CEPTUD®UKAT CEPUHA

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhaz,Lévai u.5.,Hungary)

Tenedon: +36 28 585 600/Paxc: +36 28 585 939

SANOFI

Y

GMID kon: 807526 Kon ToBapa: VER_807526
Mpoaykr JIMBEKCHUH® 100 mr Ta6Jerku 20x
CrpaHa-uMIopTep: Poccus
Howmep cepuu: FV005 Howmep cepuu FV005
3aKa3uuKa:
JlaTa npousBoacTBa: 01-®EB-2022 Jara ucreuenus cpoka  SAHB-2027
Jlo3upoBka: CM. KOJIMYCCTBEHHOE TOJTHOCTH:
onpe/ieIIeHre Ko:-Bo BeITTyIIIEHO 88504
JlexapcTBenHnast opma:  TabIETKH (YrakoBOK):
Tun yrnakoBKH: KOHTYpHas STYeHKOBast Howmep cepun ADU: EV01350
ymakoBka [1BX -
AJIIOMUHUN
YcaoBust XpaHeHUs ITpu Temmeparype He Bbime + 25 ° C.
Iloka3zatenu Hopmbi Pe3yabTaThl
XAPAKTEPUCTUKHA
— Ornucanue [Tockue TabIeTKH MOYTH OEIIOTo [BETa CootBercTBYyeET
¢ dackoii ¢ aByx ctopoH. Ha onmHOM
cropone rpasupoBka «LIBEXIN», na
JPYTO#l CTOPOHE PUCKA, ACIIast
TaOJCTKy Ha YEeThIPE YACTU
— Cpennss macca 160 mr + 7,5% (EBp. ®apm.) 159 mr
— OTKJIOHEHHUE OT CPENHEN MaCChI Jist 20 TabIeTOK AOIMYCTHM pa3dopoc CooTBeTCTBYET
cpenrei maccel = 7,5%, pa3dopoc
cpenHer Macchl £ 15 % mgomycTuM aiist He
Oouiee ByX TaOJIETOK.
— TIpouHOCTb Ha UCTHUpaHKE < 1% (EBp. ®apm.) <1%
MNOJJIUHHOCTD
(ITpeHokcaMa3uHA TUAPOXIIOPHUT)
— KauecrBeHnas peaxuus Benblii ocaok 00pasyercs ¢ pacTBOpOM CooTBeTCTBYET
MOJIHOIeHaTa aMMOHMSI, OCIIbIi
XJIOTIbEBUIHBIH 0CaJIOK 00pa3yercs ¢
pacTBOpOM HUTpara cepedpa
—  Y®-cnexrpodoromerpust YO crexTp NOrIOUEHHs UCIBITYEMOTrO CooTBeTcTBYET
pacTBOpa JODKSH UMETh MAKCUMYM TIPU
(259 £2) am
KOJMYECTBEHHOE
ONPEAEJEHHUE (METOAOM
CBIXKX)
— (IlpeHokcauazuHa THAPOXIOPHI) 100,0 mr + 5% (95,0-105,0 mr) 98,4 mr
POACTBEHHBIE IPUMECH
(CBIKX)
—  5-BHHWII-OKCAJUa30J1 <0,5% <0,1%
— Enunnunas npumechb <0,20% 0,00%
— CymmMa npumeceit <1,0% 0,0%
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GMID kon: 807526 Kon ToBapa: VER_807526
Mpoaykr JIMBEKCHUH® 100 mr Ta6Jerku 20x
CrpaHa-uMIopTep: Poccust
Howmep cepuu: FV005 Howmep cepuu FV005
3aKa3uuKa:
JlaTa npousBoacTBa: 01-®EB-2022 Jara ucreuenus cpoka  SAHB-2027
Jlo3upoBka: CM. KOJIMYCCTBEHHOE TOJTHOCTH:
onpe/ieIIeHre Ko:-Bo BeITTyIIIEHO 88504
JlexapcTBenHnast opma:  TabIETKH (YrakoBOK):
Tun ymakoBKu: KOHTYpHas STYeHKOBast Howmep cepun ADU: EV01350
ymakoBka [1BX -
AJIIOMUHUN
YcaoBust XpaHeHUs ITpu Temmeparype He Bbime + 25 ° C.
Iloxazarenn Hopmbi PesyabTaTsl
PACTBOPEHUE

