Bripano:

JEJILOAPM FOHHUHI C.A.C.

26 PIO JIE JIA IIATIENG

&P - 68330 IOHUHT

JIHUen3na Ha NPoU3BoAcTBO Ne;
M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudnkar cepuu

IIpoaykT:

B coorpercTRnA ¢ HI:
Jo3upoBKa / AKTHBHOCTE:
PPMS HoMep:
Jlexapersennan dopma:
THR YMAKOBKIL:

Pasmep ynakoBkH:

CrpaHa Ha3Havenus:
Cnobaniusiit matepunan Ne:
JarTa npoi3BoAcTEA:

Jara ppimycxa:

CpoK rosAHoCcTR;

O6ben BRIOYCKA:

PerucTpaionsoe yicropepenne Ne:

BOJIBTAPEH 50 sir cynmosuTopuu Nl

TI NO13066/01-280911 Ham.1-4
JHKIIOQEHAK HATPHA 50 MI'
719047 012_201_RU
CyTImo3HTOPHH PEKTANbHEIE
GrnHcTep

2 x 51mTyK

TIN013066/01

Pocceniickas Deaepalina

719047 Cepun Ne: ADPK86930
06-09-2021

30-09-2021

08-2024 (31.08.2024)

13992.000

JlaHRBIC TECTOB, TPeGOBANMA, PE3YILTATH K AKIIOUEHIH IPUBECHIL B CIIeylomeM cepTHMKATe/cepTrduKaTax:

IIponyxr:

B coorsercreun ¢ HI:
CaoGanbubii MaTepnan Ne:
Jloxanaeaklii MaTepuan Ne:

Jara ppimycka:
ITpou3soACTEeHALLIi 00HEKT:
I'no6anbuwiit aatepitan APC:
Hassanue 'M A®C:

Hassanue 1t agpec npoH3BOIATENA
dapm. Cyberanumn:

BOJIBTAPEH 50 mr cynnosutopun Nel0
I1N013066/01-280911 H3m.1-4

719047 Cepua Ne: ADPK86930
719047

30-09-2021

JEJBMAPM KOHUHT CA.C.

831011 Cepnn No: 10045993/ CO173

Juxnogenak natprs FM 40MU 05
Hosapmic Papaa Hlteiin AT
[lad¢xayaepmrpacce,

4332 Ilreiin, neinapis

IMpoaykT:

Tnobankueiit maTepian Ne:
Jokansusiit MaTepian Ne:

Jara BeinycKa:
INponssoAcTBEHNbI 00BEKT:
Cno6annustii matepuan AQC:
Hasnauue ’'M A®C:

HasgaHire | apec NpoH3BOANTENS
papm. Cyberanuun:
Tnobaakustit MaTepuan AOC:
Hassaune TM AQC:

Hazsanue i1 agpec npon3soauTens
dapm. CvGcTanunn:

VR VOLTAREN (BOJILTAPEH) 50MG PVC KG FC

851786 Cepus Ne: H6930

60035

30-09-2021

JEIb®APM HOHHUHT C.A.C.

831011 Cepusa Ne: 10045993/ C0173

Jnxnodenax natpita FM 40MU 05

HosapTic Gapya Wreiin AT IHagdxaysepurrpacce, 4332 Wredtn, lIneinapus

831011 Cepust Ne: 10045993 / co173
Iuknohenak natpus FM 40MU 05

Hosaprc dapara Wireitn AT addxaysepurrpacce, 4332 Wlreiin, [seiinapis

Crpauuua 1/9 * Tloanyucas 31EKTPOHHO B COOTBETCTBHH CO CTAHAAPTAMH unpposoii nogmiten Delpharm
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Brinano:
'\. JEJbOAPM IOHHHT C.A.C.
9D, 6 PIO JIE JIA LIATIEJI

