BoigaHo:

JEJTb®APM FOHUHT C.A.C.

26 PO JIE JIA LUAIIEJIb

68330 IOHMHT

dPAHLMA

JIuueH3usa HA NPOU3BOACTBO Nes
M15/363-GMPNe: 2019/HPF/FR/245

CeprudHukat cepun

rHamweimmume NpOAYKTA:

Jlo3upoBKa / AKTHBHOCTE:
B coorsercTeuu ¢ HI:
PPMS-naentuduraTop:
JlexaperBennas opma:

Tun ynakoBKH: dnaxoH

Pasmep ynaKoBKH: 1X1

PerncrpaluoHHoe y10CTOBepeHne Ne: PN012962/01

CrpaHa HA3HAYEHHH! Poccuiickas denepauus

no6aabHbiit MaTepuan Ne: 104250 Cepus Ne: ADP745284
JlaTa npon3BOACTBA: 10.02.2020

JlaTa BeINYCKA: 11.05.2020

CpoK roIHOCTH: 01.2023

O6BeM BBINYCKa! 1638.000

-

CAHAUMMYH HEOPAIJI PACTBOP [J151 TIPHEMA BHYTPb

100 MI/MJL

LIMKJIOCIIOPUH 100 MI'/MIJI
HJ1 42-11481-04 u3m. 1-6
104250 013_201_RU

PacTBop 14 TipUemMa BHYTPb

[lanubie TeCTOB, TpeGOBAHNS, PE3y/IbTaThl 1 3aKIIOMEHHs IPUBEIEHBI

B CIIEJIYIOLIEM cepTuuKare/cepTHHKATAX:

|—ﬂ_po}1ym: CAHIMMMYH HEOPAIJI PACTBOP JUISl TIPHEMA BHYTPb
100 MI/MT
Ino6aabHblit MaTepuat Ne: 104250 Cepus Ne: ADP745284
JlokanbHbIii MaTepuan Ne: 80409
JlaTa BpInycKa: 11-05-2020

Tpon3BoACTBEHHAA
miomaiKa:

I106aabHbi MaTepuan APC
Ne:

HanmeHnosanne
NPON3BOACTBEN O NIOMALKH:
Anpec 1 POH3BOACTBEHHOI
IIOLIAKH!

JEJb®APM FOHWHI C.A.C
10056 LIMKJIOCTIOPUH 11 SA

HogapTuc Punrackuian Jumuren

Punrackuanu, Ko., Kopk, Mpnanaus

Cepus Ne: 10041043/R1236

HaumeHoBaHHE NMPOAYKTA:
no6ansHbIil MaTepuan Ne:
JlokanbHBI MaTepuan Ne:

JlaTa BBITIYCKA:
Tpou3BOACTBEHHAS MIOMAAKA:
I'no6anbubiii Matepuan AGC Ne:
HanMeHOBAHME NPOH3BOICTBEHHOI
MJIOMAAKH?

Anpec upomsoannelmoﬁ NI0IALKH!

VR NEORAL (HEOPAJ) SB 100MG/ML 50ML FC

880970 Cepun Ne: H5284

61184

11-05-2020

JEJTbdAPM IOHUHD C.A.C.

10056 LIMKJIOCTIOPHH 11 SA Cepus Ne: 10041043/R1236
HosapTuc PHHrackuaIn JlumuTel

Punrackunad, Ko., Kopk, Mpnanaus

|
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BuiaaHo:

@) NETb®APM IOHWHL CA.C.

; 26 P1O [IE JIA LLIATIEJIb
QELPHﬂnM 68330}01‘[”}‘“-
HUMNINGUE OPAHLIAA
JInueH3us HA MPOH3BOACTBO Ne:

PP, M15/363-GMPNe: 2019/HPF/FR/245
CepTudurar cepuu

CAHIMMMYH HEOPAJL PACTBOP J1/151 [IPUEMA BHYTPb
100 MI/MJI

HaumeHoBaHHE TMPOAYKTA:

Cepus Ne: ADP745284

104250

Ino6anpHblil MaTepHal Ne:

JaK/aoveHHe:
HacTof|M yI0CTOBEPALD, HTO maHHast nHopMaLns MoJ/IMHHA ¥ BepHa.
Jlannas cepus co3naua/ Mpou3BENCHA, BKIIOTAA YMaKoBKy H KOHTPOJb, Ha BBILLEYNOMAHYTOM MecTe TPOH3BOACTRA B

COOTBETCTBHH C TPaBUIIaMH GMP 10KaNBHOTO PEryJIATOPHOTO Opraka 1 crieunduKaLmeil pErHCTPALHOHHOTO

YIOCTOBEPECHHA MMIIOPTHPYIOLIEH CTPAHLL.
HapaboTka, ynakoBKa 1 aHanu3 cepuH COOTBETC

TRYHOT TpeDOBAHHAM GMP.

KommeHTapHii KacaTe/lBEHO KOHTPO/ILHOT XAPAKTEPHCTHKH:
B xone Npou3BOACTBEHHBIX onepauuii HIKaKHX OTK/IOHEHHH OOHApYKEHO HE Obino.

