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Boeigano:
JEJb®APM IOHWHT C.A.C.

26 PIO JIE JIA LLIATIEJIb
®P - 68330 KOHUHI

B coorBercTBun ¢ HI:
Ho3upoBKa / AKTHBHOCTB:
PPMS nomep:
Jlekapersennas gopma:
Tun ynakosku:

Pasmep ynakoeku:

Crpana HazHauenus:
I'nobanbuerii matepuan No:
HaTa npoussoacrea:

JlaTa Beinycka:

Cpok roasoctu:

O6bem BuIMycKa:

Perucrpaunonuoe yacrosepeHue Ne:

DELPHARM
. R AR Jluuensus Ha npomseoactro Ne:
g rie M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudukar cepun

Mpoaykr; BOJIBTAPEH 50 mr cynnosutopun Nel0

[TNO13066/01-280911 M3m.1-4
AUKJIIO®EHAK HATPUA 50 MTI™
719047 012_201 RU
Cynnosurtopum pekransHele
Ommcrep

2 X 5 wTyK

TINO13066/01

Poccuiickas Menepanus
719047

19-04-2021

21-05-2021

03-2024 (31.03.2024)
14326.000

Cepusi Ne: ADPK86902

Hannbie TecTOB, TpeGoBaHUA, Pe3yNIBTATHI H 3aK/IOUE IS MPHBCACHEI B CIEAYHOLIEM CepTH(HKaTe/cepTHdMKaTAX:

IMponykr:

B cooTeeTcTBHYM ¢ H/I:
Cno6aneHubii maTepuan No:
Jlokanbuenii MmaTepuan Ne;

Hara BeInmycka:
IMpousBoaCcTBEHHEBIIT 06 LeKT:
[nobaneuenii Mmatepuan ADC:
Haspanne 'M A®C:

Hassaume n aapec npoussoautens
thapm. CybeTanunn:

BOJILTAPEH 50 mr cynmozutopun Nel(
[TNO13066/01-280911 HUsm. -4

719047 Cepus Ne: ADPK 86902
719047

21-05-2021

HEJIb®@APM KOHHHI C.A.C.

831011 Cepus Ne: 10044952/C0170

Huknodenak narpus FM 40MU 05
Hosapriic ®apma Llreiin AT
[adgdxaysepurpacce,

4332 Wreitn, LBeiinapus

[Mpoaykr:

InobaneHelii MaTepuan Ne:
Jlokanbhelii maTepuan No:

Jara Bbinyeka:
IMpousBoacTBenublii 06beKT:
InoGanbublii Matepnan ADOC:
Haszpanue 'M AQ@C:

Hassaume u anpec npouseoanrens
tapm. Cyberanumu;

L

VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG EC

851786 Cepus No: H6902

60035

21-05-2021

HEJIb®APM KOHUHT C.A.C.

831011 Cepus Ne: 10044952/C0170

Huknodenak natpus FM 40MU 05
Hosaptic ®apma Llteiin AT
Uladdxaysepurrpacce,

4332 Wreitn, Wseiinapus

Crpannua 1/9  * TNoanucan JIEKTPOHHO B COOTBETCTRHM CO CTaHAApTAMH un(poroit noamucu Delpharm

Kuyants
eva
Natalya

Digitally signed by
Kuyantseva Natalya

DN: de=com, de=novartis,
ou=people, ou=TO,
serialNumber=2048528,
cn=Kuyantseva Natalya
Reason: Nepesog
Npogepwn v 3asepun
Date; 2021.06.07 16:53:49
+03'00"



Beizano:

HEJIb®APM HOHUHT C.A.C.

26 PXO JIE JIA IIATIEJIb

@P - 68330 KOHMHI

JInuensus na npoussogereo Ne:
M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudukar cepun

[Mpoaykr: BOJIbTAPEH 50 mr cynnosutopuu Nel0

B cooTeeTcTBHH ¢ H/T; ITNO13066/01-280911 H3m.1-4

[106abHbI MaTepuan Ne: 719047 Cepus Ne: ADPK 86902
3akaovenne:

Hacrosmmm yaocrosepsio, 4o panHas HH(OPMALMA MOLTHHHA U BEpHa.
HaHHas cepua cosnana / npoissenena, BKoYas YTIAKOBKY M KOHTPOIIb, HA BRIIEYTIOMSHYTOM MeCTe MPOH3BOACTEA B

COOTBETCTBUH C npasHIamMi GMP nokanbHoro perynstopHoro oprasa u cnetndukameli perucTpaLHoHHOTO
YIOCTOBEPEHHS UMITOPTHPYIOLLEH CTPaHbL.

