CEPTUO®UKAT AHAJIM3A

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

SANOFI

B

GMID kon: 794542 Kon ToBapa; VER 794542
[Tponyxr: HO-IITIIA (P) tabnerxu, 40 mr 24X
CTpaHa-uMIoprep: Poccus
Howmep cepun: FV051 Howmep cepun kinuenTa: FV051
Jlata mpousBoacTBa: 10-MA1-2022 [lata ucreuenus cpoxa AITP-2025
TOOAHOCTH:
,Z[O3I/IpOBKaZ CMOTpH KoangecTtBenHOE
OIIPCIACICHUC BI)IHyIIIeHHOG KOJI-BO
(YynakoBok): 119 968

JlekapcTBeHHas Gopma: TabneTku Howmep cepun ADOU: FV01544
YakoBKa: Brucrep IIBX-Antomunuit
Y CoBUS XpaHEHHUS: XpaHUTh IpH Temreparype He Boiuie + 25 ° C
[Moxazarenn Hopma Pe3yabTat
IToxa3zarenu: Kpyribie BOSIKOBBITYKIIbIC TAOJIETKH COOTBETCTBYET
- Onucanue JKEJITOTO C 3€JIEHOBATBIM MU

OpaH)XeBbIM OTTEHKOM. C rpaBUpPOBKOI

«SPA» Ha 0IHOHM CTOpOHE.
- Opnopoanocts no3upoanust (BOXKX) Esp.®d. He 6onee 15% 1,8 %
2.9.40/TD PO
MHOAJIUHHOCTbD:
-BOXX Bpewms ynep:kuBaHusS OCHOBHOTO IIMKa HA ~ COOTBETCTBYET

XpOMAaTOrpaMMe HCIBITYEMOT0 pacTBopa

JIOJIKHO COOTBETCTBOBATh BPEMEHU

YAEPKUBAHUSI OCHOBHOIO IHMKa HA

XpOMAaToOrpaMme CTaHAAPTHOTO PacTBOPA.
Y ®-ciektpohoTOMEeTpHst VbTpadroaeTOBbIH CIIEKTP pacTBOpA, COOTBETCTBYET

[IPUTOTOBJIEHHOTO JUISl OIPEAEIICHHUS

pacTBOpPEHUS, NOJDKEH UMETh

MaKCHMYMBI IIpH JJIMHAX BOJH (241 +2)

HM, (302+2) HM U (353+2) HM.
POJCTBEHHBIE ITIPUMECH (B97XKX)
- JIporaBepangun <1,0% 0,00 %
- [lepnapun <0,2% 0,00 %
- JIrobas mpyras mpumMech <0,2% <0,10 %
- CymMma npumeceit <2,0% 0,0 %
KOJINMYECTBEHHOE OIIPEJEJIEHUE
(BIXKX)
- lpoTaBeprHa TUAPOXJIOPUA 40,0 mr + 5% (38,0 - 42,0 mr) 39,5 mr
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CEPTUO®UKAT AHAJIM3A

SANOFI

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

GMID kon: 794542 Kon ToBapa; VER 794542
[Tponyxr: HO-IITIIA (P) tabnerxu, 40 mr 24X
CTpaHa-uMIoprep: Poccus
Howmep cepun: FV051 Howmep cepun kinuenTa: FV051
Jlata mpousBoacTBa: 10-MA1-2022 [lata ucreuenus cpoxa AITP-2025

TOIHOCTH:
Jlo31poBKa: Cmotpu KosnuectBeHHoe

oIpeJeneHue Brimymennoe xon-Bo

(YynakoBok): 119 968
JlekapcTBeHHas Gopma: TabneTku Howmep cepun ADOU: FV01544
YakoBKa: Brucrep IIBX-Antomunuit
Y CoBUS XpaHEHHUS: XpaHUTh IpH Temreparype He Boiuie + 25 ° C
Iloka3zareinb Hopma Pe3yabTat
PACTBOPEHHUE