(ITpenokcanazuHa TuAPOXIOPUI)

nocie 45 muH. (Q=65%, n=6)

— Yama 1 >70% 89 %
— UYamra 2 >70% 87 %
— UYamra 3 >70% 85 %
— Yama 4 >70% 87 %
— Yama 5 >70% 85 %
— Yama 6 >70% 88 %
— Cragus 2 Cpennee 3HaucHme 111 12 TabIeTOK H/IT

OCTaBJIsIeT He MeHee 65% B Teuenue 45
MUH., U OTCYTCTBYIOT TaOJICTKH, JJIs
KOTOPBIX JAHHOE 3HAYCHUE COCTABIISICT
menee 50%.

— Cragus 3 Cpennee s 24 TabieTok - He MeHee 65  H/IT
% B TeueHue 45 MuH., He Oosee 2
equHAIl - MeHee 50%, 1 OTCYTCTBYIOT
TAOJCTKH, TSI KOTOPBIX 3HAYCHHE -
menee 40%.

JonmonnureabHass HHpoOpManus

MUKPOBUOJIOTMYECKA S

UNCTOTA (EBp.®.)*

- 0011Iee KOIMYECTBO a3pOOHBIX <=100
Mukpoopranusmon, KOE/r

- o011ee KOJIMYEeCTBO APOAIKEBBIX U
iecHeBbIX rprbos, KOE/r <=10

-E.Coli ,Ir OtcyTteTByIoT

* JIOTIOJIHUTEJILHBIC TECTHI HE MMPOBOATCS B XOJIC PYTHHHOTO KOHTPOJIS M HE MPOBOIMIIKCH JJIS TAHHOHN CEpHH.
Jlanuble TecThl IpOBOAATCA i Kaxkaou 10-i cepuu, HO He MeHee | cepuu B ros.
Howmep onobpennoit H/I: IINO015126/01-291008, usmenenus 1-5

CpOK rOJHOCTH: 5 mer
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GMID kon: 807526 Kon ToBapa: VER_807526
Mpoaykr JIMBEKCHUH® 100 mr Ta6Jerku 20x
CrpaHa-uMIopTep: Poccust
Howmep cepuu: FV005 Howmep cepuu FV005
3aKa3uuKa:
JlaTa npousBoacTBa: 01-®EB-2022 Jara ucreuenus cpoka  SAHB-2027
JlozupoBka: CM. KOJIMYECTBEHHOE TOTHOCTH:
onpe/ieIIeHre Ko:-Bo BeITTyIIIEHO 88504
JlexapcTBenHnast opma:  TabIETKH (YrakoBOK):
Tun yrnakoBKH: KOHTYpHas STYeHKOBast Howmep cepun ADU: EV01350
ymakoBka [1BX -
AJIIOMUHUN
YcaoBust XpaHeHUs ITpu Temmeparype He Bbime + 25 ° C.
Iloxazarenn Hopmbi PesynbTatsl
A®DU, ucnoabp30BaHHAA 1151 IPOU3BOACTBA
Haszpanue npoussonutens AOU XunouH 3aBoj ®apmaneBrTuueckux U Xumuueckux npoaykros 3A0, H-
-IIpeHokcara3uH rUAPOXIOPUL 1045 Budapest, To u. 1-5, Benrpus
YnakoBka u B coorBercTBHU ¢ H]]
MapKHPOBKA:
Ha Gnucrepe Ha pycckom
SI3BIKE YKA3BIBAIOT: TOProBOE HAa3BaHME IpeTapata ¢ npenynpeaureabHoii  CoOTBETCTBYET

MapKHpOBKO# ®, MEXTyHapOIHOE HEIIaTCHTOBAaHHOE
Ha3BaHWE, JO3UPOBKY, JIEKapCTBEHHYIO (opmy,
JIOTOTHN KOMIIaHUM (JIATHHCKMM IIPH(PTOM), HOMEp
cepuH, CpOK TOAHOCTH (roaeH [10). Bo3moxHO
HallMYle BHYTPEHHHMX LU(POBBIX HIM LITPUXOBBIX
IIPOM3BO/ICTBEHHBIX KOJJOB KOMIAHUH.

