Bobiaano:

JAEJIbOAPM FOHUHT C.A.C.

26 PO JIE JIA WIATIEJIb

OP - 68330 IOHHUHT

Jluuensusa Ha npouszBoacTBo Ne:
M15/363-GMP Ne: 2019/HPF/FR/245

Cepruduxar cepun

IMpoaykr:

B coorBercTBHN ¢ H/:
Jo3npoBka / AKTHBHOCTD:
PPMS nomep:
Jlexapereennasn dopma:
Tun ynakosku:

Pasmep ynakosku:

Perncrpaunonnoe yacrogepenne Ne:

CrpaHa HazHauyeHus:
Ino6aneHelii maTepuan No:

HJdaTa npoussoacTsa:
Hdata Bbinycka:
Cpok roaHocTu:
Ofbem BbINycKa:

BOJIbTAPEH 100 mr cynnosuropuu Ne5

ITNO13066/01-280911 Uzm.1-4

HUKJIODEHAK HATPUA 100 M

719048_012_201 RU

Cynmno3uropuu pekTasbHble

OamcTep

1x5 wryk

ITN013066/01

Poccuiickas denepauus

719048 Cepus Ne: ADPP77335

02-08-2021
13-09-2021
07-2024 (31.07.2024)
25872.000

JlaHHble TecTOB, TPeGOBAHMA, Pe3YNBTAThl U 3aKTHIOYE HHA MPHBCAEHBL B CIEAYIOLIEM CepTH(IMKATe/CepTH(UKATAX:

INpoaykr:

B cooTBercTBHM ¢ HJI:
I'nodanbhbiil MaTepuan Ne:
Jlokaneueiii maTepuan Ne:

Jara Beinycka:
[TpousBoacTBeHHBII 06BeKT:
Fnobanenerii MaTepuan ADC:
Haszpanne I'M A®C:

Hasganue n agpec npoussoanTens
papm. Cyberanunn:

BOJIbTAPEH 100 mr cynmosutopuu Ne5
ITNO13066/01-280911 Usm.1-4

719048 Cepus Ne: ADPP77335
719048

13-09-2021

HEJIbMAPM IOHUHI C.A.C.

831011 Cepun Ne: 10045993/C0173

Muxnodenak narpus FM 40MU 03
HoeapTuc ®apma Llteitn AT
Llacdxaysepwtpacce,

4332 lreitn, Lgeiiuapns

IMpoaykT:

I'nobansnerii maTepnan Ne:
JlokanbHblii MmaTepuan Ne:

Jara Beinycka:
[TpouspoacTReHHbII 06LEKT:
Fnobanbueiii maTepnan ADC:
Haspanue 'M ADC:

Hassauue n agpec nponssoanrens
tapm. CybcTanumn:

VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

851784 Cepus Ne: H7335

60028

13-09-2021

HEJIB®APM IOHHUHT C.A.C.

831011 Cepusn Ne: 10045993/C0173

JMuknodenak narpus FM 40MU 03
Hosapruc ®apma Llteiin A’
laddpxaysepurpacce,

4332 Wlreiin, LBeiiuapus

Crpanuua 1/

9 * [loanucaH 31eKTPOHHO B COOTBETCTBHH CO crannapramu ungposoi noanucu Delpharm

Zyryano
va Anna

Digitally signed by Zyryanova
Anna

DN: descom, de=novartis,
Gu=peaple, ou=T0,
serialNumber=2305978,
en=Zyryanova Anna

Reason: (lepesog nposepwna i
3aBepuna
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Bbiaano:

HEJIbB®@APM KOHUHI C.A.C.

26 PIO JIE JIA LLIATIEJIb

@P - 68330 OHHUHT

JInueH3nsa Ha npousBoacTso No:
M15/363-GMP Ne: 2019/HPF/FR/245

Cepruduxar cepun

IMpoaykr: BOJIBTAPEH 100 Mr cynmosuropun Ne5

B coorBeTcTBHM ¢ H/I: ITNO013066/01-280911 HU3m.1-4

[nodansublii MaTepuan No: 719048 Cepns Ne: ADPP77335
3akaoyenue:

Hacroswmm yocToBepato, 4To faHHas HHOPMALUS MOLUTHHHA | BEPHA.

