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Beinano:

JEJIb®APM IOHUHI C.A.C.

26 PIO IE JIA LIATIEJIb

OP - 68330 OHUHT

JInueH3us Ha NPOU3BOACTBO Ne:
M15/363-GMP Ne: 2019/HPF/FR/245

Cepruduxar cepun

Ilpoaykr:

B coorBercTBHu ¢ H/I:
Jo3upoBKa / AKTUBHOCTB:
PPMS nHomep:
JlexapcTBeHHas gopma:
Tun ynakoBku:

Pa3mep ynakoBku:

CTpaHa Ha3HAYeHHUS:
T'nodanbHbIii MaTepuag Ne:
JlaTta npou3BoacTBa:

Jata BeImycka:

Cpok roagnocru:

O0beM BhIycKa:

PerucrpanmnonHoe yacropepenue No:

BOJIbTAPEH 50 mr cynmo3utopuu NelO

I N013066/01-280911 H3m.1-4
JUKIJIIO®EHAK HATPUS 50 MTI'
719047 200000229 RU
Cynno3uTopuu peKTajbHble
osicrep

2 X 5 mTyK

TIN013066/01

Poccuiickas @enepanus
719047

28-02-2022

21-03-2022

01-2025 (31.01.2025)
13371.000

Cepus Ne: ADPKS86971

ﬂaHHLIC TECTOB, ’I‘pe60BaHHH, PE3YIbTATHI U 3aKIIFOYCHUSA MPUBCACHBI B CJICAYIOLICM CepTI/I(l)I/IKaTe/CepTI/I(l)I/IKaTaXZ

IIpoayxr:

B coorBercTBHu ¢ H/I:
I'no6anbHbIl MaTepuas Ne:

JlokanbHblii MaTepuaa Ne:

Jarta BbInmycka:
IIpou3BoaACTBEHHBII 00BEKT:
I'no6anbublil MaTepuaa APC:
Haszpanue 'M ADC:

Ha3BaHue u agpec Npou3BOANTES
¢apm. Cyocranuuu:

BOJIBTAPEH 50 mr cynno3utopuu NelQ
IIN013066/01-280911 M3m.1-4

719047 Cepust Ne: ADPK86971
719047

21-03-2022

JEJIB®APM IOHUHI" C.A.C.

831011 Cepus Ne: 10047268 / C0178

Juknodenax narpust FM 40MU 05
Hosaptuc ®apma llreitn AT
[addxayzeprrpacce,

4332 Illreiin, [Isetinapus

IIpoayxr:

I'no6anbHbIl MaTepuas Ne:
JlokanbHblil MaTepuas Ne:
Jarta BeImycka:
IIpou3BoACTBEHHBIH 00bEKT:

I'no6anbubiil MaTepuaa APC:
Ha3zeanue I'M ADC:

Ha3panue u agpec nNpou3BOAUTEIS
¢apm. CyOocranuuu:

I'no6anbHbIT MaTepHa
ADC:

Ha3zpanue 'M ADC:
Ha3Banue u agpec
npousBoauTeas gapm.
CybcTranuum:

VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC

851786 Cepust Ne: H6971

60035

21-03-2022

JAEJIb®APM IOHUHI C.A.C.

831011 Cepus Ne: 10047268 / C0178

Juknodenax Harpust FM 40MU 05
Hosaptuc ®apma llreitn AT’
[addxayzeprrpacce,

4332 Illreiin, HIBeitnapus
831011 10047268 / C0178
Juxnodenax narpust FM 40MU 05

Hosaptuc ®apma llreitn AT’

addxay3zeprurpacce,

4332 Illreiin, [IBetitapust

Cepusn Ne:

Crpanna 1/9 * INoamucaH 3eKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu Ludposoit moamucu Delpharm




Bbinano:
'\3 JIEJIb®APM FOHUHT C.A.C.
*‘ 26 PIO JIE JIA LIAIIEJIb
PHARM ®OP - 68330 OHUHT
LB B JInueH3us Ha MPOU3BOACTBO Ne:
M15/363-GMP Ne: 2019/HPF/FR/245

Cepruduxar cepun

IIpoayxr: BOJIbTAPEH 50 mr cynnosuropuu Nel0

B coorBercTBHU ¢ H/I: TINO013066/01-280911 Uzm.1-4

I'no6anbHbIl MaTepuas Ne: 719047 Cepus Ne: ADPK86971
3akiroyeHne:

HaCTOﬂHII/IM YAOCTOBEPAIO, YTO JaHHAA I/IH(i)OpMaIII/Iﬂ NOoJAJINHHA U BEpHA.
I[aHHaH cepusd co3zlaHa / IMMPpOU3BEACHA, BKIIIOYas YIIAKOBKY U KOHTPOJIb, Ha BBIIICYIIOMAHYTOM MECTEC NPOU3BOJACTBA B

coOTBeTCTBHH C npaBwiiaMu GMP 510kanbHOTO peryssiTopHOTO opraHa u criennHuKanied perucTpaiuoHHOTO
YAOCTOBEPEHHsI UMIOPTUPYIOLIEH CTPaHBbI.

