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Briaano:

HOEJb®APM IOHHUHI" C.A.C.
26 PIO JIE JIA 1UATIIEJIb

&P - 68330 KOHHUHT

JInueH3nsa Ha NpoH3BoAcTBO Ne:

B coorBercTBHM ¢ H/I:
Jo3upoBKa / AKTHBHOCTD:
PPMS Homep:
JlekapcTeennan gopma:
Tun ynakoBkmu:

Pasmep ynakosku:

CTpaHa Ha3HAYeHHA:
I'nobanbHblii MaTepuan Ne:
JaTa npoussoacraa:

JlaTa BpInycka:

Cpok rogHocTH:

ObbeM BhINYCKA:

PerncrpaunoHHoe yacTtoBeperne Ne:

: M15/363-GMP Ne: 2019/HPF/FR/245
CepTuduxar cepun
Ipoaykr: BOJILTAPEH 100 mr cynnosuropun Nes

I1N013066/01-280911 H3am.1-4
JIMKJIO®OEHAK HATPHA 100 MIT
719048 _ 200000233 _RU
Cynno3uTopHH peKTanbHbIe
onucrep

1x5 wryk

I1N013066/01

Poccuiickas ®enepanna
719048

10-01-2022

31-01-2022

12-2024 (31.12.2024)
27032.000

Cepus Ne: ADPP77370

JlaHHLIE TECTOB, TPeGOBAHUS, PE3Y/ILTATH H 3aK/II0UEHNS PHBEIEHE! B Cle/lylolieM cepTudukaTe/cepTHdHKaTax:

[poaykr:

B cooreercreun ¢ H/I:
I'no6anbnblii MaTepnan Ne:
JlokaneHsIi MaTepHaJa Ne:

JlaTa BeIMycKa:
Ipon3BoacTBeHHBII 00BEKT:
I'nodansnbiii maTepuan ADC:
Hazgaune I'M ADC:

HasBanue n aapec npou3BoguTeNs
tpapm. Cybcranunn:

BOJIbTAPEH 100 mr cynnozutopun Ne5

ITN013066/01-280911 H3am.1-4
719048

719048

31-01-2022

JNEJNb®APM IOHHUHI C.A.C.
831011

Nuknogenak sarpus FM 40MU 05
Hograptuc ®apma llteiin AT
1lag¢xayzeplutpacce,

4332 Ulreiin, HIseiiuapns

Cepus Ne: ADPP77370

Cepua Ne: 10046902/C0178

Mpoaykr:

Inob6anbHbIil MaTepuaa Ne:
JlokanbHEIi MaTepha Ne:

JaTa BpInycka:
IponseoacTBeHHbI 00bEKT:
I'nobansuslit MmaTtepuan ADC:
Hazganne TM ADC:

Ha3zsanue u aapec NpoH3BOAHTENS
tpapm. Cyberanunm:

VR VOLTAREN (BOJILTAPEH) 100MG PVC KG FC

851784 Cepusa Ne: H7370

60028

31-01-2022

JNEJb®APM IOHUHI C.A.C.

831011 Cepna Ne: 10046902/C0178

Jluknodenak narpus FM 40MU 05
Hoeaptuc ®apma Ilreitn AT’
Ilagdxayseplutpacce,

4332 lreiin, Ireiinapus

Crpannua 1/9  * TToanucan 2/1eKTPOHHO B COOTBETCTRHH CO CTaHIapTaMH Ludporoit noanuck Delpharm




BeiaaHo:
@ JEJTb®APM IOHHUHI C.A.C.
26 PIO JIE JIA LHAIIEJIb
&P - 68330 FOHMHT
Jlnuensus na nponzeoacteo Ne:

gl e M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudukar cepuH

Mpoaykr: BOJIbTAPEH 100 mr cynno3utopun Ne3

B coorsercreun ¢ H/1: I N013066/01-280911 U3m.1-4

I'nobaabHblii MaTepnaa Ne: 719048 Cepus Ne; ADPP77370
JaksoueHHe:

HacTosIMM YI0CTOBREpPSAIO, YTO JaHHaA HH(opMauus NOJTHHHA U BEPHA.

Jlannas cepus co3/iana / MpOM3BEEHa, BKIOUAs YNIAKOBKY M KOHTPOJib, Ha BLILICYTIOMAHYTOM MECTE MPOM3BO/CTEA B
cooTBeTcTBHH ¢ npaBuiamu GMP nokallbHOTO PeryJIATOPHOTO OpraHa u crnienndukanneil perucTpallioHHOTO
Y/IOCTOBEPEHHA MMIOPTHPYIOLLEH CTPaHBL.