HapaGorka, ynakoska u ananus cepiu COOTBETCTBYIOT TpebhoraHusim GMP.

KommenTapuii B oTHowenun KOHTPOJIHPYEMBIX XapaKTePHCTHK:
He nabmonaercs oTknonenuii B xone MPOU3BOICTRA.
Ccblika Ha OCHOBHOE / KPUTHYECKOE OTKIOHEHIIE: He [IPHUMEHHUMO.

OTBeTCTBEHHOE JIMLO /M NIpeACTABHTEL ™ : Sarah SAMINATHEN
Harta n Bpemsi: 21-05-2021 15:11:39

Crpannua 2/9  * INoanucan 51eKTpoHHO B COOTBETCTEMH CO CTanapTaMu unposoit noanuey Delpharm




Beipano:

HEJIb®APM KOHHMHT C.A.C.
26 PIO IIE JIA LWATIEJIb

@P - 68330 OHUHT

Ceprudukar na Ynakosky

Mpoaykr: BOJIBTAPEH 50 mr cynnosuropuu Ne10

B cooTBercTBHN ¢ H/T; ITNO13066/01-280911 Hsm.1-4

[i1oanbublii Matepuan No: 719047 Cepus Ne: ADPK 86902
Jlokansneiii MmaTepnasn No: 719047

Hata npouseoacTea: 19-04-2021

HNata okoHvaHus cpoka roanocTH: 03-2024 (31.03.2024)

3akauenue;

Hacrosmmm ynocrosepsio, yro nannas Cepus YMakoBaHa B M0THOM COOTBETCTBHH ¢ npasuiaMi GMP, TTpoTokosr

YNAKOBKH CEPHH PaCCMOTPEHBI, YCTAHOBJIEHO X COOTBeTCTRIHE GMP.,

OTBeTCTBeHHOE JTHLLO WITH NPEACTABHTENL ™! Sarah SAMINATHEN
Harta u Bpemsa: 21-05-2021 15:11:39

Crpanuua 3/9  * TToanucan JJICKTPOHHO B COOTBETCTBHH CO CTAHAAPTAMH LM()POBOH MOANHCH Delpharm




Beiaano;

JNEJIb®APM IOHUHT C.A.C.
26 P1O JIE JIA LUATIEJTB

®P - 68330 FOHHUHT
Dpanuus

Ceprudukar ananusa

IMpoayicr: BOJIbTAPEH 50 mr Cynno3utopuu Nel(

B coorBercrBun ¢ HI: ITNO13066/01-280911 M3m.1-4

Fao6anbuerii matepuan Ne: 719047 Cepust Ne: ADPK 86902
Jlokaneublii maTepnan Ne: 719047

JaTa npoussoacrea: 19-04-2021

Cpok roanocrn: 03-2024 (31.03.2024)

O6bem Bbinycka: 14326.000

Tectosas Mmonorpagus: PD374 H.1 + Ananus Ne: 40000295076

N.I+PP_3747839_ A R 3+

PP374783 9003R1 BATCH CO

MPLYING WITH PP374783900 3R

TaKxe cooTeTcTBYeT PP_37478
39 AR 3

\gpaua HasHAYeHUA: Poccniickas ®epeparms

3akayenue:;
Cepusa cooteTcrayeT KOHTpOJILHOH npouenype. Hactosuinm YIOCTOBEPACM, YTO laHHas CepHs MPOM3BEICHA 1
TIPOKOHTPOHPOBAHA B COOTBETCTBHH ¢ npagiiamu GMP i TPeOOBAHUAMM, NTPEABABIAEMBIMU LTS paspenieHus

pa3sMelleHun Ha PbIHKE,

OtBercTBeHHOR THLO M NpeacTaBUTEND: Sarah SAMINATHEN
HaTa u Bpems: 21-05-2021 15:11:39

Crpannia 4/9  * TMoanucan HICKTPOHHO B COOTBETCTBHM CO CTAHAAPTAMH LM(POBOI OANHCH Delpharm




Boinauo:

HEJIbB®APM KOHHUHT C.A.C.
26 PIO JIE JIA LLIATIEJB

®P - 68330 KOHHUHT

[iobanbublii MaTepuan Ne:
Jlokanbuelii MmaTepuan No:

Jata npoussoacTea:
Cpok roanocTu:

Oo0nem BeInycka:

Tectosas Mmonorpagus:

e O DpaHums
Lo el PO PRl s
L RASOR 24
Ceprudukar anaausa
Mponyxr: VR VOLTAREN (BOJILTAPEH) 50MG PVC KG FC

851786 Cepust Ne: H6902
60035

19-04-2021
03-2024 (31.03.2024)

14326.000

PD374.H.1 + Ananus Ne: 40000295075
N.I+PP_3747839 A R 3+

PP374783 9003R1 BATCH CO

MPLYING WITH PP374783900 3R |

TaKKe cooTBeTCTBYeT PP_37478

39 AR3

PP3747839 003 R0O2

TecTnl

Creundukaunu PesyabTaTnl

BHewnuii Buz (PD-374.H.1)

3anax (PD-374.H.1)
Cpennsis macca (PD-374.H.1)
OaHOpOOHOCTE Macchl (PD-374.1.1)

[Monnunnocts Bosnbrapena CA
meronoM TCX (PD-374.H.1)

"

Ort Genoro 10 Genoro ¢ keaToBaTHIM CootBetcTBYIOT
OTTEHKOM LIBETA TOPIE000pa3HOI]
(opmbI cynnosutopuu ¢ rnankoii

MOBEPXHOCTLIO

Cnabsrit, xupa CootBercrByeT
1,80~2,20r 2,00r
CootsercTBHe cneundukaumnam Esp.®. CootBercTBYyeT
CootseTcTByeT cTanapTy CpaBHEHMA CootBercTByeT

Crpanyua 5/9 * [Noanucan SICKTPOHHO B COOTBETCTBUM CO CTaHAAPTaMM LM POBOil noanmcu Delpharm




Brigano:

HEJTb®APM HOHUHI C.A.C.
26 PYO JIE JIA LLATIEJIB

@P - 68330 OHWUHI
Opanuns

Ceprudukar ananusa

Ipoaykr: VR VOLTAREN (BOJIBTAPEH) 50MG PVC KG FC
I'nobaneuelii Matepuan Ne: 851786 Cepust Ne: H6902
Jlokaneublii maTepuan Ne; 60035

Tectsi Crnenndukaunn PesyneTarsl
ITocTopoHHKe npumecH He 6onee 0.5 % CootseTtcTyer

HHIANBHAYansHO MeTonoMm TCX
(ouenka no mapamerpam npouecca)

ITocToponnne npumecu He Gonee 1.0 % CootBercTByeT
HHIAMBHAYaANbHO MeTogoM TCX
(ouenka no napamerpam npotecca)

[onminnocTs Tuknodenaxa natpus CooTBeTcTByeT CTaHapTy CpaBHeHHS CooTteeTcTBYET
MeTonoMm BOXKX (PD-374.H.1)

KonuuecTtsentoe onpenenenne 95.0-105.0 % 100.1 %
Bonbrapena CA metozom BRXKX
(PD-374.H.1) Npenen d Alerte: 96,7 — 103.3%

Buewnuit Bua Bu3yansho Ot Gesnoro 10 6e10ro ¢ KenTOBATHIM CootpercrByer
(PP_3747839_A R _3) (PP 3747839003 OTTEHKOM LIBETa TOpHeaootpasHoil
R1) (PP 3747839 003 R02) (opmer cynnosutopuu ¢ rnaakoi
CJ/IErka HEPOBHOM MOBEPXHOCTHED
Pasmep uactuu (Mukpockonus) He Gonee 100 mkm 24 MkM

Crpannua 6/9 * [Moanucan /ICKTPORHO B COOTBETCTRUM CO CTaHAapTaMi UH(POBOIT HoanucH Delpharm




Beizano:

HEJIbAPM IOHWUHT C.A.C.

26 PIO JIE JIA LATIEJIb
@P - 68330 KOHUHI
PpaHuus

Ceprudukar anaausa

INpoaykr:

Cnobanbuelit maTepuan No:
JlokanbHblii MaTepuan Ne:

VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC

851786 Cepus
60035

Ne: H6902

TecTnl

Cneundurauun

PesynaeTaThl

¢ Esp. @.2.9.22, Annapar A
(PP_3747839_A R_ 3) (PP 3747839003
R1) (PP 3747839 003 R0O2)
Pacnanaemoctn

Momnuunocts uknogenaka Hatpus
MeTonom YO (PP_3747839 A R 3)
(PP 3747839003 R1) (PP 3747839 003
R02)

[TocToponnue npumecn GP 45828
METO/0M CKOPOCTHOMH
B32XKX(PP_3747839 A R_3) (PP
3747839003 R1) (PP 3747839 003 R02)
[MocToponuue npumecu GP 49000
MeToA0M cKopocTHOH BRXKX

(PP_3747839_A R 3)

BpeMs nonuoit nedopmanmi B cooTs.

