FAMAR

Ceprudukar coorsercrBus

05502734 HEYJIEIITHJI 10 MI 50 KAIC, (PV)
Jluuensna nporssoauTend Ne: IT NO14803/01//
Ccsinka na nomep PV, sapeructpuposarsoro s Pd:

Kon Marepnana 3akazuixa: 716436

Cepus: 292220A
Hara npoussoucrea: 26.05.2023

TINO14803/01

Bhimymennoe konnaectro: 57,786 Bl
Jara oxonyanun cpoxa rogHocTn: (14,2026

Henoabzopannsie cepis dapmaneBTiecKoii cyferanumuu

Kon Ormucanne Ne cepnu Ne cepuM nocTaBIHKA |
10501468 IPOIEPHLIMABHHA OCHOBAHHE(KAITYPA) 2300575 228N013
GMID 670184 -T |
Haumenosaune nponzeonnrens dapmauesTHIeckoi
cybeTaHnuy
Kauypa Kemnran Ko., JItn, Sagami Plant
4-15-19, Hibarigoaka, Zama Kanagawa 252-0003, Japan
PE3YJIbTATHI AHAJIN3A
NMOKA3ATEJH HOPMUEI IIPH BEINYCKE PE3YJIBTATHI |
Henpospaunsie Teepiipie
OIMCAHHE KeaTHHOBBIC KAIICYAE], Cootserctayer
COCTOALLME M3 KOPIIyca H
Kpbllieyky Genoro meeTa, YepHbIM
[BETOM HamedaTtaHo «PERI 10
mgy», COREPMKAT MEATHL NOpOIIoK
MNOJMMHHOCTE MPONTEPHIINASHHA Makc,231-267 um/ Mun. 247 um Cootsercrryer
OCHOBAHUA (V&)
TNOATHMHHOCTE IIPOTIEPUITHAZHHA AHANOTHYHO CTARAAPTY CooTseTcTEYET
OCHOBAHILI (B3XK)
CPEOHSASA MACCA 145.0—155.0 mr 150,6 mr
OJHOPOIHOCTE 11O MACCE 0-2 0
+/- 10%
OJHOPOOHOCTE IO MACCE 0-0 0
+/- 20%
BPEMS PACITALAEMOCTH <15,0 MunyT 5 MuH
PACTBOPEHHE (45 MITH) >80% 102 %
POJICTBEHHEBIE [TPHMECH
ITPHUMECE (A) <0,2% 0,0 %
ITPHUMECLE RP18688 <0,2% 0,0 %
JPVTAsI HEM3BECTHA S [IPUMECDH <0,2% CooTsercTByET
CYMMA ITPUMECEH <0,5% 0,0 %
KOJHYECTBEHHOE OITPEJEJIEHHUE 9,50-10,50 mr 10,19 Mr
(BOXX)
OOHOPOOHOCTD JO3NPOBAHUA Cp.<15 CooTteercTBYET
MHUKPOBHOJIOIMYECKA S UHCTOTA
Of11ee KOAHYECTRBO a3pOOHBIX <10 KOE/r - <100
MEKpooprann3mos {TAMC)
O0l1lee KOMHYECTRO APOMHKEBEIX H
nneckersix rpuGos (TYMC) <1(? KOE/r <100
E.coli OrcytcTare/r OrcyrcTByeT

Ortknorenua: HET [X] ITA [ ] B cayuae 3HAYHTENbHBIX OTKIOHEHNIH (XOTOPEIE MOTYT HMETH BIHMAHHE HAa KAYECTBO

MPOAYKTa).
Onucanve coORITHA:
COIT:

«Carogu Paccusm
Sanofi Russia AD
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FAMAR

CepTuukat cooTBETCTBHS

05502734 HEVJIEIITHJL 10 MI" 50 KAIIC. (PY)

Kon marepnana sakasuuxa: 716436 Jluuensua npoussonurens Ne; [1 NO14803/01//
Ccpinka na nomep PV, saperucrpuposansoro B Pd;
TINO14803/01
Cepus: 292220A Brinymeunoe xonnyecrso: 57.786 EJI,
Jara npouzeogcrea: 26.05.2023 Jlara oxonuauus cpoka roguoecty: 04.2026