HapaboTka, yrakoBKa v aHaJIN3 CEpUU COOTBETCTBYIOT TpeboBanusiMm GMP.

KomMeHTapuii B OTHOIIEHUHM KOHTPOJUPYEMbIX XapaKTePUCTHK:
He nabitoiaeTcst OTKIIOHEHHH B X0JI€ TIPOU3BOICTBA.
Ccpitka Ha OCHOBHOE / KpUTHYECKOE OTKIOHCHHE: HE TPUMEHIMO.

OTBeTCTBEHHOE JIMII0 HJIH MPeICTABUTENb™: Sarah SAMINATHEN
JlaTa u Bpems: 21-03-2022 17:00:50

Crpannna 2/9 * INoamucaH 3JEKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu 1udposoit noamucu Delpharm



Boigano:
'\ JAEJIb®APM FOHUHI C.A.C.
\‘ 26 PYO JIE JIA IIAIIEJIb

OP - 68330 FOHUHT

DELPHARM
H U 7“ 1 7" ﬁ l:l [
Ceprudukar Ha YNIaKOBKY
Hpoayxkr: BOJIbTAPEH 50 mr cynno3utopuu NelQ
B coorBercTBHu ¢ H/I: IIN013066/01-280911 M3m.1-4
T'nodanbHbIii MaTepuag Ne: 719047 Cepus Ne: ADPK86971
JlokanbHblii MaTepuas Ne: 719047
JlaTa npousBoacTBa: 28-02-2022
JlaTa okOHYAHUSI CPOKA FOTHOCTH: 01-2025 (31.01.2025)
3akiarodeHue:

HacrosmuM ynocToBepsito, 4To JaHHAs CEpHs yIIaKOBaHA B IMIOJTHOM COOTBETCTBHUM ¢ TipaBmiiaMu GMP. TIpoToko:s

YIaKOBKH CEPUHU PaCCMOTPEHBI, YCTaHOBIEHO MX cooTBeTcTBHE GMP.

OTBeTCTBEHHOE JIMII0 HJIH MPeICTABUTENb™: Sarah SAMINATHEN
Jarta u Bpems: 21-03-2022 17:00:50

Crpannia 3/9 * INoamucaH 3JeKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu Ludposoit moamucu Delpharm
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Bbiaano:

JEJIb®APM IOHHMHI" C.A.C.
26 PIO JIE JIA ITAITEJIb

®P - 68330 KOHUHI
®panuus

Cepruduxkar ananusa

Ilpoaykr:
B coorBercTBHHM ¢ H/I:

JlokanabHblii MaTepuan Ne:

JaTa npousBoacTBa:
Cpok roagHocru:

O0beM BoIycKa:

TecToBast MOHOrpadus:

CTpaHa Ha3HaAYCHHUA:

T'nodanbHbIii MaTepuag Ne:

BOJIbTAPEH 50 mr cynmo3utopuu NelO

1 N013066/01-280911 N3m.1-4

719047 Cepust Ne: ADPK86971
719047

28-02-2022
01-2025 (31.01.2025)

13371.000

PD374.H.1 +

N.1+PP 3747839 A R 3+
PP374783 9003R1 BATCH CO
MPLYING WITH PP374783900 3R
Takxke cooTBeTcTByeT PP_37478
39 AR3

Poccuiickas @enepanus

Amnammz Ne: 40000304822

3akjouyeHnue:

Cepus COOTBETCTBYET KOHTPOJIBHOM Tporieaype. Hacrosmum ynoctoBepsieM, 9To JaHHAs CepHs MPOM3BEACHA U

MOPOKOHTPOJIMPOBAHA B COOTBCTCTBUU C IPpaBUJIAMU GMP u Tpe60BaHI/I${MI/I, MNpCABABIIACMbIMHA JI PA3PCHICHUA

pasMCIICHU Ha PbIHKEC.