Cchl/IKa Ha K HTHYECKOE OTK/IOHEHHE: HE 1T MMEHHUMO

Vo/IHOMOUEHHO JTHLIO MPeACcTABHTES: S. SAMINATHEN

JlaTa n Bpems: 26.05.2020
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Brigano:
@) I_IEﬂleAPM JOHUHT C.A.C.
26 PIO JIE JIA LUATIEJIb
68330 FOHUHD
MPAHLIMA

““”‘**“‘”“ i’j‘f’;‘*""‘:_-;* Wk Jluuen3Hst HA TPOU3BOACTBO Ne;
M15/363-GMPNe: 2019/HPF/FR/245

CepTuHKaT YIIAKOBKH H MapKHPOBKH

[poaykr: CAHIMMMYH HEOPAJI PACTBOP 1A [IPUEMA BHYTPb
100 MI'/MJI
I nobanbHbI MaTepuan Ne: 104250 Cepus Ne: ADP745284
JlokanbHbIil MaTepuan Ne: 80409
JlaTa NpoN3BOACTBA: 10-02-2020
JaTa OKOHYAHHSA CPOKA roAHOCTH: 31-01-2023
B coorsercTenn ¢ H/L: HJ1 42-11481-04 u3m. 1-6
Jak/4eHne:

HacTosMM YA0CTOBEPSIO, UTO anHas cepii npoaykTa Gblla yNakoBaHa B [0JHOM coorsercrBuu ¢ GMP.
3anucy 00 ynakoBKe Cepuu LM TPOCMOTpPEHbI M MPH3HAHDI cooTeetcTRytolimMu GMP.

VI10/IHOMOUEHHOE JIHLO NPeAcTABHTEIs S. SAMINATHEN
JlaTa u BpemMs: 26-05-2020

Ctp.3/3




BeiaaHo:

JEJIbOAPM JOHUHI C.A.C.
26 PIO JIE JIA LLIATIEJIb
68330 FOHWHI
OPAHILIMA

JIniuen3usi HA TPOM3BOACTBO Net
M15/363-GMPNe: 2019/HPF/FR/245

CepTHdHKaT aHAJIU3A

rﬂponym‘:

B coorsercreuu ¢ HIL:

I'noGanbHbiil MaTepran Ne:
JlokanbHbIil MaTepuan Ne:
Q6beM BBITTYCKa:

JlaTa NpoH3BOACTEA:

Monorpagus TecTHPOBAHHS:

CTpaHa HA3HAYCHHA:

L

JIaTa OKOHYAHHS CPOKA FOAHOCTH:

CAHJIMMMYH HEOPAIJI PAC

100 MI'/MJI
HJI 42-11481-04 n3m. 1-6

104250
80409
1638.000 yn.
10-02-2020
31-01-2023

7004787_A_R 2

Poccniickan deaepauus

Cepusn Ne:

Iporokoa Ne

ADP745284

: 40000281845

TBOP JU14 TPUEMA BHYTPb

Crp. /4




Briaano:
@ JETH®APM TOHUHT CAC
26 PIO JIE JIA LIIATIEJIb
68330 FOHMHI
DPAHIIMS
JTuueH3Hs HA NPOH3BOACTBO Ni:
M15/363-GMPNe: 2019/HPF/FR/245

CepTudHKaT aHAIH3A

MMpoaykr: VR NEORAL (HEOPAT) SB 100MG/ML 50ML FC

B coorBercreuu ¢ H/L: HJ1 42-11481-04 u3m. 1-6

I'nobanbHblil MaTepuan Ne 880970 Cepus Ne H5284

JloxanpHBIi MaTepuag N 61184

JlaTa NpoH3BOACTBA 10-02-2020

JIaTa OKOHYAHHSA CPOKA FOIHOCTH 31-01-2023

HopmaTHBHARA A0KYMEHTAUMN: 1733276 + 3733276 _961/962.C  Anaaus Ne 40000280204
L.06 + PP_07004787_A R 2

CrpaHa Ha3HAYEHHUS: Poccuiickas @enepatins J

TecTnl TpeGosanusn Pe3yabTaThl

OnucaHue pacTBopa TMpozpayHas JKUIKOCTb CoOTBETCTBYET

LigeT pacTBOpa OT JKEJITOro JI0 CBETIIO-KENTOTO WIH OT CoOTBETCTBYET

KOquHeBaTO-H{eﬂTDFO 0 CBETIIO-
KOpMHHeBaTO“')KeHTOFO LBETA.
CgoiicTa B BOJIE WenpiTyeMblil pacTBop crierka CooTBETCTBYET
omanecuMpytomuii, 6e3 ocaaxa

HzBnexaeMbiii 00beM CooTseTcTBYyeT AeficTRylowEd DapM. CIIA  CooTBeTCTBYET
(PP_7004787_A_R_2)