HanHas cepus co3nana / npousBeeHa, BKIKOUas YNAaKOBKY W KOHTPOJIb, Ha BLIMIEYTIOMAHYTOM MECTE [POM3BOACTRA B
COOTBETCTBHH ¢ npaBuiamu GMP J0KaIbHOTO peryIsTOPHOTO OpraHa u crieundukarmeii PErnCTPaLUOHHOIO
YAOCTOBEPEHHA HMIIOPTHUPYIOLLEH CTPaHBI,

Hapaborka, yniakoBka M aHali3 cepHH COOTBETCTRYIOT TpeGosannsm GMP,

KommeHTapuii B 0THOWIEHHH KOHTPOIHPYEMbIX XapaKTePHCTHK:
He nabmopaerca oTkIoHeHMit B X0/1€ TPOM3BOACTBA.
Ccbliika Ha OCHOBHOE / KPHTHUYECKOE OTKIOHEHHE: He TPHMEHUMO.

OTBeTCTBEHHOE JINLO HIIH MpeacTaBUTe/ L™ : Fabien TCHEORDUKIAN
Jata u Bpems: 13-09-2021 16:47:41

Crpanuna 2/9  * TToanucan 51eKTPOHHO B COOTBETCTBUM CO cranaapramu undpopoii noanueu Delpharm




Boiaano:
r JEJIBPAPM HOHHHTI C.A.C.
w 26 PIO JIE JIA LIATIEJD

@P - 68330 IOHUHI

DELPHARM
H U NI NOGUE
u"-'éﬂ:.ang%%.a ",.Ww
OF FRGORpes
Ceprudukar na Ynakosxy
Mpoayxkr: BOJIBTAPEH 100 mr cynnosutopuu Ne3
B cootBercTBHN ¢ H/T: TTNO13066/01-280911 U3m.1-4
I'nobanbHblii MaTepuan Ne: 719048 Cepus Ne: ADPP77335
JlokaneHelii MaTepuan Ne: 719048
HaTta npousBoacrsa: 02-08-2021
JdaTa 0KOHYAHHS CPOKA FOAHOCTH: 07-2024 (31.07.2024)
3akmiouenne:

Hactoswmm ynocrosepsio, uro nanusas CEpHi yllakoBaHa B [I0JIHOM COOTBETCTBHM ¢ MpagiiaMu GMP. TTpoTokossl

YNAKOBKH CEPHH PacCMOTPEHBI, YCTAHOBIEHO HX COOTBeTCTBHE GMP.,

OTBeTCTBEHHOE MO MM NIPEACTABITETb ™ : Fabien TCHEORDUKIAN
HdaTta u Bpems: 13-09-2021  16:47:41

Crpannua 3/9 * IMoanucan sneKTPOHHO B COOTBETCTEMM O CTaHxapTamu unpposoii noanucu Delpharm




Brinano:

HEJIb®APM KOHUHI C.A.C.
26 PIO JIE JIA 1LAIIEJIb

P - 68330 KOHUHI
DOpaHums

Ceprudukar ananusa

IMpoaykr:
B cooTBeTeTBHN ¢ HJI:

JlokaneubIii MmaTepuasn No:

Hara npouseoacrea:
Cpok roanocrn:

O6tem BeINyCKa:

TectoBas monorpadus:

tCTpaHa HA3HAYEHHS:

I'nodanbubiii matepuan Ne;

BOJIBTAPEH 100 mr CYnno3uTopuu Nej
ITN013066/01-280911 H3m.1-4

719048 Cepun Ne: ADPP77335
719048

02-08-2021

07-2024 (31.07.2024)

25872.000

PD-129.H.2 + PP_374782 I_A R 3+ Anamuz Ne: 40000298380
PP374782100 3RI BATCH COMPL YING

WITH PP3747821003R 1

AL SO cooTsetcTBYyeT PP_3747821_ A R 3

Poccniickas @enepariisa

3akioyenue;

CBpHH COOTBETCTBYET KDHTpOJ’[BHOﬁ npouenype. Hacrosauinm YAOCTOBEpAEM, UTO AaHHAasA CCPHA NpOU3BEIEHA U

NPOKOHTPOJIMPOEAHA B COOTBETCTBHH C MpauaaMu GMP u TpeOOBAHMAMH, TIPENLABNAEMBIMH 1T paspelueHus

pa3sMelleHHs Ha phIHKe.

