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Brigano:

JEJIbB®APM IOHUHI" C.A.C.

26 PIO JIE JIA IIAIIEJIb

®P - 68330 OHUHI

JInueH3us Ha NPOU3BOACTBO No:
M15/363-GMP Ne: 2019/HPF/FR/245

Cepruduxar cepum

Ipoaykr:

B coorBercTBHMHM ¢ H/I:
Jlo3upoBka / AKTHUBHOCTb:
PPMS Homep:
JlexkapcTBeHHasi ¢gopma:
Tun ynakoBku:

Pa3mep ynakoBku:

PerucrpaumnonHoe yacrosepenue Ne:

CrTpaHa Ha3HAYeHUA:
I'1o6anbHbIi MaTepuan Ne:
Jara npousBoacraa:

Jara BpInmycka:

Cpoxk rogHocru:

O0beM BoInycKa:

BOJIBTAPEH 100 mr cynmo3uropuu Ne5

I1N013066/01-280911 U3m.1-4
JUKJIIO®EHAK HATPUSA 100 MIU
719048 200000233 RU
Cynmno3utopuu peKTabHbIe
oscrep

1x5 mTyk

IIN013066/01

Poccuiickas ®enepanus
719048

07-06-2022

30-06-2022

05-2025 (31.05.2025)
27286.000

Cepus Ne: ADPP77409

JlaHHBIE TECTOB, TPEOOBAHUSL, PE3YJIbTATHI U 3aKIIOUECHHS IPUBEICHBI B CIIEAYIOIEeM cepTH(HUKaTe/cepTUdHKaTaX:

Hpoayxr:

B coorBercTBuM ¢ H/I:
I'odanbHbIii MaTepua No:
JlokaabHblii MaTepuag Ne:

JlaTta BpInmycka:
IIpou3BoacTBeHHBIIl 00bEKT:
I'no6anbHblil MaTepuaa ADPC:
Ha3zsanue I'M ADC:

Ha3Banue u agpec npousBoauTe/IsI
¢apm. CyOcTaHuum:

BOJIBTAPEH 100 mr cynmosutopun Ne5

I1N013066/01-280911 M3m.1-4
719048

719048

30-06-2022

JAEJIb®APM IOHUHI C.A.C.
831011

Muknodenak varpus FM 40MU 05
Hosaptuc ®apma reiin A"
addxayseputpacce,

4332 Ilreiin, [1IBerinapus

Cepus Ne: ADPP77409

Cepus Ne: 10048546 / C0181

Hpoayxr:

I'1o6anbHbIi MaTepuan Ne:
JloxanbHbIil MaTepuas Ne:

Jara BbInmycka:
IIpon3BoacTBEHHDBINH 00BEKT:
I'no6anbubiii matepunan ADC:
Haszpanne 'M A®C:

Haspanue u agpec NpOU3BOAUTEJIA
dapm. CyOcTannum:

VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

851784 Cepus Ne: H7409
60028

30-06-2022

JAEJIb®APM IOHUHI C. A.C.

831011

Muknodenak varpus FM 40MU 05
Hosaptuc ®@apma e AT’
addxaysepmpacce,

4332 Hlreiin, [Bekuapus

Cepus Ne: 10048546/ C0181

Crpannna 1/9 * TlonnucaH 31eKTPOHHO B COOTBETCTBUH CO CTaHAapTaMu 1udpoBoii moanucu Delpharm




Brigano:
'\ JEJIbB®APM IOHUHI" C.A.C.
‘J 26 PIO JIE JIA IIAIIEJIb

DELPHARM OP - 68330 FOHUHI"
HUMNINGUE JIMueH3us1 Ha IPOM3BOACTBO Ne:
o M15/363-GMP Ne: 2019/HPF/FR/245
Cepruduxar cepum
Hpoaykr: BOJIBTAPEH 100 mr cynmo3utopun Ne5
B coorBercTBuM ¢ H/I: IIN013066/01-280911 Uzm.1-4
I'no6anbHbIi MaTepuana Ne: 719048 Cepus Ne: ADPP77409
3aka0uenmue:

Hacrosmum ynocToBepsito, 4To faHHas MHGOpManus IOLIHHHA U BEpHA.
JlanHas cepus co3aHa / IPOM3BEACHA, BKIIOYAs YIIAKOBKY U KOHTPOJIb, Ha BEIIIEYIIOMSIHYTOM MECTE IIPOU3BOJICTBA B

COOTBETCTBHH ¢ npaBuiiaMu GMP J10KkabHOTO peryaTOpHOro opraHa U crenuuKayeil perucTpaioHHOTO
YAOCTOBEPEHHSI UIMIIOPTUPYIOLIEH CTpaHBI.