3anax CrieunpHUuecKHi 3anax Macna w/unm >raHona  COOTBETCTBYET
VY nensHas niIoTHOCTh 0,990 — 1,000 0,995
Pazmep Karuiu <50 HM 29 um
MHaeKe npenoMineHus 1,455 - 1,465 1,460
MaenTtndyKaya NporHIeH rIHKOIA COOTBETCTBYET CTAHAAPTHOH XpOMATOrpamMme CoOTBETCTBYET

METOZIOM ra3oBoii XpomaTorpapuu

MnenTudukauns 5TaHoNa METOOM ra3oBoit COOTBETCTBYET CTAHIAPTHOM XpOMATOrpaMme CoOTBETCTBYET
xpomaTtorpadmu

KonuuecTBeHHOE onpejie/icHHe nponuicH 80,0 - 120,0 % 99.4%
FIMKONA METOOM Ta30B0ii Xpomatorpadun

KonuuecTBeHHOE OIpeiesieHHE 3TaHoa
MeTOOM ra30Boii xpomarorpapuu (Limites
d'Alertes : 86.7 — 113.3%) 80,0 - 120,0 % 93.7% J
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Beipano:

JIENTLPAPM FOHUHT C.A.C.

26 PIO [IE JIA LLATIEJIb

68330 OHUHT

GPAHLIMA

JIuleH3us Ha NPOM3BOJCTBO Ne;
M15/363-GMPNe: 2019/HPF/FR/245

Ceprudukar aHATH3A

MpoaykT:

B coorBercreun ¢ HJ:

TnofajbHbli MaTepuan Ne
JlokasbHbiii maTepuaa Ne

JlaTa NpoH3BOACTBA

JlaTa OKOHUAHMS CPOKA FOIHOCTH
HopmaTHBHAS AOKYMEHTALIMA:

CrpaHa HA3HAYEHHH!

VR NEORAL (HEOPAIJT) SB 100MG/ML S0ML FC

HJ142-11481-04 u3m. 1-6

880970
61184

10-02-2020
31-01-2023

Cepun Ne H5284

3733276 + 3733276 _961/962.C  Anamns Ne 40000280204

L.06 + PP_07004787_A R 2

Poccuiickas Menepauns

Tecrsl TpebGosaHust PesyabTaThl
HaenTrdHKalmsa HKIOCTIOPHHA METOLOM CooTBETCTBYET CTAHIAPTHORM COOTBETCTBYET
BOXKX Xpomarorpamme

KonuuecTBeHHOE onpeeeHne 95,0 - 105,0 % 100.8%
uukaocnopuna merogom BOXKX

TponykTs! aerpanauni 005-95 meTonom Makc. 0,2 % <0,2%
B2XKX

ITpoayKTH pacnaja UHKNOCTopHHa H Makc. 0,3 % <0,2%
meToaom BKX

[TpoayKThl pacnazna H3OUWKIOCTIOpHHA A Make. 0,7 % <0,2%
metogoM BIKX

[TpomyKTsl pacnajia H3OUHKIIOCTIOpHHA H Make. 0,2 % <0,2%
meTonom BDIKX (PP_7004787_A R_2)

Jlpyrue MpHMeCH HHAHBHIYANbHO Make. 0,5 % 0,2%
Jpyrue npUMecH B CyMME METONOM B2XKX Make. 1,0% 0,2%
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Beigano:

JEEJIb®APM FOHUHI C.A.C.

26 P10 JIE JIA LLIATIEJTb

68330 FOHWHI

OPAHLIMA

JluueHsus HA NPOH3BOACTBO Ne:
M15/363-GMPNe: 2019/HPF/FR/245

CepTuduKaT aHATH3A

Mpoayxr:

B cootsercrBuud ¢ H/I:

Imo6anbHeIil MaTepuaa Ne
Jlokanbublii MaTepnan Ne

JaTa NpoH3BOACTBA
JlaTa OKOHYAHHSA CPOKA FOAHOCTH

HopmaTHBHASI JOKYMEHTAIIHS:

CTpaHa HAa3HAYEHHSA!

VR NEORAL (HEOPAJ) SB 100MG/ML SOML FC

HJ1 42-11481-04 uzm. 1-6

880970 Cepun Ne H5284
61184

10-02-2020
31-01-2023

3733276 + 3733276_961/962.C  Amanus Ne 40000280204
L.06 + PP_07004787_A R 2

Poccuiickas ®enepauns

3aK/Jl04YeHHue

cooteeTcTRylOIMMH GMP,

CepHsl COOTBETCTBYET (papmakoneiiHoH cTaTbe HCMBITAHHA. HacTosluM NoaTBepkKaaeTeA, UTO BbIIIEH3I0KEHHAA
uHpoOpMaLHA  ABIAETCA OCTOBEpPHOW M TOWHOH, 3aMMcH aHanusa GbITM  TIPOCMOTPEHBI W TPU3HAHBI

V0/IHOMOUEHHOE JTHLIO NMPeICTABUTeNH: S. SAMINATHEN
JlaTa v Bpems: 26-05-2020
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