CEPTUO®UKAT CEPUM

Opella Healthcare Hungary Ltd.,

2112 Veresegyhaz, Lévai u.5., Hungary

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

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

SANOFI .7

Kox GMID:
HanveHoBaHue npenapara:
CTpaHa-uMmIopTep:

Homep cepuu:

I[aTa TIPOU3BOJACTBA:

/lo3upoBka

JlexapcTBeHHas dopma:
Tun ynakoBku:

Y clloBUs XpaHEeHUS

794544

HO-IIITIA ® 40 mr TadaeTku nno 24X
Poccus

FV005

22-MAP-2022

CM. pe3yIbTaT ONpeeIeHHs KOIHIECTBEHHOTO
coziepKaHus
TabneTkH, MOKPHITHIE INICHOYHOI 000I09KOM

Kon ToBapa: VER 794544
Howmep cepun: FV005

JlaTa ncTeueHus cpoka roJJHOCTH: DEB-2025
BrinynieHHoe KOJ-BO YAaKOBOK: 172736

Howmep cepunt AOU: FV00966

IMBX/TIB/IX-anmoMHUHHI KOHTYPHO-STYEHKOBBIE YIIAKOBKH

ITpu Temneparype He Bbmte +30°C

IlokazaTenu TpeGoBanus cnenudpukanuu Pe3yibTarhbl
XAPAKTEPUCTHUKH
—  Onwucanue Kpyriible 1BOSIKOBBITYKIIble TaOIETKH xenToro  COoOTBETCTBYET
uBera. C rpaBupoBkoii «SPA» Ha ogHOM
CTOpOHE.
—  Opnopoanocts 1o macce (Esp.@apm., He 6onee 15% (n = 10) 2,7 %
pacyeTHO-BECOBOH METON)
NOAJIMHHOCTD
- BOXX Bpewmst ynepkuBaHusi OCHOBHOT'O IUKa Ha CooTBeTCTBYET
XpOMaTorpaMme UCHBITYEMOro pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMEHU
YZAepKUBaHUS OCHOBHOTO TIMKA Ha
XPOMaTOrpaMMe CTaHAApPTHOTO PacTBOPA.
—  VY®-cnexkrpodoromerpust VibTpaduoneToBbli CleKTp pacTBopa fopkeH  COOTBETCTBYeT
COOTBETCTBOBATH Y D-CHIEKTPYy CTAaHAAPTHOTO
P-pa JpoTaBepUHA M'HAPOXIOpHIA (MIMETh
MaKCUMYMBbI IPH JUTMHAX BOJH (241+2) HM,
(302+2) um u (353+2) HM)
POJACTBEHHBIE IPUMECH
(BKX)
— JlporaBepanaux <1,0% <0.10 %
— Ilepmapun <0.2% 0,00 %
— JIiobast npyras mpumecsh <0,2% <0.10 %
— Cymma npumeceit <2,0% 0.0 %
KOJIMYECTBEHHOE
OIIPEJEJIEHUE (B2KX)
— JlpoTaBeprHa TUAPOXIOPHL 38,0 —42,0 mr (95-105% OT 3asBICHHOTO 38,9 mr

coJiepKaHusl JpOTaBepUHA THAPOXJIOpUIa B 1
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CEPTU®UKAT CEPUM SANOFI 7

Opella Healthcare Hungary Ltd.,

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

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

Kox GMID: 794544 Kon ToBapa: VER 794544
HaunmenoBanue npenapara:  HO-LIIIA ® 40 mr tadaerku nmo 24X
CrpaHa-uMHnopTep: Poccust
Homep cepuu: FV005 Howmep cepun: FV005
/laTa mpousBoacTBa: 22-MAP-2022 JlaTa ncTeueHus cpoka roJJHOCTH: DEB-2025
BrinynieHHoe KOJ-BO YAaKOBOK: 172736
/lo3upoBka CM. pe3yIbTaT onpeneneHus konmaectBeHHoro  Howmep cepun ADOI: FV00966
coziepKaHus

