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Boigano:

JIETb®APM IOHUHT C.A.C.
26 PIO JIE JIA LIATIEJIb

®P - 68330 TOHUHT

B coorBercTBHH ¢ H/I:
Jo3npoBka / AKTHBHOCTD:
PPMS nomep:
JlekapeTBennas dopma:
Tun ynakoskmu:

Pasmep ynakopku:

CTtpaHna HA3HAYEHHU:
I'noGanbnblil MaTepnan Ne:
Jara npoussoacrsa:

HaTta BeInycka:

Cpok rogHocTH:

O6bem BbINYCKA:

DELPHARM
e JINIeH3Hs Ha NPOH3BOACTBO Ne:
/ey M15/363-GMP Ne: 2019/HPF/FR/245
Ceprudukar cepun
IMponykr: BOJIbTAPEH 50 mr cynnozuropuu Nel0

PerncrpaunoHHoe yacropepeHue Ne:

ITNO013066/01-280911 Hzm.1-4
JUKJIIODEHAK HATPHUA 50 MI'
719047_200000229 RU
Cynno3uTopHH peKTankHble
bnucrep

2 x 5 wryk

TINO13066/01

Poccuiickaa ®enepains

719047 Cepnn Ne: ADPK86951
23-11-2021

14-12-2021

10-2024 (31.10.2024)

14322.000

ﬂaHHbIC TECTOB, TpeSDBaHHH, PE3YJIbTAThl H 3aKJIIOYCHHA NPHBCACHDLI B CJICAYHOLUEM CCpTH(hHKaTE/CGpTH(l)HKaTaXZ

Ipoaykr:

B coorBercrBuu ¢ H/I:
I'nobaneneli MaTepnan Ne:

JlokanbHbli MaTepuasa Ne:

[Jdata Bbinycka:
IMponssoacTBeHHBI 00LEKT:
I'nobansubiii MmaTepuan ADC:
Haipanne I'M A®C:

Ha3spaHue H ajpec npoH3BonTe/H
¢apm. CybcTanunm:

BOJIbTAPEH 50 mr cynnozuropun NelO
ITNO013066/01-280911 M3m.1-4

719047 Cepus Ne: ADPK 86951
719047

14-12-2021

JEJIb®APM FOHUHI C.A.C.

831011 Cepusa Ne: 10046368/C0176

Juknodenak Harpus FM 40MU 05
Hogsaptuc ®apma Ulteiin AT’
laddxaysepurpacce,

4332 IlTeiin, Leeinapus

Ilpoaykr:

I'no6anbHblii MaTepnan Ne:
JlokanbHbIil MaTepHaa Ne:
JaTa Beinycka:
IIponsBoacTeeHHbIi 00LEKT:

I'nobansueliit MaTepuaa ADC:
Hazpanne I'M ADC:

Ha3ssaHue n aapec npousBouTes
papm. Cyberanumn:

I'nobanbHbIi MaTepHan
ADC:

Hassanne I'M ADC:
Ha3zBanue n ajapec
npousBoauTes apm.

VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC

851786 Cepnsa Ne: H6951

60035

14-12-2021

OEJIb®APM IOHHHT C.A.C.

831011 Cepna Ne: 10046368/C0176

Juknodenak narpus FM 40MU 05
Hoeaptuc ®apma Llreiin AI'
[lagdxayzeplurpacce,

4332 lreiin, l1seiinapus

831011 Cepnsn Ne: 10046368/C0176
Juknodenax narpus FM 40MU 05

Hogaptuc dapma Lllreiin AI'

Lladdxayzepiupacce,

4332 Illreitn, lIseiinapus

Cy6eTanumu:
Crpanmua 1/9  * Tlojnuca 31eKTPOHHO B COOTBETCTBUYM ¢O cTanapTaMy UMb poroi noanucy Delpharm
(OMHBHLOLIM X (118KEE)
(onutfou) (OIMHEHLIOLON X at) £ENEE 0JeMAKHMAU 'BNWL ALOOHKUOY '08198h10 'BWK 'BULMNED) BERNEE HALEHWdU BIRY)
12-08-Z 1L 9168 hnsodiHeINSUY UMEXW| OUBYVE | dUaintiog 1202 60 9L