OP - 68330 IOHUHT

'‘DELPHARN
MUMNINGUTE Jluuenzis na npouseoacTRo Ne:
1“"““&5{,\."@3.‘?&3”“ M15/363-GMP Ne: 2019/HPF/FR/245
CepruuKAT CEpHHA
IpoxrykT: BOJIbTAPEH 50 mr cynnosutopuyt Nel@
B cooTsercrann ¢ Hil: 1 NO13066/01-280911 Ham.1-<4
I'nobanbubIii MaTepHAT Ne: 719047 Cepua Ne: ADPKB6930

3akideHie:

HacToRUM YAOCTOBEPAID, YTO ARHHAA HHPOPMALHA NOUTHHIG 1 BEPHA.

JlaHHAR CEpRA CO3AAHA / POH3BEEHE, BIIIOYAR YIAKOBKY H KOHTPOIL, HA BEITEYTIOMSHYTOM MECTe IPOH3BOACTEA B
COOTBETCTBIN ¢ mpapiutamit GMP noxanbhoro peryJuiTopHaro opraa # cnietuKapIe perHCTPaLOHHOIO
YIOCTOBEPEHIIA HMIOPTHPYIOLIEH CTPaHbL.

HapafoTka, yNakoBKa M aHATH3 CEPIH COOTBETCTRYIOT TpeGopaian GMP.

CoMMeHTapHit B 0THOWIEHNH KOHTPOMMPYEMBIX XAPAKTePICTHK:
He xHa6mogaercsd OTKIOHEHHH B X01€ POU3BOACTBA.
CchUIKA HA OCHOBHOE / KPHTHUECKOE OTKIOHCHHE, He TPHMCHHMO,

OTReTCTRENHOE JINLUO WM IPEACTABNTENL™: Melanie SENN
Jara 1 BpeMs: 30-09-2021 11:22:06

Crpanuua 2/9 * TIoAnHcaH JeKTPOHHO B COUTBETCTRUH CO CTAHZAPTAMM LH(PPOBOH NOAMHCH Delpharm




Boimano:
'\ JEJILDAPM KOHUHT C.A.C.
<9 26 PIO JIE JIA IIATTENTB
DELRPHARM ®P - 68330 IOHUHT
H U KIH v E

H TEALOPACE
CepTiduKaT Ha YIAKOBKY
Ipoaykr: BOJIbTAPEH 50 mr ¢ymmnozutaps Nel0

B coorBercrenn ¢ H: I NO13066/01-280911 Ham.1-4

I'ao6anbusiii MaTepian Ne: 719047 Cepus Ne: ADPK36930
Jloxanpuulii MaTcpnan Ne: 719047

Jara npon3soicTea: 06-09-2021

Jara OKOHUAHNA CPOKA FOTHOCTIL: 08-2024 (31.08.2024)

3aknoyenne:

HacToAIMM yAOCTOBEpSIO, YTO JaHHAA CepHd YIAKOBaHa B NONHOM cooTBeTcTnHH ¢ npaBwiaMi GMP. IIpoTokoisl

YTIAKOBKK CEPHM pAacCMOTPEHB!, YCTaHOBIeHo ux cooTeTcTeie GMP.

OTBETCTBENNOE N0 IAH NPeACTIBHTRAL*: Melanie SENN
Jara i Bpemsa: 30-09-2021 11:22:06

Crpanina 3/9 * TlonmicaH 3NeXTPOHHO B COOTBETCTBHI CO CTARIAPTAMH [Mdpposoii nommucn Delpharm