JlexapcTBeHHas! opma: TabneTkH, MOKPHITHIE INICHOYHOI 000I09KOM
Tun ynakoBku: IMBX/TIB/IX-anmoMHUHHI KOHTYPHO-STYEHKOBBIE YIIAKOBKH
Y clloBUs XpaHEeHUS ITpu Temneparype He Bbmte +30°C

IlokazaTenu TpeGoBanus cnenudpukanuu Pe3yibTarhbl

PACTBOPEHHUE (Y®)

He menee uem 75 % (Q) oT 3asBIEHHOTO

COJEpKaHUs JPOTaBEpUHa THIPOXJIOpUaa

yepes 30 MUHYT

Q=75 % (n=6)

-Hamka 1 He menee 80 % 106 %

-Hammka 2 He menee 80 % 99 %

-Yamka 3 He menee 80 % 100 %

-Uamka 4 He menee 80 % 97 %

-Uamka 5 He menee 80 % 98 %

-Yamika 6 He menee 80 % 100 %

- CTAAUA 2: Cpennee 3HaueHne List 12 TabICTOK JODKHO HE ITPOBOANJIOCH

ObITH He MeHee 4eM 75 % uepe3 30 MUHYT, U
HH OJHO¥ TabJETKH CO 3HaYCHUEM MEHEe YeM
60 %

-CTAUA 3: CpenHee 3HaueHHE TS 24 TaOJIETOK JOIDKHO HE IMTPOBOINJIOCH
OBITh HE MeHee ueM 75 % depe3 30 MUHYT, HE
Oostee 2 TaOIETOK MOTYT UMETh 3HAYCHHUE
MeHee ueM 60 % u HU 17151 OAHOW TabJIeTKU He
MOJKET ObITh 3HaueHus MeHee yeM 50 %.

JononHuTebHasi HHPOPMALHSA

MuxpoOuosorndeckas yucrora (Esp.

Dapm)

- OO0mee KOJMYECTBO adpOOHBIX <100
mukpoopraansmoB (TAMC), KOE/r

- 00IIee KOIMYECTBO JPOIKIKEBBIX U <10
iecHeBbix rpu6oB (TYMC), KOE/r

- Escherichia Coli, 1 v OtcyTcTBYyeT

* JIOTIOJIHUTENBHO TECTHPOBAHUS B XO/I€ PyTHHHOIO KOHTPOJISL HE MPOBOJATCS, HA JIAHHOW CEPHU HE POBOJUIINCH
(mpoBonsTca Ha Kaxaoi 100-ii, HO He pexe, 4yeM Ha | cepuu B TOy)

Ccpuika Ha HOMEp 0100peHHOIT JII1-005601-200619, u3menenus 1-3
HOPMAaTHBHOH JOKyMEHTAIUN:

CPOKTOJHOCTH 3 rona

A®U, ucronp30BaHHEIN B X0/1€

IIPOM3BOJICTBA:

Ha3zsanue npoussoaurensa A®U
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CEPTU®UKAT CEPUM SANOFI 7