(Q=75 %) (n=6) uepe3 30 MUHYT OT 3asIBICHHOTO
CoJIepIKaHuUst IPOTABEPUHA THAPOXIOPUIA

-Yamka 1 He menee 80 % 96 %

-Yamka 2 He menee 80 % 98 %

-Yamka 3 He menee 80 % 99 %

-Yamka 4 He menee 80 % 100 %

-Hamka 5 He menee 80 % 98 %

-Yamka 6 He menee 80 % 99 %
CTAINSA 2: Cpennee 3HaueHue s 12 TabneTok He npumennmo

JIOJDKHO OBITH HE MeHee ueM 75 % depes
30 MHHYT, ¥ HA OHOM TAOJETKH CO
3HaueHreM MeHee yeM 60 %.
CTAINS 3: Cpennee 3HaueHue s 24 TaOIETOK He npumennmo
JIOJDKHO OBITH HE MeHee ueM 75 % depes
30 munyT, HE OoJee 2 TAOIETOK MOTYT
UMETh 3HaUeHue MeHee yeM 60 %, u Hu
IS OJJHOM TaOJIETKHA HE MOYKET OBITH
3HaueHUI MeHee yeM 50 %.
JlonoaHuTeIbHAST HHOPMALHS

Muxkpoouonoruueckas unctota (Epp.d.*)

-O011Iee KOJTUYECTBO a3POOHBIX He 6onee 100
Muxpoopranuzmos (TAMC), KOE/r

-O011Iee KOJMYECTBO APOMOKEBBIX U IUIecHeBBIX ~ He Goiee 10
rpubos (TYMC), KOE/r

-Escherichia coli, 1 T OtcyTcTBYET

*/ononHumeinvHble Mecmol He 8bINOIHAIOMCS OISl PYMUHHO20 KOHMPOJsl, Ol OAHHOU Cepull He NPO8OOUNUCH (071 Kaxcoou 1
1l cepuu, HO He pedice, yem 05 1 cepuu 6 200)

Ccplika Ha HoMep opoOpenHoit HopmaTusHoOM

JlokyMeHTaIHu: HJI TI NO11854/02-160611, usmenenus 1-10

CpoK TOJHOCTH 3 roma

ADUH, ncnoib30BaHHBIIH 115 IPOU3BOACTBA:

Hanmenosarane AOU

-IpOTaBeprHA THAPOXIIOPHT CHINOIN Private Co. Ltd. - H-1045 Budapest, To u. 1-5, Hungary
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CEPTUO®UKAT AHAJIM3A

SANOFI

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

GMID kon: 794542 Kon toBapa; VER 794542
[Tponyxr: HO-IITIIA (P) tabnerxu, 40 mr 24X
CTpaHa-uMIoprep: Poccus
Howmep cepun: FV051 Howmep cepun kinuenTa: FV051
Jlata mpousBoacTBa: 10-MA1-2022 [lata ucreuenus cpoxa AITP-2025
TOIHOCTH:
Jlo31poBKa: Cwmortpu Konmaectsennoe
oIpeJeneHue Brimymennoe xon-Bo
(YynakoBok): 119 968
JlekapcTBeHHas Gopma: TabneTku Howmep cepun ADOU: FV01544
YakoBKa: Brucrep IIBX-Antomunuit
Y CoBUS XpaHEHHUS: XpaHUTh IpH Temreparype He Boiuie + 25 ° C
Iloka3zareinb Hopma Pe3yabTat

YnakoBka u MapkupoBka: B coorBercTBun ¢ HJI

Ha Gnucrepe Ha pycCKOM — TOProBO€ HaMMEHOBAaHHWE IIpenapara ¢ IperynpeauTeIbHOMN
SI3BIKE YKa3aHO: MapKUpOBKOH ®, MEXyHapOJHOE HEIIATCHTOBAaHHOE
HaNMEHOBAHWE, TO3UPOBKY, JIEKAPCTBEHHYIO ()OPMY, JIOTOTHIL
KOMITaHUH (JATHHCKUMH OyKBaMH), HOMEP CEpUH, TaTy
OKOHYAHWS CPOKA TOJHOCTH. BO3MOXKHO HaJIMIMe BHYTPEHHUX
U(POBBIX WK MTPUXOBBIX TPOM3BOACTBEHHBIX KOJIOB.