Ha xapTonHo#i nauke Ha TOProBO€ Ha3BaHUE IMperapaTa ¢ npeaynpeautenbHoli  COOTBETCTBYET
PYCCKOM SI3BIK MapKHPOBKOH ®, MEKIyHApOAHOE HETIATCHTOBAHHOE
YKa3bIBAIOT: Ha3BaHWE, [O3MPOBKY, JIEKAPCTBEHHYIO (opmy,

KOJIMYECTBO TabJETOK B YyIMakoBke, «Jlyisg mpuema
BHYTpPb», YCIIOBHS OTIyCKa U3 amTeK, YCJIOBHS
XpaHeHUs, «XpaHHUTh B HEJOCTYIHOM JUIS JETCH
Mecte», «llepen TPUMECHEHHEM  BHUMATEIBHO
MPOYHUTANTE HMHCTPYKIMIO», COCTAaB C YKa3aHUCM
HA3BaHUs U COJICPIKAHUS JACHCTBYIOMIETO BEIIECTBA U
MEPEYHEM BCIIOMOTATCIBHBIX BCIICCTB, HA3BaHUC
(UPMBI-IPOU3BOUTENS,  CTPaHy  MPOU3BOJICTBA,
JIOTOTHIT KOMITAHWU (JTATHHCKUM IIPUQPTOM), HOMEpP
cepu, JaTy MPOU3BOJCTBA, CPOK TOJHOCTH (TOJCH
0:), INTPUX-KOJ, HOMEp  PETUCTPAIMOHHOTO
YJIOCTOBEPEHUS, TEMATHIECKUN PUCYHOK.

Bo3MOXHO HaiM4yue BHYTPEHHUX LU(GPOBBIX HITH
MTPUXOBBIX MPOU3BOJCTBEHHBIX KOJOB KOMITAaHUH,
2D-kopna.

Bo3MoOxHO Halmuuyue  3aliUTHOH  HAKIEHKH C
JIOTOTUIIOM KOMIIAHMM Wad 0e3 Hero. Bo3MoXHO
HAJIMYHUE KOHTPOJISI IEPBOTO BCKPBITHSL.
JIOTIOTHUTETFHO MOXKET OBITh HAHECCHA HH(DOPMATHS
JUIS ~ MOHHTOPWHTA  JBHJKCHHUS  JIGKAPCTBEHHBIX
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3aKa3uuKa:
JlaTa npousBoacTBa: 01-®EB-2022 Jara ucreuenus cpoka  SAHB-2027
JlozupoBka: CM. KOJIMYECTBEHHOE TOTHOCTH:
onpe/ieIIeHre Ko:-Bo BeITTyIIIEHO 88504
JlexapcTBenHnast opma:  TabIETKH (YrakoBOK):
Tun ymakoBKu: KOHTYpHas STYeHKOBast Howmep cepun ADU: EV01350
ymakoBka [1BX -
AJIIOMUHUN
YcaoBust XpaHeHUs ITpu Temmeparype He Bbime + 25 ° C.
Iloxazarenn Hopmbi PesyabTaTsl
IpenapaTroB OT IPOU3BOJIUTENS OO0 KOHEYHOTO
HOTPEOUTEIIS.
YnakoBka: Ilo 20 Ttabmerok B Ommcrep w3 1iecHkH COOTBETCTBYET

MOJIMBUHIIXJIOPUIHOMN U (DOJIBTY ATFOMUHHEBOM.
I[To 1 Omuctepy BMecTe ¢ HMHCTPYKIUEH TIO
MPUMEHEHUIO B KAPTOHHYIO MaYKYy.

