sanofi

Homep cepunu

GMID

JlaTa npoM3BoACTBa

Cpox rogHocTn

JlaTa npoBe/iecHUs aHAJIM3a

Paszmep naptun

OTrpy:KeHHbIi 00beM

YciaoBusi XpaneHust

Cpox rogHocTn

Homep PY

Homep HOpMATHBHOM JOKYMeHTALlHH
Hassanune A®C/ Anpec npousBoauTes

Haumenopanue INocrapmuka A®C

JIETTAKHH 8.65T/150 MJI CHPOII (PYC)
CEPTH®UKAT AHAJIN3A

GLB00143

779963

13.01.2026

12.2027

30.01.2026

5000 JI

29 150 YIIAK

IIpu Temneparype He Bbime 25°C
2 roga

JITT-N2(003413)-(PI'-RU)
JITT-Ne(003413)-(PI'-RU)-171024

Basnbnpoesas kuciora/Canodu Bunrpon Uunyctpu (panee Canodu [Inmu) ChemPole 64,

Av du Lac 64150 Mourenx — France
Sanofi Chimie

Cepus AOH FMUF035
TTapamerp Crnennpuxanus PesyabTar CooTBeTcTBHE
Onucanne (OpraHoJIeNTHYECKH) Ipo3paunas cuponoodpaszHas KUIKOCTb cBeTI0-3kenToro |IIpo3paunas cupornoobpasHas KHUIKOCTb CBETIO- CooTBeTcTBYET
1[BETa C XapaKTEPHBIM 3aIlaXOM JKEJITOTO IIBETA C XapaKTEPHbIM 3aMaxoM
Hoxmuunocts Hatpus Baabnpoar (BOXKX) Bpewms ynep:kuBaHUsS 0OJHOTO U3 OCHOBHBIX ITHKOB Ha TlonoxurtensHO CootBeTcTByeT
(BIKX) XpOMaTOrpaMMme HCIBITYEMOI0 PacTBOpa JOKHO
COOTBETCTBOBATH BPEMEHH Y/ICPKUBAHUS TTHKA
BaJIbIIPOATa HATPUs HA XPOMATOrpaMMe CTaHIapTHOTO
pacTBopa
Moamuunocts Hatpus Baasnpoar (MK) HK-cnektp ucnbityeMoro odpasia J0KeH TonoxurensHo CootBeTcTByeT
cooTBetcTBOBaTh MK-CcriekTpy cTaHgapTHOTO 0Opasua
BaJIbIIPOCBOH KUCIIOTHI
Mopmunocts Merua Ilaparuapoxcudensoar BpeMst yaep:KuBaHHUs OJHOTO M3 OCHOBHBIX ITHKOB Ha TonoxurensHO CooTBeTcTBYeT
(BIKX) XpOMaTorpaMme HCIBITYEMOI0 PacTBOpa JOKHO
COOTBETCTBOBATH BPEMEHH Y/ICPKUBAHUS TTHKA
METHIIAparuIpOKCHOEH30aTa Ha XpOMaTorpaMMe
CTaHZApPTHOTO PacTBOPA
Mopmuunocts Mponua Maparuapoxcndensoar Bpemst ynepKuBaHus 0JTHOIO M3 OCHOBHBIX ITHKOB Ha TonoxurensHo CootsercTBYET
(BIKX) XpOMaTorpaMMe HCIBITYEMOT0 PacTBOPA JOIKHO
COOTBETCTBOBATH BPEMEHH Y/ICPKUBAHUs TTHKA
MPOMIIIAparuAPOKCUOEeH30aTa Ha XPOMAaTOrpaMMe
CTaH/IapTHOT'O PacTBOpa
pH 7.0-8.0 7.4 CootBeTcTByeT
H3Biexaemblii 00bemM Cpennnii 06bem 10 ymakoBok > 100 % 100 CooTBeTcTBYeT
Hu oqun < 95% 0T 3aBIEHHOIO KOJIHYECTBA 100
OTHOCUTENILHAS IVIOTHOCTH 1.290 - 1.310 1.295 CootBeTcTByeT
Poacreennsie npumecu (7KX) He 6onee 0.15% <0.05
CooTBeTcTByeT
4-renTaMuH
Mukpoduoaornyeckas yucrora (Esp. ®apm nian CooTBeTcTByeT
e pd)
TAMC He 6onee 10? KOE/mn *
TYMC He 6onee 10' KOE/mn
E.Coli OtcyterBue/1 M
KoanuecrBenHoe onpenenenue Harpus 5.47 - 6.05 r/100ma 5.69
CootBeTcTByeT
Baabnpoara (B97KX)
KosnmuecTBeHHOe onpeaeenne MeTui 60 — 110 mr/100mn 97
CootBeTcTByeT
IMaparuapoxcudensoar (BI7KX)
KoamuecrBenHoe onpeaeaenue Ipomui 16 — 22 mr/100 mn 20
CootBercTByeT
IMaparuapokcudensoar (BIXKX)
‘YnakoBka ITo 150 mu1 BO hi1aKOH TEMHOTO CTEKJIa ¢ TTo 150 M1 BO hi1aKOH TEMHOTO CTEKIa ¢ CootBercTByeT
HABHHYMBAIOLIEHCS KPHIIIKOH ¢ KOHTPOJIEM MEPBOTO HABHHYHMBAIOLIEHCS KPBIIIKOH ¢ KOHTPOJIEM IIEPBOrO
BCKPBITHSL. BCKPBITHSL.
ITo 1 dnakoHy BMECTE C JJO3UPOBOYHBIM IIIPULIEM H TTo 1 pnakoHy BMecTe C 103UPOBOYHBIM INIPULIEM H
JIMCTKOM-BKJIA/IBIIIEM B KAPTOHHYTO MAtKy JIHCTKOM-BKJIA/IBIIIEM B KAPTOHHYIO MAuKy
MapkupoBka Cw pazzen 1.3.2 Mopayns 1 PeructpanitioHHOro 10che. B cootBercTBuM ¢ paszgenom 1.3.2 moayas 1 CootBercTByeT

