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Briaano:

JIEJIbOAPM IOHUHI C.A.C.

26 PO JE JIA LUATIEJIb

®P - 68330 KOHHUHT

JIMLIeH30s HA TIPOM3BOACTBO Ne:
M15/363-GMP Ne: 2019/HPF/FR/245

Cepruduxart cepuu

MMpoaykr: BOJIbTAPEH 100 mr cynmozutophu N5
JlozupoBka / AKTHBHOCTB: JTUKIIODEHAK HATPHS 100 MTT
IlpuMeHHMAasa HOPMATHBHAA [IN013066/01-280911 M3m.1-4
JOKYMeHTAlus:

PPMS Homep: 719048 011_201_RU

JlexapereenHnas gopma: Cynmno3uTopHH PEeKTAbLHBIC

Tun ynakoBKH: onuctep

PaszMep yNaKoBKH: 1X5 wTyK

PerucTpaloHHOe yAcToBepenne No: TIN013066/01

CTpaHa Ha3HAYEHHH: Poccuiickas @enepauns

no6anbHbIE MaTepuan Ne: 719048 Cepusn Ne: ADPP77239
JlaTa MpoH3BOACTBA: 06-08-2020

JlaTa BBIMYCKA: 31-08-2020

CpoK rogHOCTH: 31-07-2023

0061LeM BbIMYCKA: 26136.000

JlaHHBIE TECTOR, TPEGOBAHNA, Pe3yILTATHI H 3AKIIOUEHHA NPUBEACHBI B crneayioleM cepTudukare/ceprudurarax:

[Ipoaykr: BOJIbTAPEH 100 mr cynnosutopuu Ne5
[no6ansHbIi MaTepHaa Ne: 719048 Cepun Ne: ADPP77239
Jlokansnbiii MaTepuan Ne: 719048
JlaTa BbITIYCKA: 31-08-2020
TIpoM3BOACTBEHHBIH 00BEKT: JEJL®APM IOHHUHT C.A.C.
Ino6anbHBIH MaTEpHAT 831011 [uknodenax narpus FM 40MU 05 Cepust Ne: 10042878/C0166
®apMaUeBTHYECKOTl CyOCTaHUHH:
Ha3zpaHHe H aApec NPOH3BOAUTCISA Hoeapruc ®apma LTeiin A
dapm. CyberaHumn: Ilag¢xaysepitpacce,
4332 LlTeiin, Llseiinapus

IMpoaykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
Ino6anbHbI MaTepuad Ne: 851784 Cepus Ne: H7239
JloxkajabHbI MaTepuan Ne: 60028
JlaTa BbINTyCKa: 31-08-2020
Tpou3BoACTBEHHBIN 00beKT: JIEJTbdAPM FKOHUHT C.A.C.
I1o6anabHbIE MAaTEPHAT 831011 Jnknoenax narpus FM 40MU 05 Cepus Ne: 10042878/C0166
MdapMauesTHUYeCKoil cySeTaHUHN:
HasBaHue u aapec NPpoU3BOAHTE/IA Hoeaptuc ®apma Llreiin AT
¢papm. Cyberanunu: Hladdxayseputpacce,
4332 Lreiin, Lleeiiuapus
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Beinano:

JEJIb®APM IOHHUHT C.A.C.
26 PIO JIE JIA LIAIIEJIb
@P - 68330 TOHHUHI"

JIMLeH3Hs HAa NPON3BOACTBO N
M15/363-GMP Ne: 2019/HPF/FR/245

CepTudHKaT cepun

IMpoaykr: BOJILTAPEH 100 mr cynnozutopun NeS

IMpumenumas ITN013066/01-280911 HU3m.1-4

HOpMATHBHAS

AOKYMEHTALMA:

Ino6anbubiii MaTepuan Ne: 719048 Cepust Ne: ADPP77239
Jakmouenne:

HacTosiumumM yA0CTOBEPSIO, 4TO JaHHas HH(OpMaLKA NOLTMHHE H BEpHA.