OTBeTCTBEHHOE JIMIIO HJIN MpeaCTABUTEIb:

Jlarta u Bpems:

Sarah SAMINATHEN
21-03-2022 17:00:50

Crpannna 4/9 * INoamucaH 3JEKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu mudposoit noamucu Delpharm




Bbiaano:

'\ JEJIB®APM FOHUHI C.A.C.
\‘ 26 PIO JIE JIA IIIATIEJIb
DELPHARM ®P - 68330 FOHUHI"

H U NI NOGCWUE ®paHHI/Iﬂ

Cepruduxkar ananusa

Ilpoaykr:

T'nodanbHbIii MaTepuag Ne:
JlokanbHblii MaTepuan Ne:

Jata npou3sBojacTaa:
Cpok roagnocru:

O0beM BbITyCKa:

TecTtoBast MoHOrpadus:

VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC

851786 Cepus Ne: H6971

60035

28-02-2022
01-2025 (31.01.2025)

13371.000

PD374.H.1 +
N.1+PP_3747839_A R 3 +

PP374783 9003R1 BATCH CO
MPLYING WITH PP374783900 3R1
Takxke cooTBeTcTByeT PP_37478
39 AR3

PP3747839 003 R0O2

Amnannz Ne: 40000304821

TecTnl

Crnenuduxanuu

Pe3syabTaThl

Buewnuit Bug (PD-374.H.1)

3anax (PD-374.H.1)

Cpennsis macca (PD-374.H.1)

OnnoponHocTh Maccsl (PD-374.H.1)

ITogmuanocth BonbpTapena CA
metogom TCX (PD-374.H.1)

Ot 6enoro 10 6€JI0ro ¢ KEITOBATHIM
OTTEHKOM I[BETa TOPIEI000pa3Hoit
(hOPMBI CYIIIIO3UTOPHUH C TIIAJKOM
MMOBEPXHOCTHIO

Cuna0slit, sxupa

1,80-2,20r

CootBerctBue cnenndukanusm Esp.d.

CoO0TBETCTBYET CTaHAAPTY CPABHEHHUS

CoOTBEeTCTBYIOT

CooTBeTcTBYET
2,00
CooTBeTcTBYET

CooTBeTCcTBYET

Crpannma 5/9 * INoamucaH 3JeKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu mudposoit noamucu Delpharm




Bbiaano:
'\D JIEJIb®APM IOHUHT C.A.C.
\‘ 26 PIO JIE JIA LIATIEJIb
®P - 68330 IOHUHT
®panuus
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Cepruduxkar ananusa

IIponyxr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
T'nodanbHbIii MaTepuag Ne: 851786 Cepus Ne: H6971
JlokaJabHbIi MaTepuas Ne: 60035

TecTbl Crnenuduxanun PesyabTaTsl
ITocToponHue npumecu He 6oiee 0.5 % CootBeTcTBYET

UHIUBUAYyaIbHO MeTooM TCX
(olieHKa MO MapaMeTpaM Iporiecca)

ITocToponHue npumecu He 6ouee 1.0 % CootBeTcTByeT
vHANBALYaIbHO MeTogoM TCX
(olIeHKa 10 TapameTpaM Iporecca)

HomymuuaocTth [uknodenaka HaTpUst CoOTBETCTBYET CTAaHIAPTY CPABHEHHUS CootBercTByeT
meroaoM BOXKX (PD-374.H.1)

KonngecTBeHHOE OIpeacICHHE 95.0-105.0 % 99,9 %
Bombsrapena CA metomom BOKX
(PD-374.H.1) Mpenensr d’Alerte: 96.7 — 103.3%

Buewnuit Bua BU3yanbHO Ot Oesoro 10 6€10T0 € )KEATOBATHIM CootBeTcTBYET
(PP_3747839_A R 3) (PP 3747839003 OTTCHKOM I[BETA TOPIE000pa3HOM
R1) (PP 3747839 003 R02) (hOpMBI CYTIIIO3UTOPHUH C TIAKOM WK

CJICTKa HepOBHOﬁ TMOBEPXHOCTHIO

Crpannma 6/9 * INoamucaH 3JEKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu 1udposoit moamucu Delpharm



Bbiaano:
'\D JIEJIb®APM IOHUHT C.A.C.
\‘ 26 PIO JIE JIA LIATIEJIb
®P - 68330 IOHUHT
®panuus
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Cepruduxkar ananusa

IIponyxr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
T'nodanbHbIii MaTepuag Ne: 851786 Cepus Ne: H6971
JlokaabHbIi MaTepuas Ne: 60035

TecTsl Crnenuduxanuu Pe3syabTaThl
Bpewms nonHoit nepopmanyu B cootB.  He 6onee 20 MunyT 11 MuHyT

c Epp. @.2.9.22, Annapar A
(PP_3747839 A R_3) (PP 3747839003

R1) (PP 3747839 003 R02)
Pacnagaemocts He 6osiee 30 MunyT CootBeTcTBYET

HomnmuuanoCcTh [IMKnodheHaka HaTpus CoOTBETCTBYET CTAaHAAPTY CPABHEHUS CootBeTcTBYET
MetonoMm YO (PP_3747839 A R 3)

(PP 3747839003 R1) (PP 3747839 003

R02)

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

BOXKX(PP_3747839 A R_3) (PP

3747839003 R1) (PP 3747839 003 R02)

Iocroponnue npumecu GP 49000 He 6omee 0.2% <0.1%
METOJIOM CKOpOCTHOM BOKX

(PP_3747839_A R 3)

Crpanuia 7/9 * INoamucaH 3JeKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu Ludposoit moamucu Delpharm
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Bbiaano:

JAEJIb®APM IOHUHI C.A.C.