PEruCTpaiuOHHOTO JOCHE

ToxaTeepxnaercs, uro gauHas cepust (AEITAKWH 8.65I'/150 MJI CUPOII) cootBetcTByeT TpeboBanusam HopmaTtneHoi JlokymMeHTanuu (Kak 9acTé PerucTpainoHHOTO 10Cke), 3aperHCTPUPOBAHHOM
B HacTosIee BpeMs B Poccuiickoit desiepaliyy Mo IepednciIeHHbIM 0Ka3aTeIIM KauecTBa.

HacTosimum moarBepkaaeTcs, 4T0 Cepusi COOTBETCTBYET TpeOOBaHUAM pa3enoB YnakoBka u Mapkuposka HopmartusHoit JJokyMeHTanuy, 3aperys
e

HaCTOsAIICC BPEMS.

JlaTa BbIycKa 30.01.2026
Monmucey/[lata 02.02.2026
HMms neyaTHbIMH OyKBaMH:
JI0JIZKHOCTD

YnoaHoMoueHHOE JIIo
/moznuce/ 02.02.2026

Melek Isik

®opmat Ne: QU-FOR-0044979-V2.0/QU-SOP-0056855

Jara: 17.01.2024

Cano¢u Mnau Canaiin Be Tumkaper A.ILL

TonosHoii oduc: Esentepe Mah.Buyukdere Cad. 193 Apt.No. 193/14 Sisli. ISTANBUL Teun.: +90 (212) 339 39 00 ®axkc: ';*::\;4
3apom: Kucukkaristiran Mahallesi Merkez Sokak No. 223/A, Buyukkaristiran — 39780 Luleburgaz — Kirklareli — Turkey Teu.: +90 (288}~
Topro.blii perucTpanuoHHbli Homep: 511325

Akin Kiligvuran
CHeL[]/IaIII/ICT TI0 KOHTPOJIIO Ka4ec:
/moznucs/ 02.02.2026

noBaHHOI1 B Poccuiickoit ®enepanun B
Lz

CrpaHuua Ne: 113 1


I0398200
АО


sanofi

Batch Number

GMID

Manufacturing Date

Expiry Date

Analysis Date

Batch Size

Shipped Quantity

Storage Condition

Shelf-life

Market Authorization Number

ND-number

API Name/Address of manufacturing site

DEPAKINE 8.65G/150 ML SYRUP (RU)
CERTIFICATE OF ANALYSIS
GLB00143

779963
13.01.2026
12.2027
30.01.2026

5000 L
29150 PAC

At a temperature not exceeding 25 °C.
2 years

JITT-Ne(003413)-(PT-RU)
JII-Ne(003413)-(PT-RU)-171024

Valproic Acid/Sanofi Winthrop Industrie (Formerly Sanofi Chimie) Chem'Pole
64, Av du Lac 64150 Mourenx - France