JlanHas cepus co3jaHa / MpOM3BeeHa, BKIIOUAA YNAKOBKY H KOHTPOIIb, Ha BHIIEYNIOMAHYTOM MECTE MPON3BO/CTBA B
cooTBeTcTRHU ¢ ipaBiiaMi GMP JIOKaIbHOTO peryiaTopHOTo OpraHa H crneunuKauueil perucTpaLMoHHOro
YAOCTOBEPEHNA HMIIOPTHPYIOLIEH CTPaHbI.

Hapa6oTka, yrakoBka H aHamH3 CepHH COCTBETCTBYIOT tpebosanuam GMP.

KoMMeHTApHil B OTHOLIEHHH KOHTPOJHPYEeMbIX XaPAKTEPUCTHK:
He HabmronaeTcs OTKJIOHEHHH B XOJl1€ IPOH3BOACTRA.
CchiKa Ha OCHOBHOE / KPHTHYECKOE OTK/IOHEHNE: HE MPUMEHHMO.

OTBeTCTBEHHOE JTHLO HJIH NPeIcTaBUTEe/b, M. SENN, noanuck
MOAMUCH:
Jdarta u BpemMsi: 18.09.2020 09:30
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Brinano:

JEJB®APM FOHUHI C.A.C.

26 P1O JIE JIA IIATIEJIb

OP - 68330 OHMHI

JInueH3us HA MPON3BOACTBO Ne:
M15/363-GMP Ne: 2019/HPF/FR/245

CepTudHKaT HA YIAKOBKY

[Mpoaykr: BOJILTAPEH 100 mr cynmnosutopun Ne5

IMpumeHuMAas HOPMATHBHAS TIN013066/01-280911 H3m.1-4

AOKYMEHTALMS:

InoGaneupiil maTepuam Ne: 719048 Cepust Ne: ADPP77239
Jlokansueiit MaTepuana Ne: 719048

JlaTa NpoH3BOACTBA; 06-08-2020

JaTa OKOHYAHHS CPOKA IOJHOCTH: 31-07-2023

3akmouenue:

HacTosiumum y10CTOBEPAIO, UTO JaHHAA CepUs YNAKOBAaHA B MOJTHOM COOTBETCTBHH C NpaBHIaMH GMP. I1poTokonsl

YNaKOBKH CEPHH PACCMOTPEHbI, CTaHOBNEHO nx cooTsetcTre GMP.

OTBeTCTBEHHOE JTHIL0 HJIH NPeJCTABUTEb, M. SENN, noanuce
NOAMHChH:
Jata u Bpems: 18.09.2020 09:50
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Briaano:

JEJIb®APM KOHHWUHI C.A.C.

26 PIO JE JIA LIATIEJIb

®P - 68330 OHHUHT

JInueHsusa Ha npoussoacTBO Ni:
M15/363-GMP Ne: 2019/HPF/FR/245

CepTudukar anajuza

IMpoaykr:

IlpuMeHnMasn HopMaTHBHAR
AOKYMEHTALMS:
I'nobanbuelii MaTepuan No:
JlokanbHblii MaTepuam Ne:
O61em BeINyCKa:

ﬂ,ﬂTﬂ NpoH3BOIACTBA:
Cpok roaHocTu:

TectoBas moHorpadgus:

CrpaHa HA3BHAYEHHH:

BOJIbTAPEH 100 mr cynnozutopnu NoS
ITN013066/01-280911 HUzm.1-4

719048 Cepus Ne: ADPP77239
719048
26136.000

06-08-2020
31-07-2023

PP 3747821 A R 3 (100 mg) Ananus Ne: 40000286890

Pocceuiickas ®enepauns
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Boiaano:

JEJIbB®APM KOHHUHT C.A.C.

26 PHO JIE JIA LLATIEJIb

OP - 68330 OHUHI®

JInuensust Ha npoussoacteo Ne;
M15/363-GMP Ne: 2019/HPF/FR/245

Ceprudukar anaiusa

IMpoaykr:

IpumeHnMas HoOpMaTHBHAS
AOKYMEeHTALHS:
Inob6anbuslii MmaTepuan Ne:
JlokaneHelii maTepnan Ne:

JlaTa npon3BoacTEa:
Cpok roaHocru:

Tectosass moHorpadus:

CrpaHa Ha3HAYEHHI:

VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
ITNO013066/01-280911 H3m.1-4

851784 Cepusn Ne: H7239

60028

06-08-2020

31-07-2023

PP_3747821_A_R_3 (100 mg) Ananuz Ne: 40000286889

Poccuiickas Penepauns

TecTnl

Crneunduxkaunn PesynbTaTe!