Opella Healthcare Hungary Ltd.,

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

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

Kox GMID: 794544 Kon ToBapa: VER 794544
Haumenosanue npenaparta:  HO-IIITA ® 40 mr TadjeTku nno 24X
CrpaHa-uMHnopTep: Poccust
Homep cepuu: FV005 Howmep cepun: FV005
/laTa mpousBoacTBa: 22-MAP-2022 JlaTa ncTeueHus cpoka roJJHOCTH: DEB-2025
BrinynieHHoe KOJ-BO YAaKOBOK: 172736
/lo3upoBka CM. pe3yIbTaT onpeneneHus konmaectBeHHoro  Howmep cepun ADOI: FV00966
coziepKaHus
JlexapcTBeHHas! opma: TabneTkH, MOKPHITHIE INICHOYHOI 000I09KOM
Tun ynakoBku: IMBX/TIB/IX-anmoMHUHHI KOHTYPHO-STYEHKOBBIE YIIAKOBKH
Y cioBust XpaHeHUs ITpu Temneparype He Bbmte +30°C
IlokazaTenu TpeGoBanus cnenudpukanuu Pe3yibTarhbl
- JlpoTaBepuHa rugpoxnopua Xwunoun npaiiBat Ko. JIta., H-1045 Budapest, To u. 1-5, Hungary
YnakoBka U MAapKMpOBKa: B coorBercTBum ¢ HJ{
Ha Gimctepe Ha pyccKOM sI3bIKE YKa3aHO:  TOPrOBOE HAUMEHOBaHHE Tperapara ¢ CoOoTBeTCTBYET
MPeLyNPEAUTEIEHON MapKUPOBKOH ®,
MEXKAYHAPOAHOC HEMATCHTOBAHHOEC
HAaUMEHOBAHHE, J03UPOBKY, JICKAPCTBEHHYIO
(dbopMy, IOrOTUIl KOMITaHUHU (JIATHHCKUMU
OyKBamHm), HOMEp CEpUH, TaTy OKOHYAHHUS
CpoKa rogHocTH. Bo3MokHO Hanuuue
BHYTPCHHUX IU(POBBIX WM IITPHXOBBIX
IPOU3BOJACTBEHHBIX KOLOB.
Ha KapTOHHOﬁ IMa4YKe Ha PYCCKOM A3BbIKE TOProBO€ HAMMEHOBAHHUE IIpErapara ¢ COOTBCTCTByeT
YKa3aHo: npeaynpeanTeabHON MapKUpOBKOH ®,

MEXIyHapOJHOE HEIIaTeHTOBAHHOE
HalMEHOBaHUE, JO3UPOBKY, KOJIHYECTBO
Ta0JIETOK B YIIAKOBKE, JIEKAPCTBCHHYIO (hopMy,
«J1s mpuéMa BHYTPB», YCIOBHUS OTITYCKa,
YCIIOBUS XpaHEHHsI, « XPAaHUTh B HEJOCTYITHOM
UTSL IETeH MeCTe), HANMEHOBaHHE U
KOJIMYECTBO JEHCTBYIOIIETO BELIECTBA B OJIHOM
tadsetke, «IIpenapar conepKuT JaKTo3bl
MoHoruzapary, «llepen mpumeHnenuem
BHUMATENBHO NPOYUTANTE HHCTPYKLIHIOY,
mpudt bpaitns (HanmeHoBaHUE Ipenapara),
roJjorpauIecKuii 3aIIUTHBIN 3HAK,
«/JleficTBYeT M30MpaTENBEHO IPU OOIH B
KUBOTE™», «*mpu 00N, BEI3BAHHON CITa3MOM
TJIAIKON MYCKYJIaTypbD», «Crnocod
npumMeHeHus Bapocineie: o 1-2 Tabnetku 2-3
pasza B jeHb. Jetu crapme 12 ner: o 1
Tabinerke 1-4 pasa B JeHb WM 1O 2 TaOIETKH
1-2 pa3a B geHb. Jletu ot 6 10 12 siet: mo 1
Tabnerke 1-2 pasa B JcHb.», HAUMEHOBaHHE U
CTpaHy (pHUPMBI-IPOU3BOIAUTEIS,, HOMEP
PETUCTPAMOHHOTO YAOCTOBEPESHUSI, JIOTOTHI
KOMITaHUH (JJATHHCKHMU OyKBaMu), HOMep
CepuH, AaTy IPOU3BOJCTBA, 1aTy OKOHYAHUS
CpOKa FOJHOCTH, IITPUX-KOJI, TEMATHUECKUN
PHUCYHOK.

Bo3moxuo Hammuue 2D nim QR-kona,
BHYTPCHHUX IU(POBBIX WM IITPHXOBBIX
IIPOU3BOJICTBEHHBIX KOJJOB KOMITAHUH.

rap coa_resultats v5 Crpanuna 3/4
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Opella Healthcare Hungary Ltd.,

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

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

Kox GMID: 794544 Kon ToBapa: VER 794544

Haumenosanue npenaparta:  HO-IIITA ® 40 mr TadjeTku nno 24X

CrpaHa-uMHnopTep: Poccust

Homep cepuu: FV005 Howmep cepun: FV005

/laTa mpousBoacTBa: 22-MAP-2022 JlaTa ncTeueHus cpoka roJJHOCTH: DEB-2025
BrinynieHHoe KOJ-BO YAaKOBOK: 172736