: Bruraxo:
i '\ JEJNLDAPM IOHUHT C.A.C.
) B 26 PIO [IE JIA LIATIE/

DELPHARM OP - 68330 FOHLHT
MUNINGUET dpanums

AR PR CATT AL

1

O LG CeniaTE

CepTudukar aHaIH32

IIponykr: BOJILTAPEH 50 wr cymmosnTopun NelO
B coorpercrenn ¢ HI: [T N013066/01-280911 Flane.1-4
CnoGannHplii MaTepian Ne: 719047 Cepus Ne: ADPK36930
JlokanbHblii MaTepHan N 719047
JHara npon3BogcTha: 06-09-2021
CpoxK rogsocTi: 08-2024 (31.08.2024)
O6BbeM BHITYCKA: 13992.000
Tecrobasi MoHorpadHA: PD374.H.1 + Anamma Ne: 40000298924
N.I4+PP 3747839 A R 3+
PP374783 9003R1 BATCH CO
MPLYING WITH PP374783900 3R
Take coorsetcTByeT PP_37473
39 AR3
Crpawa AaIAaYeHNR: Poccuiickan @enepanus

Jakaouenne:
Cepust COOTBETCTBYET KCHIPONBHOH NPOLEAYPE. HacToALIKM YI0CTOBEPAEM, UTO IaHHAA CCPHA IPON3BEAEHA U
NPOKOHTPONHPOBAHA B COOTBETCTBHH C NPABIIAMH GMP u Tpe6oBanuaMH, MPEALABIAENLIMH [UIS PA3PEUICHHS

pa3MeLlCHHA Ha PEIHKE.

OTBeTCTBEHHOE JJHIL0 HIH NPeICTaABHTEND: Melanie SENN
Jara u Bpems: 30-09-2021 11:22:06

Crpannua 4/9 * [lOAMHCAK 3NEKTPOHKO B CODTBETCTBHH CO CTAHIAPTAMM uspposoif noanucy Delpharm




BeiaaHo:
"\ IEJIb®APM IOHHHI CA.C.
D, 26 PIO JIE JIA IIATIETD
DELPHARM &P - 68330 FOHMHD
HMUNINOLUTE (PpaHuKA
ERMFARE AR WAC B AL
1 CETACCPMAGE
CepruduKaT aHaIH3A
Tponyst: VR VOLTAREN (BOJILTAPEH) 50MG PVC KG FC
TnobGansieii sarepran Ne: 851786 Cepua Ne: H6930
JloranbHerii MaTepnan Ne: 60035
Jara npoussojacrea: 06-09-2021

Cpox rogunocTi:
Q0BeM BRIOYCKA:

Tecropan mouorpadns:

08-2024 (31.08.2024)
13992.000

PD374 H.1 +
N.1+PP_3747839 A R 3 +
PP374783 9003RI BATCH CO
MPLYING WITH PP374783900 3R
Taxke cooTsetcrayer PP_37478
39 AR3

PP3747839 003 RO2

Anamz Ne: 40000298923

Tectsl Cueundnramin Pe3ynbTaThl
Buemnuii Bug (PD-374.H.1) Ot Genoro o 6enoro ¢ XeATOBATEHIM CoOTBETCTBYHOT

OTTEHKOM LiBeTa Topnieaoofipasioii

OPMEL CYNMOIMTORHN € TIALKOH

MORENXHOCTHIO
3anax (PD-374.H.1} Cnabwifi, xupa CoOoTReTCTBYET
Cpenuas macca (PD-374H.1) 1,80-2,20r 2,0lr
OmuopomHocTs Maccst (PD-374.H.1) CoaTeetcTBHe clienu¢ukamay Esp. . CooTBeTCTBYET
INomnuuuocts Bonstapena CA COOTRETCTBYET CTAHIAapTy CPaBHEHHA CoOTBEICTBYCT
nmetogom TCX (PD-374.H.1)

Crparuna 5/9 * TTonnycaH InCKTPOHHO B COOTBETCTBHH €O CTAHAPTAM wiposoii noamicyt Delpharm




.DELPHARM
HUNIHNOGUE
LAOCEAITEE rwiialiLoa s

TEIACCIIUGE

Buinano:

JEIL®APM IOHWHI C.A.C.
26 PIO JIE JIA IIATIETIL

@P - 68330 TOHUHT
Dpanuun

Cepruduxar anaimsa

IpogykT:

Caabansrelit maTepnan Ne:
Jloxanbublii MaTepnan Ne:

VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC

Tecrsr

[TocTopoHHHE MPHMECH
wHnuBKayansHo MeTofoM TCX
{oncHka Mo mAapaMeTpaM mpolecca)

TlocToporHKe npuMecH
MHauBMAyaIsHo MeTooM TCX
(oLeHKa NO MapajMeTpaM APOLECCa)

[MNoanrrAOCTE: J{uKnodenaka RaTpHA
metogoM BN (PD-374.H.1)

KomugecTBeHHOE orpefieneHne
BoneTapena CA metooM BOMX
{(PD-374.H.1) Npenenu d'Aledte: 96,7 —103.3%

Buewnnii BUA BUZYANERO
(PP_3747839_A_R_3) (PP 3747839003
R1) (PP 3747839 003 R02)

851786 Cepus Ne: H6930
60035

Crnenpdrkannn PelyanTaTh!
He Gonee 0.5 % CootsercTByET
He 6onee 1.0 % CooTBeTcTBYET
COOTBCTCTBYET CTAHIAPTY CpaBHEHHA CooteercTByeT
95.0 - 105,0 % 99.5 %

Or Genoro go Genoro ¢ XKeNTOBATHIM CoOTBETCTBYET

OTTEHKOM LBETa TOpnienoobpainoit
$OpMEI CYNNO3HTOPHH € TNANAKOH HIH
CNerka HepoBHOH MOBEPXHOCTHIO

Crpannua 6/9 * [Tommican 3neKTPOKHEO B COOTBETCTRHH CO CTaHAapTaMH Ui poBoii noqmicy Delphann
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Boizauo:

JEL®APM IOHUHT C.A.C.
26 PIO JIE JIA HIATIEJTG

®P - 68330 IOHUHT
Dpanms

CeprTudHuKaT aHAIH32

INpoaykr:

I'nobansHeiii MaTepnan Ne:
Jloxanbuslii maTcpuan Ne:

VR VOLTAREN (BOJIbTAPEH) S0MG PVC KG FC

Tectn

RI1) (PP 3747832 003 R02)
Pacnazaemocts

R02)

METOAOM CKOPOCTHOH

(PP_3747839_A_R_3)

BpeM MoIHO# 2e(POPMALHM B COOTB.
c Esp. @.2.9.22, Annapar A
(PP_3747839_A_R_3) (PP 3747839003

IMopnuunocts Juknodenaka HATPHA
metoznom YO (PP_3747839_A R _3)
(PP 3747839003 R1) (PP 3747839 003

INocroposnune npumecy GP 45828

BOACX(PP_3747839_A_R_3) (PP
3747839003 R1) (PP 3747839 003 RO2)
Ioctopoutue npuseck GP 49000
meTofom ckopocTHoi BIXKX

851786 Cepus Ne: H6930
60035

Coeundgiranun PesyJILTaThl
He tonee 20 MunyT 12 MuHyT

He Gonee 30 MHEYT CooTReTCTBYET
CoOTBETCTBYET CTAHAAPTY CPABHEHHA CooTBETCTBYET
He Gonee 0.2% <0.1%

He 6omnee 0.2% <0.1%

Crpannua 7/9 * Ilogmmcan 3MeKTPOHRO B COOTBETCTRIHN CO CTAHARPTAMIE usdppoBoii mommtcn Delpharm




Buugauo:
"\ JEJIbDAPM IOHHHI C.A.C.