HpOPI?;BOI[CTBO, YHOAaKOBKa M aHAJIN3 CCPHUHU COOTBCTCTBYIOT ’I‘p€6OBaHI/IHM GMP.

KomMmeHTapuii B OTHOLIEHUM KOHTPOJHMPYEMbIX XapaKTepPHCTUK:
He nabmiomgaercst OTKIOHEHHH B X0/1€ TIPOU3BO/ICTBRA.
CchbllKa Ha OCHOBHOE / KPUTHYECKOE OTKJIOHEHHUE: HE IPUMEHUMO.

OTBeTCTBEHHOE JINLO MJIU NPeICTABUTEb™: Anne-Laure SOURDOT
Jarta u Bpems: 30-06-2022 12:08:48

Crpannna 2/9 * IToxnmcaH 31eKTPOHHO B COOTBETCTBUH CO CTaHIapTaMu udpoBoif moxmucu Delpharm



Brigano:
'\ JEJIbB®APM IOHUHI" C.A.C.
‘J 26 PIO JIE JIA IIAIIEJIb

OP - 68330 FOHMHI'
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Cepruduxkar Ha YIIaKOBKY

Ipoayxr: BOJIBTAPEH 100 mr cynmosutopun Ne5

B coorBercTBuu ¢ H/I: IIN013066/01-280911 U13m.1-4

I'1o6anbHbIi MaTepuan Ne: 719048 Cepus Ne: ADPP77409
JlokaabHblii MaTepuag Ne: 719048

JlaTa npou3BojacTBa: 07-06-2022

JlaTa OKOHYAHUSA CPOKA I'OIHOCTH: 05-2025 (31.05.2025)

3akiouenue:

HaCTOﬂHII/IM YAOCTOBEPSIO, YTO JaHHAA CCPUA YIIAKOBAHA B IIOJITHOM COOTBETCTBUU C ITpaBUJIaMU GMP. HpOTOKOJ’IBI

YIIaKOBKH CEPUH PACCMOTPEHBI, YCTAaHOBIICHO UX cooTBeTcTBHE GMP.

OTBeTcTBEHHOE JIMLO WM NPEeICTABUTEIb™: Anne-Laure SOURDOT
Jarta u Bpems: 30-06-2022 12:08:48

Crpannma 3/9 * IToxnmcaH 31€KTPOHHO B COOTBETCTBUH CO CTaHAapTaMu udpoBoif moxmucu Delpharm
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Brigano:

JEJIbB®APM IOHUHI" C.A.C.
26 PIO JIE JIA IIAIIEJIb

DP - 68330 KOHUHI
Dpanuus

Cepruduxkar anajausza

Ipoaykr:
B coorBercTBUM ¢ H/I:

JloxanbHbIil MaTepuas Ne:

JlaTa npou3BoacTBa:
CpoK rogHocTu:

O0beM BbINyCKA:

TecroBast MOHOrpadus:

CrTpaHa Ha3HAYEHHA:

I'1o6anbHbIi MaTepuan Ne:

BOJIBTAPEH 100 mr cynno3uropuu Ne5

I NO013066/01-280911 U3zm.1-4

719048 Cepus Ne: ADPP77409
719048

07-06-2022
05-2025 (31.05.2025)

27286.000

PD-129.H.2 + PP 3747821 A R 3+ Amnanus Ne: 40000308139

PP374782100 3RI BATCH COMPL YING
WITH PP3747821003R1
AL SO cootserctByer PP_3747821 A R 3

Poccuiickas @enepanus

3akaouenne:

CepI/IH COOTBCTCTBYCT KOH’I‘pOJ’IBHOﬁ mnmpooeanype. HaCTOHHII/IM YAOCTOBEPSCM, UTO JaHHAsA CCpHrsd NPOU3BCACHA U

MPOKOHTPOJHUPOBAHA B COOTBCTCTBUM C IIPpaBUJIaAMHU GMP u Tp€6OBaHI/I$IMI/I, OpCAbABIACMBIMUA IJI pa3pCLICHUA

PpasMCIICHUS HA PbIHKE.

OTBeTCTBEHHOE JIHI0 WIH NMpeaACTABUTEIb:

Jara u Bpemsi:

Anne-Laure SOURDOT
30-06-2022 12:08:48

Crpannua 4/9 * IloxnucaH 31eKTPOHHO B COOTBETCTBUM CO CTaHAapTaMu 1udpoBoii moanucu Delpharm




Brigano:

'\ JEJIbB®APM IOHMHI" C.A.C.
\‘ 26 PIO JIE JIA IHAIIEJIb
R R ®P - 68330 FOHUHI
HUMNINOGUUE (DpaHI_[I/IH
Cepruduxkar anajausza
Iponykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

I'1o6anbHbIi MaTepuan Ne:
JloxanbHbIil MaTepuas Ne:

JlaTa npou3BoacTBa:
CpoK rogHocTu:

O0beM BbINyCKA:

TecroBast MOHOrpadus:

851784 Cepus Ne: H7409
60028

07-06-2022
05-2025 (31.05.2025)

27286.000

PD-129.H.2 + PP 3747821 A R 3+ Amnanus Ne: 40000308138

PP374782100 3R1 BATCH COMPL YING
WITH PP3747821003R1

AL SO cootserctByer PP_3747821 A R 3

TecTbl Crneunuduxanuu PesyabTartsl
Buemnnii Bug (PD-129.H.2) Ot 6enoro 110 6e10ro ¢ KENTOBATHIM CoOOTBETCTBYIOT

OTTEHKOM IIBETa TOPIEeJ000pa3HOM

(hOPMBI CYTIIIO3UTOPUH C TIAIKOMN

MTOBEPXHOCTBIO
3anax (PD-129.H.2) Cna0blii, xupa CootBeTcTBYyET
Cpennsist macca (PD-129.H.2) 1,80—-2,20r 2,00r
Opmnopoanocts Maccsl (PD-129.H.2) CoorsercrBue crenudukaiusim Esp.d. CooTBeTcTBYyeT
IToanuunocts BombTapena CA CoOOTBETCTBYET CTaHJAPTy CPaBHEHUS CooTtBeTcTByeT

meronom TCX (PD-129.H.2)

Crpannma 5/9 * IToxnmcaH 31€KTPOHHO B COOTBETCTBUH CO CTaHAapTaMu udpoBoif moxmucu Delpharm




Brigano:
JAEJIb®APM IOHUHI C.A.C.
26 PYO JIE JIA ILIAIIEJIb
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®P - 68330 FOHUHI
DpaHuus

Cepruduxkar anaausa

Meronom BOXKX (PP_3747821 R 3)
(PP 3747821 003 R1)

Mpoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'1o6anbHbIi MaTepuan Ne: 851784 Cepus Ne: H7409
JloxanbHblil MaTepuas Ne: 60028
TecTbl Crneunudunxanuu PesyabTartsl
ITocToponnue npumecu He 6omee 0.5 % CooTtBeTcTByeT
MHIUBUAYyalbHO MeTogoM TCX
(omeHKa 1O MapameTpam Iporecca)
(PD-129.H.2)
CyMMa MOCTOPOHHUX MpUMecen He 6omee 1.0 % CooTtBeTcTByeT
MetojioM TCX (oreHka mo
napaMeTpam npouecca) (PD-129.H.2)
KonnuectBeHHoe onpenenenue 95.0-105.0 % 100,3 %
Bonsrapena CA
noTeHIomMeTpuaecku (PD-129.H.2)
Buenrawuii Buj BU3yalsHO Ot Gesnoro 10 6enoro ¢ )KENTOBAThIM CootBeTcTBYyeT
(PP_3747821_R_3) (PP 3747821 003 R1)  OTTEeHKOM LIBETa TOPIEN000pa3HOM

(hOPMBI CYIIIO3UTOPUH C TIIAIKOM WIN

ClIerKa HepOBHOM MMOBEPXHOCTHIO
[MoamuuuocTh ukiodeHaka Hatpus COOTBETCTBYET CTaHAPTY CPAaBHEHHS CootBeTcTBYyeT
meronoMm Y@ (PP_3747821 R _3) (PP
3747821 003 R1)
[ommuaoCTs JJNKITO(eHaka HaTpus COOTBETCTBYET CTAHIAPTy CPABHEHHUS CooTtBercTByeT

Crpannma 6/9 * IToxnmcaH 31€KTPOHHO B COOTBETCTBUH CO CTaHAapTaMu udpoBoif moxmucu Delpharm




BrigaHo:
') JIEJb®APM IOHUHT C.A.C.
%) 26 PIO JIE JIA IIATIEJTb

®P - 68330 FOHUHT
Dpanuus
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Cepruduxkar anajausza

Mpoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'1o6anbHbIi MaTepuan Ne: 851784 Cepusa Ne: H7409
JloxanbHbIil MaTepuas Ne: 60028

TecTnl Cneunpuxauuu Pe3yabTatel
Bpewms nonHo#t nedopmanuu B coors.  He 6onee 20 MuHyT 14 munyT

c EBp. @. 2.9.22, Anmnapar A
(PP 3747821 R_3) (PP 3747821 003
R1)

Pacniamaemocts B cootB. ¢ EBp.®. He Gomnee 30 muHyT CootBeTcTBYyeT
2.9.2 (PP_3747821 R _3) (PP 374
7821003 R1)