HapafoTKa, YIAKOBKA W aHANN3 CCPUH COOTBETCTBYIOT tpebosanusimM GMP.

KoMMeHTApHIi B 0THOMIEHHH KOHTPOJHPYEMbIX XAPAKTePHCTHK:
He HabmonaeTca OTKJIOHEHHH B XO/I€ NPOU3BO/ICTRA.
CcpliKa Ha OCHOBHOE / KPUTHYECKOE OTKIOHEHHE: He IPUMEHHMO.

OTBeTCTBeHHOE JIMIIO HIIH NPeACcTABHTENL*: Sarah SAMINATHEN
JlaTa n Bpems: 31-JAN-2022 15:11:10

Crpanuua 2/9 * TloAnucan 3/1€KTPOHHO B COOTBETCTBHH €O CTAHAPTAMH uudposoit noanucu Delpharm



Brigano:

IEJILOAPM IOHHUHI C.A.C.
26 PIO JIE JIA LIATIEJIb

@P - 68330 OHUHT

CeprHdukart Ha YTIaKOBKY

Ipoaykr:

B coorBercTBuu ¢ H/I:

BOJILTAPEH 100 mr cynnosutopun Ne5

I1NO013066/01-280911 Mam.1-4

I'no6ansHbIi MaTepuas Ne: 719048 Cepus Ne: ADPP77370
JlokaJeHbIH MaTepnaa Ne: 719048

JlaTa NpoOH3BOACTEA: 10-01-2021

JlaTa 0OKOHYAHHA CPOKA FOAHOCTH: 12-2024 (31.12.2024)

JakJ4yeHne:

HacToALLMM yAOCTOBEPAIO, UTO JaHNas CEpHs yNAKOoBaHa B NMOIHOM COOTBETCTBMM C npasuiamu GMP. [IpoTtokossl

YMAKOBKH CEPHH PACCMOTPEHBI, yCTAHOBIIEHO HX cootseTcTBHE GMP.

OTBeTCTBEHHOE JIHIO WK NPeICTABHTEh *: Sarah SAMINATHEN

daTta u Bpems:

31-JAN-2022 15:11:10

Crpannna 3/9  * Tloanucan 2/1eKTPOHHO B COOTBETCTEUH CO crannapramy 1udposoii noanyen Delpharm




BruizaHo:
0 JIETb®APM IOHHHI C.A.C.
26 PO JIE JIA LIATIETIb
DELPHARM @P - 68330 OHUHT
M UNINGOGUE (bpaHl.lHﬂ

CepTudmukar aHaau3a

TMpoaykr: BOJIbTAPEH 100 mr cynnosutopun Ne5

B coorsererBuu ¢ H/L: T1N013066/01-280911 M3m.1-4

noGanbubiii MaTepnan Ne: 719048 Cepus Ne: ADPP77370

Jlokanbueril maTepnan Ne: 719048

JlaTa npon3BoACTBA: 10-01-2021

CpoK roaHocTHu: 12-2024 (31.12.2024)

O061BeM BLINIYCKA: 27032.000

TecroBas MoHorpadusn: PD-129.H.2 + PP_3747821 A R 3+ Ananunz Ne: 40000302959
PP374782100 3R1 BATCH COMPL YING
WITH PP3747821003R1
AL SO cootsercrByeT PP_3747821_A R 3

CrpaHa Ha3HAYEHHNH: Poccuiickas Penepauus

Jaknoyenne:

Cepusi COOTBETCTBYET KOHTPOJILHOM NpoLeaype. HacTosAlMM YI0CTOBEpsieM, MTO JaHHas CepHs NPOH3Be/IcHa H
NPOKOHTPOJIHPORAHA B COOTBETCTBHH C MpaBHIaMH GMP 1 TpeboBaHHAMM, NPeAbABIACMBIMH [UIS pa3pelicHHA

pa3MeLleHHs Ha PBIHKE.

OTBeTCTBEHHOE JIHLIO HJIH NPEACTABHTEIb: Sarah SAMINATHEN
JlaTa n Bpems: 31-01-2022 15:11:10

Crpannua 4/9  * Tloanucan JIEKTPOHHO B COOTBETCTBHH CO cranaptTamMi 1M poBoil NOANHCH Delpharm




Briaano:

JEJIB®APM IOHUHI C.A.C.
26 PIO JIE JIA LIATIEJIB

@P - 68330 FOHUHT

I'nobankHeiii MmaTepuan Ne:
Jlokanenelii MaTepnan Ne:

Jarta nponssoactea:
Cpok roaHocTH:

O6BeM BhINyCKA:

Tecrosan Mmonorpagmn:

DELPHARM
BN IinowSs Dpanuus
Cepruduxar anannsza
Mpoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

851784 Cepua Ne: H7370
60028

10-01-2022
12-2024 (31.12.2024)

27032.000

PD-129.H.2 + PP_3747821_A_R 3 + Anannz Ne: 40000302957
PP374782100 3R1 BATCH COMPL YING

WITH PP3747821003R1

AL SO cootserctByer PP_3747821 A R 3

TecTnl

Cnemmpuraunu Pe3yabTaThl

Brewnuii Bua (PD-129.1H.2)

3anax (PD-129.H.2)

Cpennss macca (PD-129.H.2)
Onnopoanocts Macesl (PD-129.H.2)
Pazmep uactuu (Mukpockonus)

oanuuuocte Bonsrapena CA
metonom TCX (PD-129.H.2)

Ot Gestoro 1o 6enoro ¢ XKeNToBaThIM COOTRETCTRYIOT
OTTEHKOM LIBETa TOpnenoobpasHoi
(hopMBbI CYNNO3UTOpPUH C TNAKOH

MOBEPXHOCTHIO
Cnabuiit, sxupa CootBercTBYET
1,80-2,20r 201r
Cooreercreue cneundukauusm Esp. @, CooTBeTcTBYET
He 6onee 100 mxm 31 Mkm
CooTBeTCTBYET CTAHAAPTY CPABHEHHA CootBeTcTRYyET

Crpanuua 5/9 * Iloanucan 5/1eKTPOHHO B COOTBETCTBHA €O CTaHAApTaMK UudpoBoii noanuen Delpharm




Briaano:

JEJILPAPM IOHMHI" C.A.C.

26 PIO JIE JIA LIATIEJIb

&P - 68330 OHUHI
®panuua

Ceprunduxar ananuza

metoaom BIXX (PP_3747821_R_3)
(PP 3747821 003 R1)

Hpoaykr: VR VOLTAREN (BOJILTAPEH) 100MG PVC KG FC
I'nobankHeIii MaTepuan Ne: 851784 Cepun Ne: H7370
Jlokanbueiit MmaTepuan Ne: 60028
TecThl Cnemndukannn PesyabTaThi
IlocTopoHHHe npumecH He Sonee 0.5 % CoOoTBeTCTBYET
MHIMBHIYanbHO MeToaoM TCX
(oueHka no mapameTpam npolecca)
(PD-129.H.2)
CyMMa 10CTOPOHHHX NpHMECEH He 6onee 1.0 % CooTBeTcTBYET
meTodoMm TCX (oueHka 1o
napameTtpam npouecca) (PD-129.H.2)
Konnuectsennoe onpenenetue 95.0-105.0% 100,5 %
BonkTapena CA
noreHiHomMeTpruecku (PD-129.H.2)
BHewiHuii BU BU3yalnbHO Ot Genoro o Geloro ¢ KenToBaTHIM CooteetcTBYyET
(PP_3747821_R_3) (PP 3747821 003 R1)  oTreHxoM LBeTa Topneaoo6pazHoii

(OPMEI CyNMOZUTOPHH C IIAJIKOH MK

crerka HepoOBHO# MOBEPXHOCTEIO
IToanuunocte Juknodenaka Hatpus CoOTBETCTRYET CTAaHNAPTY CPABHEHUA CooTseTcTBYET
metonoM Y® (PP_3747821_R_3) (PP
3747821 003 R1)
INoanunnocts [nknodenaka HaTpus COOTBETCTBYET CTAHAAPTY CPABHEHHA CooTBeTCTBYET

Crpanuua 6/9 * TNoanucad 2J1eKTPOHHO B COOTBETCTBHH €O cTaHaapTaMH uudposoii noanucu Delpharm




Brinano:

JEJIbAPM IOHUHI C.A.C.
26 PIO JIE JIA HIATIEJIb

@P - 68330 OHUHT
Opanuus

Ceprugukar anajm3a

IpoaykrT: VR VOLTAREN (BOJILTAPEH) 100MG PVC KG FC
I'nobaabHblii MaTepuan Ne: 851784 Cepus Ne: H7370
JlokanbHblil MaTepnana Ne: 60028

TecTn! Crneunduxanmn PesyabTaThl
Bpems nonHo# neopmauun B coots.  He Gonee 20 munyT 11 munyt

c Erp. ®. 2.9.22, Annapat A
(PP 3747821 R_3) (PP 3747821 003

R1)

Pacnanaemocts B cooTB. ¢ EBp.®. He 6onee 30 MunyT CooTBeTcTByET
2.9.2 (PP_3747821_R_3) (PP 374