26 PIO JIE JIA ITAITEJIb
®P - 68330 KOHUHI
®panuus

Cepruduxkar ananusa

IIponyxr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
T'nodanbHbIii MaTepuag Ne: 851786 Cepus Ne:H6971
JlokaabHbIi MaTepuas Ne: 60035

TecTsl Crnenuduxanuu PesyabTaThl
ITocroponnue npumecu GP 49002 He 6onee 0.2% <0.1%
MeT010M cKkopocTHOH BOKX

(PP_3747839 A R 3)

ITocroponnue npumecu He 6onee 0.2% <0.1%
HeHJeHTH()UIMPOBAHHAS €MHUYHAS

npuMech MerogoM BOXKX

(PP_3747839 A R 3)

ITocroponnue npumecu Cymma He 6onee 1.0% <0.1%
npumeceit metogoM BOKX

(PP_3747839_A R 3)

[ommuHOCTh [IMKIO(pEeHaKa HATPUS CooTBeTcTBYET CooTBeTcTBYET
meronoM BOXKX (PP_3747839 A R 3)

(PP 3747839 003 R1)

OIHOPOHOCTD JO3UPOBAHUS CootBerctBHEe TpeOoBaHusIM EBp. O. CooTBeTCcTBYET
merogoM BOXKX (PP_3747839 A R 3) @.CIIIA, An.®

(PP 3747839003 R1)

KonuuectBennoe onpenenenue 95,0 —105,0 % 99,9%

Juxnodenaka HATPHUS METOAOM
BDXKX (PP_3747839_A R _3) (PP
3747839003 R1)

Crpannia 8/9 * INoamucaH 3JeKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu Ludposoit moamucu Delpharm




Bbiaano:
'\> JEJIb®APM IOHHMHI" C.A.C.
\‘ 26 PIO JIE JIA ITAITEJIb
®P - 68330 KOHUHI
®panuus
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Cepruduxkar ananusa

Mpoxyxr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
I'no6anbHbIl MaTepuas Ne: 851786 Cepus Ne: H6971
JlokanbHblil MaTepuas Ne: 60035

TecTsl Crnenuduxanuu Pe3syabTaThl
Iocroponnue npumecu GP 49000 He 6omee 0.1% <0.1%

METOJIOM CKOpOCTHOM BOKX

(PP 3747839 003 R 1) (PP 3747839 003

R0O2)

Iocroporrne npumecu GP 49002 He 6omee 0.1% <0.1%
METOJIOM CKOpOCTHOH BOKX

(PP_3747839 003 R1) (PP 3747839 003

RO2)

ITocToponHne mpuMecu He 6omee 0.1% <0.1%
HeuJeHTH(OUIMPOBAHHAS SAMHUYHAS

npuMech MeTooM BOXKX

(PP_3747839 003 R1) (PP 3747839 003

R0O2)

ITocToponnne npumecu Cymma He 6omee 0.5% <0.1%
npumeceid MmetoomM BOXKX

(PP_3747839 003 R1) (PP 3747839 003

R0O2)

Pa3mep gactui (MUKPOCKOTTHS) He 6onee 100 Mkm 22 MKM

3akjoueHue

Cepusi COOTBETCTBYET KOHTPOJIbHOM Ipolieaype. HactosimuM y1ocToBepseM, 4To JaHHAs CepHs
MPOU3Be/IcHAa U TPOKOHTPOIUPOBaHA B COOTBETCTBHHM ¢ ipaBuiamu GMP u tpeboBanusIMH,
MIPEIBSIBISIEMBIMH TSI pa3pellicH sl pa3MEIICHUs Ha PhIHKE.

OTBeTCTBEHHOE JIML0 WU NPEeJCTABUTE/Ib: Sarah SAMINATHEN
Jata u Bpems: 21-03-2022 17:00:50

Crpannma 9/9 * INoamucaH 3JEKTPOHHO B COOTBETCTBUH CO cTaHAapTaMu mudposoit noamucu Delpharm
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