OTBETCTBGHHOE JIHUO WJTH NMPeACTABHTE/b:

Hata u Bpems:

Fabien TCHEORDUKIAN
13-09-2021 16:47:41

Crpannua 4/9 ¥ TToanucan S1eKTPOHHO B COOTBETCTEHM cO CTangapramu unpporoii noanueu Delpharm




Beinano:

JEJIb®@APM FOHUHI C.A.C.
26 PIO JIE JIA LIATIEJIb

OP - 68330 KOHHUHI
Dpanmms

Ceprudukar ananusa

Mpoaykr:

Fnodaneherii maTepuan Ne:
Jokanbnenii matepnan No:

HaTta npoussoacrea:
Cpok roanocrn:

Oo0seM BeImycka:

Tectopast monorpagus:

VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

851784 Cepus Ne: H7333
60028

02-08-2021

07-2024 (31.07.2024)

25872.000

PD-129.H.2 + PP_374782 I_AR3+ Anamiz Ne: 40000298379
PP374782100 3RI BATCH COMPL YING

WITH PP3747821003R1
AL SO cootserctByer PP_374782 I AR3

Tectrl Crneundukaunn PesyabraTel
Brewnuit Bua (PD-129.H.2) Ot Genoro 10 Georo ¢ KenTORATHIM CootBeTcTByIOT

OTTEHKOM LIBETA TOPen006pa3HOI

(opmbI cynmosutopuu ¢ rnaakoii

TIOBEPXHOCTHIO
3anax (PD-129.H.2) Cnabwli, KHpa CooTBeTcTByeT
Cpennss macca (PD-129.H.2) 1,80-2,20r 202r
OnxopoznHocTs Macest (PD-129.H.2) CootseTcTBHE CleLMpUKaLMIM Esp.®. CootBercTByeT
Pasmep yactur (MHKpOCKOMHS) He Gonee 100 mxm 22 MKM
HonnuuHocTe Bonbtapena CA CooTBeTcTBYeT CTaHIAPTY CpaBHEHHUS CooTtBeTcTBYET

metoaom TCX (PD-129.H.2)

Crpanuua 5/9 * IMoxnucan /ICKTPOHHO B COOTBETCTBHH €O CTAHAAPTAMM LIMPOBOIT MOAMHCH Delpharm




Briaano:

JAEJIbAPM IOHUHT C.A.C.

26 PIO JIE JIA IIATIEJIb
@P - 68330 IOHHHI
DpaHums

Ceprudukar ananausa

Metonom BOXX (PP_3747821 _R_3)
PP 3747821 003 R1)

[poayxr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
[o6anbHeIi MaTepnan No: 851784 Cepus Ne: H7335
Jlokanbnelii maTepnan Ne: 60028

L

[TeCTbl Creundpukannn PesyabTaTel
[ocTopoHHue npumecn He bonee 0.5 % CooreercTryer
HHIHWBHOYaneHO MeTog0oM TCX
(oueHka mo mapamerpam npouecca)
(PD-129.H.2)
Cymma nocroponnux pUMecei He 6onee 1.0 % CoorBercTByer
MeTonoM TCX (ouenka mo
MapameTpam npouecca) (PD-129.H.2)
Komnuectennoe onpenenenne 95.0-105.0 % 100,2 %
Bonbrapena CA
IOTEHUHOMETPHYECKH (PD-129.H.2)
Buemnnii Bua susyansuo Or 6enoro 10 6enoro ¢ xenropaTim Cootserctayer
(PP _3747821_R_3) (PP 3747821 003 R1)  orrenxom usera ToprenoobpazHoii

(DOPMBI CYIIIO3UTOPHH C TNATKOM WK
CJIErKd HEPOBHOMH NOBEPXHOCTHIO

Honmuunocts Inknodenaka HaTpus CooTseTcTByer cTannapty cpasHenus CootsercTByeT
MeTozoM YO (PP_3747821 R _3) (PP
3747821 003 R1)
[MoanuuHocTs Auknopenaxa natpus CooTtsercrryer CTaHAapTy CpaBHEHU CooTtBetcTByeT

Crpannua 6/9  * Moanucan HICKTPOHHO B COOTBETCTEHH CO CTAHAAPTAMMH undposoit notmuen Delpharm




Bbiaano:

JEJIb®APM IOHUHT C.A.C.
26 PYO JIE JIA LUAIIEJIb

®P - 68330 IOHUHT
Dpanumns

Ceprudmukar anajansa

IMpoayxkrT: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'nobanbHelil MmaTepuan Ne: 851784 Cepusn Ne: H7335
JlokaneHblit MaTepnan No: 60028

TecTbl Cneunduxaunn PesynbTaThl
Bpewms nonHo# neopmaunn B coots.  He Gonee 20 MUHYT 13 MUHYT

¢ Eep. ©. 2.9.22, Annapar A
(PP_3747821_R_3) (PP 3747821 003

R1)

Pacrianaemoctsb B cooTB. ¢ Erp.®. He 6onee 30 munyT CooTBeTcTBYET
2.9.2 (PP_3747821 R_3) (PP 374