Henonp3oBanueie cepun dapmaneBTHICKOd cyfeTammas

Kon Onncanne Ne cepuu Ne cepun nocrasiuka
10501468 HPOITEPHIHA3SHHA OCHOBAHHUE(KALYPA) 2300575 228N013
GMID 670184 -T |
Hanmenopanne npon3poanres GpapMauesTHIECKOMH
cybeTannny
Kanypa Kemnxan Ko., Jirn. Sagami Plant
4-15-19, Hibarigoaka, Zama Kanagawa 252-0003, Japan

CepripHxanHoHHOe 3a5BIIEHHE:

Hacrosuus s noaTsep/1aio, 4To BEILICYKA3AHHAA MHOOPMANHS TOYHAA M BepHad. JlaHHas cepHs NPOAYKTa
Gbin1a ipou3BeAena ¥ NPOTECTHPOBAHA 110 BCEM TIOKA3ATENSM Ka4ecTha, BKITIOUas YNIaKoBKY W KOHTPOMb |
K3ucCTRA B NONHOM COOTBETCIBHM € Tpebopanuamu GMP MecTHOro peryIaTopHoro oprata i TpeboBanHIMu
Hopmarusroii nokymeaTauus (kak gacTi PerdCTpaudoHHOrO K0CkE), B HACTOALIHI MOMEIT |
3aperacTpuposanrnoro B Poccuiickoit @exepauyy 110 mepeyncIeHHEIM NOKa3aTeIAM KAYECTEA B
PerucTpanuoHHOM YJIOCTOBCPCHIH HMIOPTHPYIOLIEH cTpansl. [IpOM3BOACTBO, YIIAKOBKA | 3AMUCH
TECTHPOBAHKI RAHHO# CEPHH H3YYEHb! H MPU3HANLI cooTBeTCTBYIOMUMU GMP. Takke JaHRaA cepu
oTBevaer TpeGOBAHUAM NOKa3aTERAM «YTiakoBKa» B «Mapkuposkay cnetmbukamuu HopmarusHoii
JOKYMEHTANMK, B HACTOALLMH MOMEHT 3aperucTpHpoBanHoii b Poccriickoit Mexepaunn.

¥Ynakoska u MapkupoBKa (B cooTBeTcTBUH ¢ HopMaTHBHO nokyMenTanueit)
Kon Matepuan
11505935-00  Kapron
11503080-01  AmomuHnit
11503079-03  Bruageim (HMTI)

Brimymeno: CARLOS DEL RIO
fwma/ Tloanuee: /moanncs/
(YnonuoMoueHHOE TULO) 21 HIOH 2023

whamap XKC, C.A.Y.» — Apengna Jleranec 62-28923-Anopron-Manpua-Henanna www.{amar-group.com 2/2
Jhitnensna Ha nponssoacTeo 6481 E/GMP cepmduxat ES/083HVI21




FAMAR

| Certificate of Conformity

05502734 NEULEPTIL 10 MG 50 CAPS. (RU) AGREGACION

Customer material code: 716436 Manufacturing Auth. N°: P NO14803/01//

Reference number to MA registered in Russia: TN014803/01

Batch: 292220A
Date of manufacture: 26.05.2023

API Batches used

Quantity released: 57.786 Un
Expiry Date: 04.2026

Code Description Batch Nr. Supplier Batch Nr.
10501468 PROPERICIAZINE (KATSURA) 2300575 225N013
GMID 670184 T
APl name manufacturer
KATSURA CHEMICAL CO., LTD. Sagami Plant
4-15-18, Hibarigaoka, Zama, Kanagawa, 252-0003, JAPAN |
[
ANALYTICAL RESULTS a
TEST RELEASE RESULTS
SPECIFICATIONS l
APPEARANCE Opaque hard gelatin capsules No 4 consisting Conforms ‘
on white body and white cap. Contents of cap.:
yellow powder. PER] 10 mg» printed on capsule
body and cap.
BASE PROPERICIAZINE IDENT. (UV) Max, 231-267 nm /Min. 247nm Conforms
BASE PROPERICIAZINE IDENT. (HPLC) Sirnilar to standard Conforms
AVERAGE MASS 145.0-155.0 mg 150,6 mg
MASS UNIFORMITY +/- 10% 0-2 0
MASS UNIFORMITY +/- 20% 0-0 0
DISINTEGRATION TIME $15 min 5 min
DISSOLUTION TEST {45 min) z80% 102 % .
RELATED SUBSTANCES
- IMPURITY A__ <0.2% 0.0% e
IMPURITY RP18688 <0.2% 0.0%
*“*”_'——'_J?\'N‘ff'dﬁﬁﬁﬁwmrﬂ?‘dﬁiﬂ =h2% Conions
TOTAL_IMPURITIES <0.5% 3 «Canoti Poccuse 0.0%
ASSAY [HPLC) 9.50-10.50 mg Sanofl Russin A5 10.15 mg
UNIFORMITY OF DOSAGE UNITS Av< 15 : Complies
MICROBIQLOGICAL QUALITY
Total aerobic microbial count (TAMC) s103 CFU/g <100
Total yeast and mould count {TYMC) £10? CFU/g <100
- E.coli Absence/g Absence

Deviations: NO [X] YES [ ] If significant deviations (which may have an impact on the quality of product).