JlanHas cepust cOOTBETCTBYeT TpeboBaHMsIM HopmaTtuBHON JIOKyMeHTAIUK (4aCTH PETUCTPAIIMOHHOTO JTOCHE),
3apeructpupoBaHHoil B Poccuiickoii denepanuu B HACTOSIIEE BpEMS, M0 TIEPEUNCICHHBIM MTOKa3aTeIsIM
Ka4yecTBa.

Hacrosimum noATBepxaaeTcs, 4TO TEKyIIas CepUsi COOTBETCTBYET TPEOOBAHUSIM pPa3eiioB « Y IaKOBKA U
MapKUpPOBKa» B HOPMAaTUBHOM TOKyMEHTAllMY, B HACTOSIIIIMI MOMEHT 3aperuCTpupoBanHol B Poccuiickoit
depnepauuu.

JlanHasi cepusi MpOU3BEICHa B COOTBETCTBHHU C TPeOOBaHUAMU TeKyIed Haiexamniei mpon3BoICTBCHHOM
MPAKTUKKA U COOTBETCTBYET CHEIU(UKAILUSIM COOTBETCTBYIOIIETO PETHCTPAIHOHHOTO YI0CTOBEPCHUSI.
JlaHHBI cepTU(UKAT aHAJIN3a TOIMKUCAH AIEKTPOHHON TOIMKCHIO C UCIOIh30BAHUEM BaIIUPOBAHHOM
cucteMbl LIMS.

Pemenne YIOJTHOMOYECHHOI'0 JTUIIA

3akiouenne: OI[OB}’EHO
Jara: 5-MAM-2022 09:50
YnossHOMO4YeHHOE JIHIIO: dr.Beszteri Bojéna
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BATCH CERTIFICATE SANOF| g

Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 807526 Item code : VER 807526
Product name : LIBEXIN (R) 100 mg tablets 20X

R AHDETE ;
l._"|:-1 R J.rb

Import. country : Russia 5 ¥
Lot number : FVO005 Customer lot : FV005
Date of manufacture: 01-FEB-2022 Expiry date : JAN-2027
Strength : see at the assay
Dosage form : tablet Release gty (packs): 88504
Packaging type : PVC-ALU blisters Batch Number of API: EV01350
Storage condition : Store below +25°C
L
Tests Specifications Results
CHARACTERS
- Appearance Flat, round, off-white or white, tablets Complies
with bevel on both sides engraved
with "LIBEXIN" on one side and score
line dividing the tablet into four parts
on the other.
- Average tablet mass 160 mg +/- 7.5 % (Ph.Eur.) 159 mg
- Uniformity of mass Average mass +/- 7.5 % Complies
from 20 tablets a discrepancy of average
mass +/- 15 % is permitted at not more
than two tablets.
- Friability <=1 % (Ph.Eur.) <l %
IDENTIFICATION

(Prenoxdiazine HCI1)

- Qualitative reaction White precipitate is formed with Complies
ammonium molibdenate solution,
white flocculent precipitate is formed
with silver nitrate solution.

- UV UV absorption spectrum of test solution Complies

shows maxima at (259+/-2) nm.

ASSAY (UHPLC)
- Prenoxdiazine HC1 100.0 mg +/- 5% (95.0-105.0 mg) 98.4 mg

RELATED SUBSTANCES (UHPLC)

- 5-vinyl-oxadiazole <=0.5 % <0.1 %
- Any other impurity <=0.20 % 0.00 %
- Total impurities <=1.0 % 0.0 %
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 807526 Item code : VER 807526
Product name : LIBEXIN (R) 100 mg tablets 20X

Import. country : Russia

Lot number : FVO005 Customer lot : FV005

Date of manufacture: 01-FEB-2022 Expiry date : JAN-2027
Strength : see at the assay