/lo3upoBka CM. pe3yIbTaT onpeneneHus konmaectBeHHoro  Howmep cepun ADOI: FV00966

cofiepKaHus

JlexapcTBeHHas! opma: TabneTkH, MOKPHITHIE INICHOYHOI 000I09KOM

Tun ynakoBku: IMBX/TIB/IX-anmoMHUHHI KOHTYPHO-STYEHKOBBIE YIIAKOBKH

Y cioBust XpaHeHUs ITpu Temneparype He Bbmte +30°C

IlokazaTenu TpeGoBanus cnenudpukanuu Pe3yibTarhbl

Bo03M0XHO HaM4Me 3alIUTHBIX HAKJICEK.

JIOTIOJTHUTETEHO MOKET OBITh HAHECCHA
uH(OPMAIHST TSI MOHUTOPUHT'A JIBIDKCHHSI
JIEKapCTBEHHBIX MPENapaToB OT
MPOU3BOMUTENS 10 KOHEYHOTO MOTPEOUTEIS.

Ilo 24 TabneTku B Giuctep
NBX/TIBAX/Amtomunuid. [To 1 6nucrepy no

Ymakoska: 24 TabIIeTKU ¢ HHCTPYKIKEH MO IPHUMEHEHHIO Coorsercryer
B KapPTOHHYIO T1AYKY.

Jlannas cepust oTBeuaeT BceM TpeboBanusM HJI, 3aperucTpupoBaHHoOi B HacTosmmee Bpems B PO o nepeuncieHHbIM
[I0KA3aTeJIsIM KauyecTBa.

JlaHHast cepus MPOU3BEICHA B COOTBETCTBUH ¢ TpeOOBaHMsIMU TeKyIeil Hamnexanield mpon3BoICTBEHHOMN MPAKTUKU U
COOTBETCTBYET CHELH(DUKALUSIM COOTBETCTBYIOIIETO PErHCTPALIMOHHOTO YA0CTOBEPCHHUSL.
JlaHHbIi cepTUUKAT aHAIM3a TOMUCAH dJICKTPOHHOMN MOAMUCHIO C HCIOJIb30BAHNEM BATUANPOBAHHOM crucTemMbl LIMS.

3akiroueHue oTaesia odecredyeHnsl Ka4ecTBa

3akiouenne: OJIOBPEHO
Jara: 4-ATIP-2022 13:10
Yo iHOMOYEHHOE JIMIO0: dr.Beszteri Bojana
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BATCH CERTIFICATE

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhéz,Lévai u.5.,Hungary)

SANOFI .2

Phone: +36 28 585 600 / Fax: +36 28 585 939
GMID code 794544 Item code VER 794544
Product name NO-SPA (R) 40 mg film-coated tablets 24X
Import. country Russia
Lot number FVO005 Customer lot FV005
Date of manufacture: 22-MAR-2022 Expiry date FEB-2025
Strength see at the assay
Dosage form film-coated tablet Release gty (packs): 172736
Packaging type PVC/PVDC-ALU blister Batch Number of API: FV00966
Storage condition Do not store above +30°C
L
Tests Specifications Results
CHARACTERS
- Appearance Round biconvex yellow coated tablets, Complies
with "spa" engraved on one side.
- Uniformity of dosage units (Ph.Eur. AV <= 15.0 % (n=10) 2.7 %
Mass Variation)
IDENTIFICATION
- HPLC The retention time of the main peak in Complies
the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram of
drotaverine hydrochloride standard
solution.
- UV The UV spectrum of the test solution Complies

RELATED SUBSTANCES (HPLC)
- Drotaveraldine

- Perparine
- Any other single impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1

should correspond to the UV spectrum of

drotaverine hydrochloride standard

solution (should have maxima at
wavelengts (241+/-2) nm, (302+/-2) nm
and (353+/-2) nm.