Description of the event:

SOP:
This praduct has been analyzed by GMP_QAM_00643-00957-00973-01254

Famar HCS, $.A.U.- Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com

Manufacturing License 6481E/ GMP Cerlificate Number ES/Q83HVI/21




FAMAR

Certificate of Conformity

05502734 NEULEPTIL 10 MG 50 CAPS. (RU) AGREGACION

Customer material code: 716436 Manufacturing Auth. N°: P NO14803/01
Reference number to MA registered in Russia: MN014803/01

Batch: 292220A Quantity released: 57.786 Un

Date of manufacture; 26.05.2023 Expiry Date; 04.2026

AP] Batches used

Code Description Batch Nr., Supplier Batch Nr,
10501468 PROPERICIAZINE (KATSURA) 2300575 228N013

GMID 670184 -T

APl name manufacturer
KATSURA CHEMICAL CO., LTD. Sagami Plant l
4-15-19, Hibarigaocka, Zama, Kanagawa, 252-0003, JAPAN

Certification statement:

fabricated/manufactured and tested for all quality lests, including packaging and quality control in full compliance
with the GMP requirements of the local Regulatory Authorily and the. requirements of the Normative Document
(as apart of Regulatory dossier) currently registered in the Russlan Federation on the listed quality parameters in
the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliahce with GMP. The batch also meets the requirements of Seclions Packaging

{ hereby certify that the above information is authentic and accurate. This batch of product has been ‘
. . ) . !
and Labelling of the Normative Document specification currently registered in Russian Federation. !

Packaging and labelling (in accordance with the Normative Document)

Code Material

41505935-00 Carton

11503080-01 Aluminum [
11503079-03 Leaflet :

CORLoS ol O
{Qualified person)

Signature;

Released by:

2lFvhzopn,

Famar HCS. 8.A.U.- Avenida Leganés 62-28923-Alcorcon-Madrid-Spaim www famar-group.com
Manufacturing. License 6431E /GMP Cerlificale Number ES/083HVI21




«CBefieHna 0 BBOAE B rpaxaaHCKUin o8opoT B Poccnitckoi degepauvn NekapcTBEHHBIX CpeAcTB Mo COCTOAHMIO Ha 04.11.2023

16:55»
W
" Tporssomsime m Oprammanns, Hosmep, nara
Ta pHecennd 8 AH s = .
HHP' i ¢ Toprosoe nanvenosanue (BIABYCKAK R Crpana Coamemny & CTimmay Hopyatuanas q0KyMenTamss BLINYCTHRULAS B Hiasep cepoms Papeirenns
BUSAPA BHIULM P NPOHIBOACTRA 2 HAPTHH
KOHTPOAL) rpaxsanckui obopor na HII
Heyaenrua®; xancyam 10 sr 10 amap Xese Kea Cepmce: Dustio Xisskc K Cominie T NO14803/01-220715; Ham. Nel x TT NO14803/01-220715; Man. No2
26.07.2023 arr.. Gamcreps (3), nauxn My e | Mo Nk AV Mg K 1 NO 14803 1-220715: M, Nod x 1T NOI4SOM01-220715; Hos. AO "Camodu Poceus” 2922204
KApTOHHHE ~ e Haapua LA Henakua Ned x [T NOT4803/01-220715
Hey serrmua®; kancyam 10 wr 10 ik X K Coomices Danap Xeac Kea € . [T NOTARO3A -220715; Hoae Ne | & T1 NOT4S03/01-220715: Hom, Ne2
20.07.2023 wr, BAMCTEph  5), mavKs A A e epaaicr Herasma AN LS Sen L epace) & 11 ND 14800 1-220715: M. Ned & T NOI4SO201-220715; Ham AO "Canodm Pocous™ 292220A

KapTonmse/ ~

Magpua C ALY

Magpan CAY ., Henanws

Ned x TINOI480341-220715