Dosage form : tablet Release gty (packs): 88504
Packaging type : PVC-ALU blisters Batch Number of API: EV01350
Storage condition : Store below +25°C

L . . :
Tests Specifications Results
DISSOLUTION

Prenoxdiazine HC1l
after 45 min. (Q=65 %, n=6)

of declared content

- Bowl 1 >=70 % 89 %
- Bowl 2 >=70 % 87 %
- Bowl 3 >=70 % 85 %
- Bowl 4 >=70 % 87 %
- Bowl 5 >=70 % 85 %
- Bowl 6 >=70 % 88 %
- Stage 2 Average of 12 tabs is not less than 65 % NA

within 45 min., and no tab is less than

50%.

- Stage 3 Average of 24 tabs is not less than 65 % NA

within 45 min., not more than 2 units

are less than 50%, and no tab is less

than 40%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10
- Escherichia Coli, 1 g absent

* Additional tests are not performed for routine inspection, not conducted for this batch

(for every 10th lot but at least for 1 lot/year)

Reference of approved Normative Document:P N015126/01-291008, variations 1-5

SHELF LIFE 5 years
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)

Phone: +36 28 585 600 / Fax: +36 28 585 939

GMID code : 807526 Item code : VER 807526
Product name : LIBEXIN (R) 100 mg tablets 20X

Import. country : Russia

Lot number : FVO005 Customer lot : FV005

Date of manufacture: 01-FEB-2022 Expiry date : JAN-2027
Strength : see at the assay

Dosage form : tablet Release gty (packs): 88504
Packaging type : PVC-ALU blisters Batch Number of API: EV01350
Storage condition : Store below +25°C

Tests Specifications Results

API used for production
Manufacturer's name of API

- Prenoxdiazine hydrochloride CHINOIN Private Co.Ltd.- H-1045 Budapest, To u. 1-5, Hungary
Packaging and labelling: In accordance with ND

The blister label states is Russian The trade name with warning marking ®, Complies

language: international nonproprietary name,

strength, dosage form, logotype of
company (in Latin characters), batch
number, shelf-life (expiry date).
Existence of internal digital or bar

production codes of the company are

possible.
The carton label states in Russian The trade with warning marking ®, Complies
language: international nonproprietary name,

strength, dosage form, number of tablets
in a carton, “For oral use”, dispensing
rules, storage conditions, “Keep away

from children”, “Carefully read the

instructions before use”, composition
with indication of name and content of
active substance and list of excipients,
name of manufacturing company, country
of manufacture, logotype of the company
(in Latin characters), batch number,
manufacturing date, shelf-life (expiry

date:), bar-code, Marketing

Authorization number, thematic drawing.
Existence of production codes and
2D-code are possible. Protective sticker
is possible with compony logotype or
without it. Control of the first opening
is possible. In addition, information

can be applied to monitor the movement

of drugs from the manufacturer to the
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Opella Healthcare Hungary Ltd.,

2112 Veresegyhéz,Lévai u.5.,Hungary
(formerly CHINOIN Private Co.Ltd.,
2112 Veresegyhéz,Lévai u.5.,Hungary)
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polyvinyl-chloride film and aluminium
foil. 1 blister with package insert in a

carton pack.

It is confirmed that the current batch 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 the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

GMID code : 807526 Item code : VER 807526

Product name : LIBEXIN (R) 100 mg tablets 20X

Import. country : Russia

Lot number : FV005 Customer lot : FV005

Date of manufacture: 01-FEB-2022 Expiry date : JAN-2027

Strength : see at the assay

Dosage form : tablet Release gty (packs): 88504

Packaging type : PVC-ALU blisters Batch Number of API: EV01350

Storage condition : Store below +25°C
. v

2
Tests Specifications Results
customer.
Packaging: 20 tablets in a blister of Complies

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications
of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a
validated LIMS.

Decision : ACCEPTED
Date : 5-MAY-2022 09:50
Qualified person dr.Beszteri Bojana

.
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