OIMHEHLIOUIM X (Myasec) ecexet UMLBHWAU O BunewdodH) ‘g

(sodaryaLHoy (Holoodu) Ankdaree

w aLotfeds xaHLdouoHedL XiIaHHEBOdUEULUBUNIELS MoLaody s AcAdiag ‘Axekdiou Pou xiaHHeTou ‘aLotieds xiguidoussedl (oLloodu) Andalee et ‘eeAd) wreosadsu KUY aLoteds xaHidousHedl suHaueratadusH et ededim denced)

(xnhodaodu ex0do BUHBLIIMKIW Xolfidow “eeAd) iBeio0l Axkodoodu W edarie.HOY ‘eaLorado oJoHLdoudHedL auHauEeLI0Yedy BOHHBNEd880828H 'BXMKcogadel s ou ecAd) cosieaeH ec ededim deweed)




BeiaaHo:
@ JNEJbPAPM IOHHUHI C.A.C.
26 PIO JIE JIA LIATIEJIb
DELPHARM P - 68330 FOHHUHT
HUNINKGUE JInuenina va nponssoacTeo Ne:
i A i M15/363-GMP Ne: 2019/HPF/FR/245
Ceprudukar cepuu
poaykr: BOJIBTAPEH 50 mr cynnozutopuu Nel(
B coorBercTBuu ¢ H/L: I[1N0O13066/01-280911 HM3m.1-4
I'obanbHbII MaTepHana Ne: 719047 Cepna Ne: ADPK86951
3akmoueHue:

HacTosammm yaocToBepAlo, 4T0 AaHHasA HHOpMaLHA NOAJIMHHA H BEpHA.

Hannas cepus cosfaHa / NIpoH3BeleHa, BKIIOYAA YIIAKOBKY H KOHTPOJIb, HA BLILLEYTIOMSHYTOM MECTE MPOH3BO/ICTRA B
COOTBETCTBHH ¢ mpasuiaMH GMP okaneHOro perynaTopHOro opraHa H crielH(pHKalHel perncTpallHOHHOTO
YAOCTOBEPEHHA HMIIOPTHPYIOLLEH CTPaHBI.

Hapa6oTka, ynakoBka W aHaJTH3 CEPUM COOTBETCTBYIOT TpeboBaHusM GMP.

KommenTapuii B 0THOIIEHHH KOHTPOJIMPYEMbIX XAPAKTEPHCTHK:
He nHabnonaercs oTK/IOHEHHH B X0/ IIPOH3BOICTBA.
CchlKa Ha OCHOBHOE / KPHTHYECKOE OTKJIOHEHHE: HE IPHMEHHMO.

OTBeTCTBEeHHOE JIHII0 MJIH NPeACTABHTENb™: Melanie SENN
Jdata n Bpems: 14-12-2021 08:35:11

Crpanuua 2/9 * Iloanucan 3/IeKTPOHHO B COOTBETCTBHH €O cTaHAapTaMH 1uMQpoBoii noanucu Delpharm



Briaano:

@‘ JEJIb®APM IOHHUHT C.A.C.
26 PIO JIE JIA LIIATIEJIb
@P - 68330 OHUHI

Ceprudukar Ha YnakoBky

IIpoaykr: BOJIbTAPEH 50 mr cynnosutopuu Nel0

B coorBeTcTBHM ¢ HI: [T NO013066/01-280911 U3m.1-4

I'nodanbHblii maTepuasn Ne: 719047 Cepunsa Ne: ADPK86951
JlokanbHblit MaTepuas Ne: 719047

daTta nponsBoacTsa: 23-11-2021

laTa 0KOHYAHHA CPOKA FOAHOCTH: 10-2024 (31.10.2024)

3aknouenue:

Hacrosuwmm ynoctosepsio, 4To 1aHHAA CepHA YNAKOBAHA B NOIHOM COOTBETCTBHU C npasuiamu GMP. TIpoTokossl

YNIAKOBKH CEPHH PacCMOTPEHbI, YCTAHOBIIEHO HX coOTBeTCTBHE GMP,

OTBeTcTBEHHOE JIMIO HIIH NPEACTABHTENE*: Melanie SENN
MaTa n Bpema: 14-12-2021 08:35:11

Crpannua 3/9 * Iloanucan 31eKTPOHHO B COOTBETCTRHH CO CTAHAAPTAMH umdporoit noamucu Delpharm



Bripano:

HEJIb®APM IOHHHTI C.A.C.
26 PIO IE JTA LLIATIEJIb

@P - 68330 FOHUHT

Dpanuus

Cepruduxar anaansza

Ipoaykr:
B cooTBeTcTBHM ¢ H/L:

Jlokansuriii MmaTepnan Ne:

JlaTta npousBoacTBa:
Cpox roasocru:

O6Bem BbInycka:

Tecrosas monorpagns:

Crpana nazHaueHus:

Tno6anbupiii MmaTepuan Ne:

BOJIbTAPEH 50 Mr cynnozuropun Ne10

TTNO013066/01-280911 Uam.1-4

719047 Cepus Ne: ADPK 86951

719047

23-11-2021
10-2024 (31.10.2024)

14322.000

PD374.H.1 +
N.1+PP_3747839 A R 3+
PP374783 9003R1 BATCH CO
MPLYING WITH PP374783900 3R
TakKe cOoTBeTCTBYET PP_37478
39 A R3

Poccuiickas denepanns

Ananuz Ne: 40000301573

3akimouenne:

Cepus cOOTBETCTBYCT KOHTPOIBHO npoueaype. Hactosimmm ynoctopepsem, uto nanHas cepus NpoMu3Be/IeHa H

TIPOKOHTPONTHPOBAHA B COOTBETCTBHH ¢ NpaBHIaMid GMP u Tpebosanuamu, NPEABABIACMBIMH I paspelieHus

pa3sMELICHNA HA PhIHKE.

OTBeTcTBEHHOE JIMLIO WIH NPEeACTABHTEIb:

laTa u Bpems:

Melanie SENN

14-12-2021 08:35:11

Crpannia 4/9  * Ioanucan >1eKTPOHHO B COOTRETCTBHH €O CranjapTamMH undposoii noanucu Delpharm




Brizano:
JEJIBPAPM OHUHI C.A.C.
26 PIO [IE JIA 1LIATIIEJIL

®P - 68330 KOHHUHI

I'nodaabublil MmaTepnaa Ne;
JlokanbHblit MaTepuas Ne:

JaTa nponsBoacrea:
Cpok roanocth:

Ob6bem BrInycka:

TecroBas moHorpagus:

851786
60035

23-11-2021
10-2024 (31.10.2024)

14322.000

PD374.H.1 +
N.1+PP_3747839 A R 3+
PP374783 9003R1 BATCH CO
MPLYING WITH PP374783900 3R1
TaKKe COoTBeTCTBYeT PP_37478
39 AR 3

PP3747839 003 R0O2

DELPHARM
it ALl A L ®paHuus
AR JT, :'1%-:‘(“» L
Ceprnduxar anaansa
Hpoayxr: VR VOLTAREN (BOJILTAPEH) 50MG PVC KG FC

Cepua Ne: H6951

Amnanuz Ne: 40000301572

meTonom TCX (PD-374.H.1)

Tecrbr Cnenudukauun PesyabTaTei
Buemnuii Bun (PD-374.H.1) Ot Genoro 10 6e10ro ¢ KeNTOBATEIM CooteercTByIOT