Onucanue (BU3YyaIbHO)

Paszmep yacTHL (MHKPOCKOMHA)

IMoanunnocTe JuknodeHaka HaTpHs
MeToaoMm Y@

Hoanuuuocere JQuknodenaka Hatpua
meTonoM BOMX

Bpems nonnoi nedopmaunn
(Esp.®. 2.9.22, Annapar A)
Pacnanaemocts (Esp.®. 2.9.2)

[Tocroponnue npumecu GP 45828
MeTonoM ckopocTHoi BOKX
IMocToponnune npumecu GP 49000
MEeTOI0M cKopocTHOH BOYKX
TMocTopounnue npumecn GP 49002
METOIOM ckopocTHOH BOYKX
INocToponHune npumecu
HEMIEHTH(PHLIMPOBAHHAA EIMHUYHAS
npuMeck Metonom BOKX

Or Genoro 10 6e10ro ¢ AenToBaThIM CoOTBETCTBYIOT
OTTEHKOM LiBETa TOprenoodpazHoiH

(hopMBI CYTITIO3UTOPHH € TIAIKOH HITH

Cllerka HepPOBHOH MOBEPXHOCTLIO

He Gonee 100 mkm 24 MKM
CooTBeTCTBYET CTAHAAPTY CPABHEHHS CooteercTBYeT
CoOTBeTCTBYET CTAHAAPTY CPABHEHHS CooTeeTcTBYET
He Gonee 20 muH 15 mun
He 6onee 30 mun CooTBeTcTBYyET
He 6onee 0.2% <0.1%
He 6onee 0.2% <0.1%
He 6onee 0.2% <0.1%
He 6onee 0.2% <0.1%
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Buiaano:
'\ NEJIb®APM KOHUHI C.A.C.
\J 26 PHO JIE JIA LLIAITEJIb

@P - 68330 KOHHMHI

DELPHARM
iR B B JInieH3Ha Ha NMPOH3BOACTBO No:
b M15/363-GMP Ne: 2019/HPF/FR/245
Ceprudukart ana/msa
Ilpogykr: VR VOLTAREN (BOJIbTAPEH) 100MG PVC KG FC
IIpuMenumas HOpMATHBHASA [IN013066/01-280911 H3m.1-4
AOKYMeHTaLNs:
I'nobanbuelii MmaTepuan Ne: 851784 Cepus Ne: H7239
JlokasbHblit maTepuan No: 60028
lara npousBoacrea: 06-08-2020
Cpox roavocru: 31-07-2023
TecToBasi MoHorpadus: PP 3747821 A R_3 (100 mg) Ananu3s Ne: 40000286889
CrpaHa Ha3HAYEHHS: Poccuiickas @enepauus
Tectbi Crnennduraunn Pesyabrarsi
[Moctoponnue npumecu Cymma He 6onee 1.0% <0.1%
npumeceil metonom BIXKX
OaHOpoAHOCTL AO3UPOBAHUS CootgercTBre TpedboBaHusM Erp. D. CooteeTcTBYET
®.CUIA, Sn.d
KonuuecTBeHHOe onpenenenue 95,0-105,0 % 99.7%
HuknodeHaka HaATPUS METOIOM
BOXX
Cpennss macca (PD-129.H.2) 1,80-2,20r 1,99r
Oﬁuoponﬂocm macchl (PD-129.H.2) Cooreetcteue crieunduxaumuam Eep.d. CooTeeTcTBYET
3akno4deHue

Cepus COOTBETCTBYET KOHTPO/LHOM npoleaype. HacTosA1uM y10cTOBEPSAEM, YTO AaHHas cepus
TIpON3BE/IeHa U MPOKOHTPOIHPOBaHA B COOTBETCTBHH ¢ npaBunaMu GMP u TpebGoBaHHAMH,
NpeIbABIAEMBIMHU JUIS pa3pelieH st pa3sMellleHnst HA PhIHKE.

OTBeTcTBEHHOE JIMLO HJIH NPeICTABHTEb, M. SENN, noanuce
MOANMUCH:
JlaTa: 18.09.2020
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