API Supplier Name Sanoft Chimie
API Lot No FMUFO035
Analysis Specification Results Conforms
Description (Organolectic) Clear syrupy liquid light-yellow liquid with characteristic odor t-l:::\sti:s}:?cl;thf light-yellow liquid with Conforms
Retention time of one of the major peaks in chromatogram of test solution Positive
Identity Sodium Valproate (HPLC) should correspond to retention time of valproate sodium peak in chromatogram s Conforms
of reference solution.
th Positi
Identity Sodium Valproate (IR} R spectrulm Of. € test sample must correspond to that of ositive Conforms
the valproic acid reference standard.
Retention time of one of the major peaks in chromatogram of test solution
Identity Methyl Parahydroxybenzoate (HIPLC) |should correspond to retention time of methyl parahydroxybenzoate peak in Positive Conforms
chromatogram of reference solution.
Retention time of one of the major peaks in chromatogram of test solution
Identity Propyl Parahydroxybenzoate (HPLC) |should correspond to retention time of propyl parahydroxyibenzoate peak in Positive Conforms
chromatogram of reference solution.
pH 70-8.0 7.4 Conforms
Mean Content volume of 10 packages 2 100% 100 .
Extractable Vol “onforms
Hractable Yolume None <95 % of the label claim 100 Copims
Relative Density 1.290-1.310 1.295 Conforms
Related Substances (GC) Not more than 0.15 % =(.05 Conforms
4-heptanone
Microbiological purity (Ph.Eur. Or PhRU)*
TAMC Not more than 10> CFU/mL
TYMC Notmore than 10" CFU/mL * Conforms
E.Coli Absecet/1 mL
Assay Sodium Valproate (HPLC) 5.47 - 6.05 g/100ml 5.69 Conforms
Assay Methyl Parahydroxybenzoate (HPLC) |90 - 110 mg/100ml 97 Conforms
Assay Propyl Parahydroxybenzoate (HPLC) |18 - 22 mg/100ml 20 Conforms
150 ml in a dark glass vial with a tamper praof
Packaving 150 ml in a dark glass vial with a tamper proof screw cap. screw cap. Conforms
ging 1 vial with dosing syringe and patient information leaflet in a carton. 1 vial with dosing syringe and patient information |
leaflet in a carton.
. Sl . i tion 1.3.2 of X
Labelling See Section 1.3.2 of Module 1 of the Application Dossier. In accord.anc.e it Section eEMGAuiSHlat Conforms
the Application Dossier.
*The quality control of Microbiology is carried out at release periodically: once per year. The Microbiological quality parameter may he absent in the manufacturer’s Certificate of Analysis and is controlled on the

territory of Russia Federation in the cases prescribed by local legislation.

It is confirms that current batch of (DEPAKINE 8.65G/150 ML SYRUP) meets the requirements of the Normative Document (as a part of Regulatory dossier) currently registered in Russian Federation on the listed

quality parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative Document currently registered in Russian Federation.

Release Date :30.01.2026
Signature/Date :02.02.2026

©2,.02-102 ¢

Printed Name Melek Ik Akin Kiligvuran
/,
Title Qualified Pers: /l/. Specialist of QC (C Li
Format No : QU-FOR-0044979-V2.0/QU-SOP-0056855 2.0 2-b Ub 1/1
Tarik :17.01.2024

Merkaz Ofis: Esentepe Mah.

Fabsika: Kiigikkanstiran Mahalles) Merkez Sokak Mo: 2234 Biyikkanstiran — 35780 Lileburgas — Kirklarali — Tirkiye Tel :

227 14 55-58

=
©2.0,10U6

Beril Karaéz Mazlum

Specialist of QC {C li

SANOF] ILAC SANAYIVE TICARET A5

Hoylkders Cad. 183 Apt Blok No:193 I Kags Mo 18 Sigh - ISTANBUL Tel‘.: +B0 (Z12) 230 30 V0 Faks: +00 £292) 339 11 09

Tic. Sic. Mo 811325

+B0 {288) 427 10 Q0 Faks: +B0 (283}
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«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

PEAEFAABHAR CAYAEBA TI0 HAAZOPY npenapaTa, Mo COCTOAHMIO Ha 31.03.2026 13:12»

B COEPE 3APABOOXFPAHEHMA

IIncema
JlaTa BHeceHHsI B IIpousBoguTeNb Opranusaups, Homep Howmep, nara 00
. BbIITyCTHBINAS B H3bSITHH
AHC Toprosoe HanmMeHOBaHHE (BBIITy CKAIOIHH Crpana CBefieHHsI 0 CTaIHSIX IIPOH3BOJICTBA HopmaTHBHas JOKyMeHTaIHs T paKIaHCKHH CepHH, pa3pelneHss Ha JIC
Poc3gpaBHanzopa KOHTPOJIb) oBopoT NapTHH HIII (Homep,
aara)
Canocu Mnau Canaiin Be Tumxaper A.IIL, Typuus
Henaxua®; cupon 57.64 mr/v 1 (YnaxoBmuK/acoBmUK (BTOPHUYHAS/ TPETUYHAS YIIAKOBKA));
02.03.2026 mrt. (150 M), dhnaxowns! (1), Canocu Unau Canaiin Typuus Canocu Mnau Canaiin Be Tumxaper A.IIL, Typuus JITI-Ne(003413)-(PT-RU)-171024 AO "Canodu Poccns” GLB00143 _
MIaYKY KapTOHHbIE/ B KOMILIEKTE Be Tumxaper A.IIIL (YnaxoBmuK/¢acoBmuK (B epBUYHYI0 YaKkoBKY)); Canocdu Hiau
CO MIPHULEM JO3UPOBOYHBIM Canaitn Be Tumxaper AL, Typuus (IIpousBogurens (roToBOM
Ji®))




	779963-GLB00143
	GLB00143