<, 26 PIO JIE A IIATIETb

DELPHARM DP - 68330 OHMHT

‘HUMNINHNOUE Opanuua

ARG T AL LU D

H DEfaCCerda Dl

Ceprndmxar aHanm3a

Tpoayicr: VR VOLTAREN (BOJILTAPEH) 50MG PVC KG FC
Cnobanbuerii maTepnan Ne: 851786 Cepua Ne: H6930
Jlokancueiii amarepuan No: 60035
TecTrl Coemduranmsg PesyarTaTel
Toctoponnse npisecy GP 49002 He Gonee 0.2% <0.1%

MeTofoM ckopocTHoi BIHX
(PP_3747839_A_R_3)

[Tocropouune npumecH He Gonee 0.2% <0.1%
HCHACHTH(HIRPOBAHHAS eXHIHINAs

npunecsk metomom BIKX

(PP 3747839 A R 3)

[octopornse npuymeck Cymma He 6onee 1.0% <0.1%

npumecedi meTogom BIXX

(PP_3747839_A R_3)

MopmasrocTs Jqurnodedaka HaTpus CootBeTcTBYET CooTBeTcTBYET
mertogom BIACX (PP_3747839_A R_3)

(PP 3747839 003 R1)

OOHOPOIHOCTL NO3HPOEAHLA Coorsercrane tpebosannam Esp. D. CoorBeTcTBYET
metopom BRKX (PP_3747839_A_R 3) @.CUIA, An.<@

(PP 3747839003 R1)

KonuuccTeHHOE OnpejieiieHne - 95,0—105,0% 100,9%

JuknodeHaka HaTPHA METOAOM
B3XCX (PP_3747839_A_R_3) (PP
3747839003 R1)

Crpanuua 8/9  * ITonnucan aNexTPOMHO B COOTBETCTRUM cO CTaKuapTamy unpposoi nognicn Delpharm




B

| Beiaano:

- JIETIb®APM IOHHMHT C.A.C.
<9 ) 26 PIO JIE JIA INATIEJTb

DELPHARM ®P - 68330 FOHHHI

H U MNMINOGOUE ‘bpa“u.“s{

Ceprndukar ananusa

IIpogykT: VR VOLTAREN (BOJIETAPEH) 50MG PVC KG FC
I'noGansHblii MaTepian Ne: 851786 Cepusa Ne: H6930
JloxaibHblii maTepHan Ne: 60035

Tectnl Creundmramm PesyapTaThl
TlocToponmic npumeck GP 49000 He Gonee 0.1% <0.1%

MeTOROM ckopocTHOH BIIKX

(PP_3747839 003 R 1) (PP 3747839 003

RO02)

IToctoponnnue npumecn GP 49002 He Gonee 0.1% <0.1%
MeToRoM ckopocTHo B3

(PP_3747839 003 R1) (PP 3747839 003

R0O2)

IlocToporHue npUMecH He Gonee 0.1% <0.1%
HEHACHTHHIHPORAHHAL EAHHHYHAL

nprmMeck MeToaom BIYKX

(PP_3747839 003 R1) (PP 3747839 003

R02)

IMocToposnie mpumecit Cymma He Gonee 0.5% <0.1%
npumeceii Metonom BIX

(PP_3747839 003 R1) (PP 3747839 003

RO2)

Pa3mep vactuy (MHKPOCKONHA) He Gonee 100 miam 19 mrM

SarnotcHIe

CepHs cOOTBETCTBYET KORTPOBHOMN Npoucaype. HacToAmuy ynocTopepses, 910 faHHaA Cepus
npoM3BEICcHa M NPOKOHTPONHPOBaHA B COOTBETCTRHH ¢ Npasuiamy GMP u tpebosannamy,
TpesARIAeMEIME JULI paspelleHHs pa3MellleHUs Ha PhIHKE.

OTBeTCTBEHHOE N0 HIH MPeACTABHTEND: Melanie SENN
JaTa H Bpems: 30-09-2021 11:22:06

Crpanuua 9/9 * IToAmical 31EKTPOHHO B COUTBETCTERH CO CTAHAPTaMH wipoboii noanucy Delpharm