OTTEHKOM LiBETa Topnea0o6pasHoit

bopMBI cynnoznuTopuH ¢ rnankoii

NIOBEPXHOCTHIO
3anax (PD-374.H.1) Cnabsrii, xxupa CootsercTByeT
Cpenuss macca (PD-374.H.1) 1,80-2,20r 1,99 r
Onnopontocte macchl (PD-374.H.1) Cooteerctaue cneunduxaunam Ep.d. CooteercTryer
IMoanunnocTe BonkTapena CA CooTreTcTBYET CTAHNAPTY CpaBHEHHs CootsetcTByeT

Ctpanuua 5/9  * Iloanucan 2eKTPOHHO B COOTRETCTRHH cO craujapTami unposoii noanken Delpharm




Briaano:

JEJILDAPM IOHUHI C.A.C.
26 PIO [E JIA LLIATIEJIb

®P - 68330 FOHUHT

$pannus

Cepruduxar ananmsa

IIpoaykr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
I'nobansubiii MmaTepnan Ne; 851786 Cepna Ne: H6951
Jlokabubliii MaTepuan Ne: 60035

TecTbl Cneundukauun PesyabTaThl
IlocTopoHHue npumecu He 6onee 0.5 % CoorsercTBYET

MHAMBHAYanbHO MeToaoM TCX
(oLEHKa No napaMmeTpaM npouecca)

IlocTopoHHHe npumecH He 6onee 1.0 % CooTBeTcTBYET
HHAaMBUAYyansHO MeTtoaom TCX
(OlIEHKa Mo nmapaMeTpam npolecca)

[oanuunocte [Auknodenaka HaTpus CooTBeTCTBYET CTAHAAPTY CPAaBHEHHA CooTBETCTBYET
metogom B2XKX (PD-374.H.1)

KonuyecTrenHoe onpenenenue 95.0-105.0 % 99.3 %
Bonerapena CA metonom B2XKX
(PD-374.H.| ) Npenenm d’Alerte: 96.7 — 103.3%

Brewnwii Bua BU3yallbHO Ot Genoro Ao 6eoro ¢ XKeJToOBAaTLIM CoOTBeTCTBYET
(PP_3747839_A R_3) (PP 3747839003 OTTEHKOM LIBeTa TopneaoobpazHoii
R1) (PP 3747839 003 R02) (hOpPMBI CYINIO3UTOPHH C INAAKOH HIH

CJIerKa Heponuoﬁ MNOBEPXHOCTHHO

Crpanuua 6/9 * TloanucaH 3JeKTPOHHO B COOTBETCTBMH €O CTaHAapTaMu Ludporoit noanuen Delpharm
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Beigano:
JEJTbO®APM IOHWUHT C.A.C.
26 PIO JIE JIA LLIATIEJIb

@P - 68330 KOHUHT
dpanums

Ceprunduxar anaiusza

METOJIOM CKOpocTHOH B3XKX
(PP_3747839_A R_3)

Mpoaykr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
I'noGanbnblii MmaTepnan Ne: 851786 Cepus Ne: H6951
JlokanbLHbIi MaTepuas Ne: 60035

Tecrbl Cneundukaunn PesynsTaThl
Bpewms nonHo# aedpopmaunu B coots.  He Gonee 20 MuHYT 12 munyT

¢ Epp. @. 2.9.22, Annapar A

(PP_3747839 A R_3) (PP 3747839003

R1) (PP 3747839 003 R02)

PacnanaemocTs He 6onee 30 munyt CooTBeTcTBYET
Hoanuunocts Juknodenaka Hatpus CoOoTBETCTBYET CTAHAAPTY CPABHEHHA CooTteeTcTBYET
meronom Y@ (PP_3747839 A R_3)

(PP 3747839003 R1) (PP 3747839 003

R02)

ITocroponnue npumecu GP 45828 He 6onee 0.2% <0.1%
MCTOIOM CKOpOCTHOﬁ

BOXKX(PP_ 3747839 A R_3) (PP

3747839003 R1) (PP 3747839 003 R02)

INocroponnue npumecn GP 49000 He 6onee 0.2% <0.1%

Crpannua 7/9 * Tloanucan 31eKTPOHHO B COOTBETCTBHH CO CTAHAAPTAaMH LMd)poroii noanucn Delpharm