ITocroponnue npumecu GP 45828 He 6onee 0.2% <0.1%
METOJIOM CKOPOCTHOM KHMJIKOCTHOM

xpomatorpaduu (PP_3747821 R 3)

(PP 3747821 003 R1)

[Mocroponnue npumecu GP 49000 He 6omee 0.2% <0.1%
METOJIOM CKOPOCTHOM KHMJIKOCTHOM
xpomarorpaduu (PP 3747821 R 3)

ITocroponnue npumecu GP 49000 He 6onee 0.1% <0.1%
METOJIOM CKOPOCTHOM KHMJIKOCTHOM
xpomarorpaduu (PP 3747821 003 R 1)

ITocroponnue npumecu GP 49002 He 6onee 0.2% <0.1%
METOJIOM CKOPOCTHOM KHMIIKOCTHOM
xpomarorpaduu (PP_3747821 R 3)

Crpanuua 7/9 * TloxnucaH 31eKTPOHHO B COOTBETCTBUH CO CTaHAapTaMu LudpoBoii moanucu Delpharm
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Brigano:
JEJIbB®APM IOHUHI" C.A.C.
26 PIO JIE JIA IIAIIEJIb

DP - 68330 KOHUHI
Dpanuus

Cepruduxkar anajausza

Ipoaykr:

I'1o6anbHbIi MaTepuan Ne:
JloxanbHbIil MaTepuas Ne:

VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC

851784
60028

Cepusa Ne: H7409

TecTnl

Crnenuduxanun

PesyabTatsl

[Tocroponnue npumecu GP 49002
METOJIOM CKOPOCTHOM KUJKOCTHOM
xpomarorpaduu (PP 3747821 003 R 1)

HewnpnentudunupoBanHas

IIOCTOPOHHSS AMHUYHAS IPUMECh
METOJIOM CKOPOCTHOM KMJIKOCTHOM
xpomarorpaduu (PP_3747821 R 3)

HewnpnentudunupoBanHas
IIOCTOPOHHSS €AMHNYHAS IPUMECh
METOJIOM CKOPOCTHOM KHMJIKOCTHOM
xpomarorpaduu (PP_3747821 R 3) (PP
3747821 003 R 1)

CyMMa OCTOPOHHUX MTpHMecen
METOJIOM CKOPOCTHOM KHMJIKOCTHOM
xpomarorpaduu (PP_3747821 R 3)

CyMMa OCTOPOHHUX MTpUMecen
METOJIOM CKOPOCTHOM KHMJIKOCTHOM
xpomatorpaduu (PP 3747821003 R 1)

OIHOPOAHOCTH TO3UPOBAHMS METOJIOM
B2XX (PP_3747821 R_3) (PP
3747821003 R1)

He 6oiee 0.1%

He 6oiee 0.2%

He 6oiee 0.1%

He 6oiee 1.0%

He 6oiee 0.5%

CootserctBue TpeboBanusim Esp. @.,
@.CIIA, Sn.®

<0.1%

<0.1%

<0.1%

<0.1%

<0.1%

CooTBeTcTBYyeT

Crpannna 8/9 * IloxnmcaH 31eKTPOHHO B COOTBETCTBUH CO CTaHAapTaMu LudpoBoii moanucu Delpharm




BrigaHo:
') JIEJb®APM IOHUHT C.A.C.
%) 26 PIO JIE JIA IIATIEJTb

®P - 68330 FOHUHT
Dpanuus
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Cepruduxkar anajausza

Mponykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
I'1o6anbHbIi MaTepuan Ne: 851784 Cepusa Ne: H7409
JloxanbHbIil MaTepuas Ne: 60028

TecTbl Crneunuduxanuu PesyabTartsl
KonmuectBeHHOE OTpeenicHue 95,0 —105,0 % 99,8%

Juxiiodenaxa HaTpusi METOZIOM

BDXX (PP_3747821 R_3) (PP

3747821003 R1)

Pa3zmep yactur (MUKpOCKOMHS) He 6onee 100 Mxm 24 MxMm

3akroueHue

Cepuisi COOTBETCTBYET KOHTPOJIBHOM Tipotielype. HacTosmum yaoctoBepsieM, 4To JaHHas cepust
MIPOM3BEICHA U TPOKOHTPOIUPOBAHA B COOTBETCTBUU ¢ TipaBminamu GMP u tpeboBanusmu,
MPEIbSBISIEMBIMHU JJIsl pa3pelieH s pa3MeleHUs] Ha PhIHKE.

OTBeTCTBEHHOE JIMIO MU NPeICTABUTE/b: Anne-Laure SOURDOT
Jarta u Bpems: 30-06-2022 12:08:48

Crpanuna 9/9 * IloanucaH 31eKTPOHHO B COOTBETCTBUH CO CTaHAapTaMu 1udpoBoii moanucu Delpharm
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