7821003 R1)

[TocToponnne npumecu GP 45828 He Gonee 0.2% <0.1%

METO/JI0M CKOPOCTHOI JKHIKOCTHOMH

xpomarorpaduu (PP_3747821 R_3)

(PP 3747821 003 R1)

Ioctoponnue npumecn GP 49000 He 6omee 0.2% <0.1%
METOI0M CKOPOCTHOMH HKHAKOCTHOM

xpomarorpaduu (PP_3747821 R_3)

IMocToponnue npumecu GP 49000 He Gonee 0.1% <0.1%
METOJIOM CKOPOCTHOH KHIKOCTHOIH

xpomatorpaduu (PP 3747821 003 R 1)

[Toctoponnue npumecu GP 49002 He 6onee 0.2% <0.1%
METO0M CKOPOCTHOMH #HMIKOCTHOI

xpomartorpadun (PP_3747821 R_3)

Crpannna 7/9  * [MoanucaH 3eKTPOHHO B COOTBETCTBHH CO craHiapraMu uudposoii noanucu Delpharm




Beinano:

HEJTb®APM KOHUHI C.A.C.
26 PIO JIE JIA LIATIEJIb

DP - 68330 OHUHT
Dpanums

Ceprudukar ananusa

Ipoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'nobanebubrii maTepuan Ne: 851784 Cepusa Ne: H7335
Jlokanbuelii matepuan No; 60028

TecTbl Cneunduxauun PesyabTaThl
IMocroponuue npumecu GP 49002 He Gonee 0.1% <0.1%

METOIOM CKOPOCTHOMH HKHIKOCTHOM
Xpomatorpaduu (PP 3747821 003 R 1)

Heunenrugpuuuporannas He Bonee 0.2% <0.1%
NOCTOPOHHSAA eTHHUYHAA [IPUMECh

METOA0M CKOPOCTHOMH #HIKOCTHO

Xpomarorpaduu (PP_3747821 _R_3)

Hennenruduuupopannas He Gosnee 0.1% <0.1%
[OCTOPOHHSAS eAMHWYHAS TIPHMeECD

METOIOM CKOPOCTHOM KHAKOCTHOI

Xpomatorpaduu (PP_3747821 R_3) (PP

3747821 003 R 1)

Cymma mocTopoHHHX mpuMeceit He Gonee 1.0% <0.1%
METO/10M CKOPOCTHOH JKHIKOCTHOI

Xpomatorpaduu (PP_3747821_R_3)

CymMa nocToporHX npumeceii He Gonee 0.5% <0.1%
METOIOM CKOPOCTHON *HIKOCTHOI

Xpomatorpaduu (PP 3747821003 R 1)

ONHOPONHOCTB 103UPOBaHUS MeTOTOM CooTseTcTBHE TpeBoBaHmaM Eep. @, CooteercTBYeT
B2XXX (PP_3 747821_R _3) (PP O.CLIA, Sn.®

3747821003 R1)

Crpanuua 8/9 * IMoanucan FICKTPOHHO B COOTBETCTBHH CO CTAHAAPTAMH wipposoit noanmeyn Delpharm




Brinano:

HEJIbBOAPM IOHUHI C.A.C.
26 PIO JTIE JIA IIATIEJIb

@P - 68330 OHUHI
DpaHuns

Ceprudukar ananusa

Mpoaykr: VR VOLTAREN (BOJIBTAPEH) 100MG PVC KG FC
Fnobaneubrii matepuan Ne: 851784 Cepua Ne: H7335
Jlokanbuelii maTepnan Ne: 60028

TecTol Crneunduxaunn PesynbTaThl
Konwuecrsennoe onpeenenne 95,0 -105,0 % 102.1%

Huknodenaka Hatpus Metomzom
BOXX (PP_3747821 R 3) (PP
3747821003 R1)

3akaoyenue

Cepus cooteetcTBYET KOHTPOJBHOM npoueaype. Hactosmmm YHOCTOBEpAEM, YTO JaHHAs CepHs
[IPOH3BE/IEHA M MPOKOHTPOJIMPOBAHA B COOTBETCTBHH C npaeunamu GMP u TpeGosanusmy,
IIPEABbSBIASAEMbBIMH JUTA paspenienus PasMEUIEeHHs Ha PBLIHKE.

OTeeTcTBEHHOE AHLO MM NpeacTaBHTEb: Fabien TCHEORDUKIAN
HaTa u Bpems: 13-09-2021 16:47:41

Crpanuua 9/9 * IMoxnucan JJICKTPOHHO B COOTBETCTBHHM CO CTAHIapTaMH unporoit noanuen Delpharm