Boiaano:

JEJIbPAPM IOHUHT C.A.C.
26 PIO JIE JIA LLATIEJIb

P - 68330 OHUHT
Dpanuus

Ceprudukar anaauza

Ipoaykr: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
I'nobanbHbIi MaTepuas Ne: 851786 Cepua Ne: H6951
JlokanbHbIii MaTepHaa No: 60035

Tectnl Creundukaunn PesyanTaThl
IlocToponnue npumecu GP 49002 He Gonee 0.2% <0.1%

METO/0M cKopocTHOH BOXKX

(PP_3747839_A R_3)

ITocToponnne npumecH He Gonee 0.2% <0.1%
HeHAEHTUHHIMPOBAHHAA €IMHNYHas

npumeck MetogoM BOKX

(PP_3747839_A R_3)

IMocroponnne npumecn CyMma He Gonee 1.0% <0.1%
npumeced Metoaom BOXX

(PP_3747839 A R_3)

INopnunnocts Jlnknodenaka HaTpus COOTBETCTBYET CooTteercTBYET
metonom BOXKX (PP_3747839 A R 3)

(PP 3747839 003 R1)

OaHoponHOCTL 103HPOBAHHA CooTsetctBue TpeboBanuam Epp. ®. CooTBETCTBYET

metoaom BOXX (PP 3747839 A R 3) @.CLIA, Sn.®

(PP 3747839003 R1)

Konunuecteennoe onpenenexne 95,0 — 105,0 % 99,4%
Huknodenaka HaTpuUsa MeTOIOM

B2XKX (PP_3747839_A R_3) (PP

3747839003 R1)

Crpannua 8/9 * Tloanucan aNeKTPOHHO B COOTBCTCTBHH €O cTaHAapTaMH 1H(poroi noanucy Delpharm



Bbiaano:

JEJIBOAPM IOHUHI C.A.C,
26 PIO JIE JIA 1LATIEJIb

P - 68330 FOHHUHI
DOpanuys

Ceprudukar anannsza

IponyxT: VR VOLTAREN (BOJIbTAPEH) 50MG PVC KG FC
Fno6aneueiii MaTepuan Ne: 851786 Cepus Ne: H6951
Jlokanenblii MaTepnan Ne: 60035

Tectn Crnenndukaunn PesynbTaTel
Ioctoponnne npumecn GP 49000 He Gonee 0.1% <0.1%

METO0OM cKopocTHoM BIJKX

(PP_3747839 003 R 1) (PP 3747839 003

R02)

Ioctoponnue npumecu GP 49002 He 6onee 0.1% <0.1%
METOZIOM CKOpocTHOH BIM(X

(PP_3747839 003 R1) (PP 3747839 003

R0O2)

TocToponnue npumecn He 6onee 0.1% <0.1%
HeHIeHTHOHLIMPOBAHHAS eAHHUYHAS

npumeck MeTogoM BOXKX

(PP_3747839 003 R1) (PP 3747839 003

R02)

Tocroponnne npumecn Cymma He 6onee 0.5% <0.1%
npumeceii Metonom BRKX

(PP_3747839 003 R1) (PP 3747839 003

R02)

Pa3mep uactuy (MHKpockonus) He Gonee 100 mkm 25 MKkM

3akauenne

Cepus cooTBeTCTRYET KOHTPO/IbHOIT nponenype. Hactosmumm YAOCTOBEPAEM, YTO AaHHAs cepus
NIpOM3BEACHA U IPOKOHTPONHPOBAHA B COOTBETCTBHH C npasunamu GMP u TpeGosanusmu,
NPEABbABIAEMBIMH U1 paspellieHus pa3MelleHHs Ha pbIHKE,

OTBeTcTBeHHOE M0 MM NpeAcTABHTEND: Melanie SENN
[aTa u Bpems: 14-12-2021 08:35:11

Crpannua 9/9 * Tloanucan FIEKTPONHO B COOTBETCTBHH €O CTAHAAPTaMM 1M()POBOI NOAMHCH Delpharm