He Gonee 20 munyT

He Gonee 30 munyT

CooTBeTCTBYET CTAHIAPTY CPaBHEHHS

He 6onee 0.2%

He 6onee 0.2%

13 munyT

CooTBeTcTByeT

CooteeTcTByeT

<0.1%

<0.1%

Crpanuua 7/9  * TTonucan MeKTPOHHO B COOTBETCTBHH CO cranapramMu unpposoii noxnucn Delpharm




Briaano:

HAEJIb®APM HOHWHT C.A.C,

26 PIO JIE JIA UIATIEJIB
@P - 68330 KOHUHT
Dpanuus

Ceptundukar ananusa

[poaykr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
[nobaneubrii Mmatepuan Ne: 851786 Cepust No: H6902
JlokanbHblii MaTepuan Ne: 60035

Tectn Crneunduxauun PesynbraTer
IocToponune npumecu GP 49002 He 6omee 0.2% <0.1%
METO10M CKOpOCTHOI B2JKX

(PP_3747839_A R 3)

[TocToponnne npumecu He Gonee 0.2% <0.1%
HeneHTUdNIMPOBaHHAs enuHYHAs

npuMech MeTooM BOKX

(PP_3747839_A_R 3)

[Toctoponnne npumecn Cymma He Gonee 1.0% <0.1%
npuMeceit metogoM BOXKX

(PP_3747839 A R 3)

Monnuunocts Juknodenara natpus CooTtsercTByeT CootsercTByer
MeTonom BIXKX (PP_3747839 A R 3)

(PP 3747839 003 R1)

OnHOpOAHOCTb 103MpPOBaHMS CootsercTrue TpedoBanuam Epp. O, CootBercTByer
MeTonom BOXKX (PP 3747839 A R 3) @©.CIUA, An.®

(PP 3747839003 R1)

KonuuectBennoe onpenenenne 95,0-105,0% 100.4%

Huknodenaka HaTpus MeTOaOM
BOXX (PP_3747839_A R 3) (PP
3747839003 R1)

Crpanuua 8/9 * Ioanucan SJIEKTPOHHO B COOTBETCTBMH CO CTaHAapTaMu LM poBoif moanucy Delpharm




Briaano:

HEJIb®APM IOHUHT C.A.C.
26 PIO JIE JIA WATIEJIb

OP - 68330 IOHHUHI

DELPHARM
RuMINasur Dpanims
Ceprudukar ananusa

[Tpoayxr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
I'noGaneHeril MaTepuan No: 851786 Cepua Ne: H6902
JlokanbHblii MaTepuan Ne: 60035
Tectsl Crneundukauun Pesynbrarsr
[loctoponnne npumecn GP 49000 He Gonee 0.1% <0.1%

METOIIOM CKOpocTHOI BOXKX

(PP_3747839 003 R 1) (PP 3747839 003

R02)

[ocroponnne npumecn GP 49002 He 6omee 0.1% <0.1%
METOII0M CKOpOCcTHOI BIXX

(PP_3747839 003 R1) (PP 3747839 003

R02)

[TocToponHie npumecH He 6onee 0.1% <0.1%
HEHJEHTHOHUIIUPOBAHHAS € IMHIYHAS

npHuMeck MeTojioM BOIKX

(PP_3747839 003 R1) (PP 3747839 003

R02)

Ilocroponnne npumecn Cymma He donee 0.5% <0.1%
npumecei Metonom BOXKX

(PP_3747839 003 R1) (PP 3747839 003

R02)

3akaoyenne

Cepus cootBeTcTBYET KOHTPO/ILHOH npouesype. HacToswwmM yaoctoBepaem, uto qaHHas cepus
TPOU3BE/IEHA M MPOKOHTPOIUPOBAHA B COOTBETCTBHH ¢ npasuiamu GMP u TpeGoBaHuAMH,
NPEABABIAECMbIMH [UIS pa3pellieH s pa3sMELLeHHs Ha PhIHKE,

OTBeTcTBEHHOE JINLO WIH NIPEICTABHTED: Sarah SAMINATHEN
Harta u Bpemsi: 21-05-2021 15:11:39

Crpanuua 9/9  * [Toanucan 3MeKTPOHHO B COOTBETCTBHH €O cranapramu undposoii noanueu Delpharm