7821003 R1)

IlocToponnune npumecn GP 45828 He Gonee 0.2% <0.1%

METO0M CKOPOCTHOM 3KHIKOCTHOM
xpoMaTtorpaduu (PP_3747821 R _3)
(PP 3747821 003 R1)

IToctoponnne npumecn GP 49000 He 6onee 0.2% <0.1%
METOAOM CKOpOCTHOﬁ JKMAKOCTHOH
xpomarorpacguu (PP_3747821 R_3)

INocToponnune npumecu GP 49000 He Gonee 0.1% <0.1%
METOJI0M CKOPOCTHOH KHAKOCTHO#M
xpomarorpaduu (PP 3747821 003 R 1)

IMoctoponnue npumecu GP 49002 He 6onee 0.2% <0.1%
METOJOM CKOpOCTHOﬁ KHMAKOCTHOM
xpomarorpaduu (PP_3747821 R_3)

Crpanuua 7/9  * Tlojnncan 21€KTPOHHO B COOTBETCTBHH €O cTaHAapTaMH Ludposoii noanucu Delpharm



Bo1aaHo:
6. JEJb®APM IOHHUHI C.A.C.
26 PKO JIE JIA LLIATIEJIb
®P - 68330 OHUHT
dpanuns

Ceprudukar ananuza

Iponyxr: VR VOLTAREN (BOJILTAPEH) 100MG PVC KG FC
I'no6ankuelii maTepuan No: 851784 Cepua Ne: H7370
Jlokanbnelii MaTepraa Ne: 60028

Tectnl Crneundukaunu PesyabTaTtsi
ITocroponnue npumecu GP 49002 He 6onee 0.1% <0.1%

METO/0M CKOPOCTHOM »KM/AKOCTHOM
xpomarorpaduu (PP 3747821 003 R 1)

Hewnnentuduunponannas He Gonee 0.2% <0.1%
NOCTOPOHHAS eANHUYHAS IPUMECh
METO/IOM CKOPOCTHOM KHAKOCTHOMH
xpomatorpaduu (PP_3747821_R_3)

HennentuduunporanHas He 6onee 0.1% <0.1%
NOCTOPOHHAA €IMHUYHAs NIPHMECh

METO/IOM CKOPOCTHOMH KMKOCTHOM

xpomatorpacduu (PP_3747821 _R_3) (PP

3747821 003 R 1)

CyMMa nocTOpOHHUX NpUMecei He 6onee 1.0% <0.1%
METOJI0OM CKOPOCTHOH JKHIKOCTHOM
xpomarorpaduu (PP_3747821_R_3)

CyMMa NocTOpOHHUX NpUMecei He 6onee 0.5% <0.1%
METO/IOM CKOPOCTHOMH XUAKOCTHON
xpomatorpadun (PP 3747821003 R 1)

O,HHO]:)OD,HOCTL noanpoaanm METOJA0OM CooTBeTCTBHE TpeGOBaHHﬂM EBp (D., COOTBeWTByeT
BOXKX (PP_3747821 R_3) (PP ®.CLIA, SIn.®
3747821003 R1)

Crpanuna 8/9 * IToanucaH HIeKTPOHHO B COOTBETCTBHH CO CTaHAapTaMu 1HgpoBoit noanucy Delpharm
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Brigano:

HEJbL®APM IOHHUHI C.A.C.
26 PYO JIE JTA LLIATIEJIb

@OP - 68330 KOHUHT

Dpanuus

Ceprudukar ananusza

Ipoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'nobankueiii maTepnan Na: 851784 Cepua Ne: H7370
JlokanbHblii MaTepuaa Ne: 60028

Tectbl Cnemudurxaunn PesynbTaTsi
KonunuecteenHoe onpeaenenue 95,0 —-105,0 % 99.3%

Nuknodenaka HaTpus MeToa0M
BOXKX (PP_3747821 R_3) (PP
3747821003 R1)

3akmouenue

Cepus cooTBeTcTBYET KOHTpO/bHOH npoueaype. Hactosumum YZOCTOBEPSAEM, UTO AaHHas Cepus
TIPOH3BE/IEHA U TIPOKOHTPOIMPOBaHa B COOTBETCTBHH ¢ npaBuiamn GMP u TpeGoBanusmu,
NPEALABIAEMBIMH /111 pa3pelieHHs pa3MeLleHHs Ha PhIHKe.

Sarah SAMINATHEN
31-01-2022 15:11:10

OTBeTCTBEHHOE JIMLO HIIH NPeACTABHTEb:
Jarta u Bpemsi:

Crpanunua 9/9  * Iloanucan 51eKTPOHHO B COOTBETCTEHH CO cranaapTamMy undgposoi noanucu Delpharm