ZANANEEVAN
Il Il Il
o o
v o
a0 o oe

38.0 - 42.0 mg (95-105 % of label
claim of drotaverine hydrocloride per

tablet)

38.9 mg

rap_coa_resultats v5
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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 : 794544 Item code : VER 794544
Product name : NO-SPA (R) 40 mg film-coated tablets 24X

Import. country : Russia

Lot number : FVO005 Customer lot : FV005

Date of manufacture: 22-MAR-2022 Expiry date : FEB-2025
Strength : see at the assay

Dosage form : film-coated tablet Release gty (packs): 172736
Packaging type : PVC/PVDC-ALU blister Batch Number of API: FV00966
Storage condition : Do not store above +30°C

¢ o
Tests Specifications Results

DISSOLUTION (UV)
not less than 75 % (Q) of the label claim drotaverine hydrochloride after 30 min

Q= 75 % (n=6)

- Bowl 1 >= 80 % 106 %
- Bowl 2 >= 80 % 99 %
- Bowl 3 >= 80 % 100 %
- Bowl 4 >= 80 % 97 %
- Bowl 5 >= 80 % 98 %
- Bowl 6 >= 80 % 100 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 30 min., and no tab is less than
60%.
- Stage 3 Average of 24 tabs is not less than 75 % NA

within 30 min., not more than 2 units

are less than 60%, and no tab is less

than 50%.
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:LP-005601-200619, variations 1-3

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co. Ltd.- H-1045 Budapest, T6 u. 1-5, Hungary
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BATCH CERTIFICATE

SANOFI .2

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
Product name
Import. country
Lot number

Strength
Dosage form

Packaging type

Date of manufacture:

794544
NO-SPA (R) 40 mg film-coated tablets 24X

Item code

Russia
FVO005
22-MAR-2022

see at the assay

Customer lot

Expiry date

VER 794544

FV005
FEB-2025

film-coated tablet
PVC/PVDC-ALU blister

Release gty (packs): 172736
Batch Number of API: FV00966

Storage condition Do not store above +30°C

\. J

Tests Specifications Results

Packaging and labelling: In accordance with ND

The blister label states in Russian The trade name of the drug product with Complies

language: the warning sign ®, international

nonproprietary name, strength, dosage

form, company logotype (in Latin
letters), batch number, expiry date. The
presence of internal digital or
manufacturing barcodes is possible.

The carton label states in Russian

The trade name of the drug product with Complies

language: the warning sign ®, international
nonproprietary name, strength, number of
tablets in a package, dosage form, “For
oral administration”, prescription
status, storage conditions, “Keep out
of the reach of children”, the name and
amount of the active pharmaceutical
ingredient per one tablet, “The drug
contains lactose monohydrate”,
“Carefully read the instructions before

use”, Braille (the name of the drug),

the holographic security mark, "Acts

gUHDET
LCVE e s oy

selectively for abdominal pain*", " * 6“’ e

for pain caused by smooth muscle spasm»,
“Method of administration Adults: 1-2
tablets 2-3 times a day. Children above
12 years of age: 1 tablet 1-4 times a
day or 2 tablets 1-2 times a day.
Children 6 through 12 years of age: 1
tablet 1-2 times a day.”, manufacturer’s
name and country, the number of the
registration certificate, company
logotype (in Latin letters), batch
number, date of manufacture, expiry
date, barcode, thematic drawing. The

presence of 2D or QR-codes, internal Complies
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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 : 794544 Item code : VER 794544
Product name : NO-SPA (R) 40 mg film-coated tablets 24X

Import. country : Russia

Lot number : FVO005 Customer lot : FV005

Date of manufacture: 22-MAR-2022 Expiry date : FEB-2025
Strength : see at the assay

Dosage form : film-coated tablet Release gty (packs): 172736
Packaging type : PVC/PVDC-ALU blister Batch Number of API: FV00966
Storage condition : Do not store above +30°C

¢ o
Tests Specifications Results

digital or manufacturing barcodes is
possible. There may be a protective
sticker. Additionally, information can
be applied to monitor the movement of
drugs from the manufacturer to the

customer.

Packaging: 24 tablets in a PVC/PVDC/Aluminium Complies
blister. 1 blister of 24 tablets in a
carton pack along with the package

leaflet.

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.

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 : 4-APR-2022 13:10
Qualified person dr.Beszteri Bojéna

\.
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