBIMH /U1 pa3peLleHHs pa3MellleHHs Ha PhIHKe.

OTBeTCTBEHHOE JIMLIO HIH NPEACTABHTEb: Melanie SENN
JaTta n Bpema: 26-10-2021 17:39:39

Crpannua 9/9 * [loanucan 31eKTPOHHO B COOTBETCTBHH CO CTAHAAPTAMHU Ln(pporoi noanucu Delpharm