Ha xapToHHO# nayke Ha
PYCCKOM SI3BIKE YKa3aHO: MapKHPOBKOH ®, MEXITyHAPOJHOE HETAaTEHTOBAHHOE
HaMMEHOBAHUE, JO3UPOBKY, KOJMYECTBO TAOJICTOK B
YIaKOBKE, JIEKapCTBEHHYIO GopMy, «J{i1s mpuéMa BHYTPbY,
YCIIOBUSI OTITYCKa, YCIIOBUS XpaHEHHs, « XpaHUTh B
HEJIOCTYITHOM IS IETe MecTe», HAMMEHOBAaHHE U
KOJIMYECTBO JEHCTBYIOLIETO BEIIECTBA B OJJHOH TaOJIeTKe,
«[Ipenapat coepKuT JIaKTO3bI MOHOTHApATY, «Ilepen
MIPUMEHEHHEM BHIMATEIFHO IPOYNTANTE HHCTPYKITHIO),
mpudT Bpaits (HanMeHOBaHME TIpenapara),
rojorpapMuECKUil 3aTUTHBIN 3HAK, «JleHCTByeT
n30UpaTensHO NP 00JIM B KUBOTE™», «*mipu 60JH,
BBI3BAHHOH CIIa3MOM IJIaJIKOW MyCKYJIaTypbl», «Crocoo
npuMeHeHus: Bapocisle: o 1-2 Tabnerku 2-3 pasa B €Hb.
Jertu crapie 12 siet: no 1 Tabnerke 1-4 pasa B geHb Wiy 1o 2
Tabnerku 1-2 pasa B nenb. Jetn ot 6 1o 12 net: no 1 Tabnerke
1-2 pa3a B JIeHb.», HAIMEHOBaHUE U CTPaHy (HUPMBbI-
MIPOU3BOIUTENS, HOMEP PErUCTPAL[MIOHHOTO YIOCTOBEPEHNS,
JIOTOTHIT KOMITAHUH (JJATHHCKUMU OyKBaMH), HOMEP CEpHH,
JIaTy TIPOU3BOCTBA, TaTy OKOHYAHUS CPOKA TOAHOCTH, ITPUX-
KOJI, TEeMaTHIECKHi pUCYHOK. Bo3MoxkHO Hammaue 2D win
QR-koza, BHyTPEHHHUX TUPPOBBIX WX ITPHXOBIX
MIPOU3BOJICTBEHHBIX KOJIOB. J[OTIOTHUTEIFHO MOXET OBITH
HaHeceHa MH(OPMAIHs JIJIsi MOHUTOPHHTA JABUKECHHS
JIEKapCTBEHHBIX MPENapaToB OT IPOU3BOJUTEIS 10 KOHEYHOTO
MOTPEONTEIISL.

Ha kapToHHBIX naykax Juisi ()JIaKOHOB, CHA0XEHHBIX ITYIHBIM
J103aTOPOM, JONOTHUTEIEHO HAHECEH TEMaTHUECKUI PUCYHOK.
[To 24 tabnerku B 6auctep [IBX/AnroMuHui.

CooTBeTCTBYET

TOProBOE HAaMMEHOBAHME TIPETapara ¢ npexynpenutensHoli  CooTBETCTBYET

CooTBeTCTBYET

UMD
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CEPTUDPUKAT AHAJIU3A

SANOFI

Opella Healthcare Hungary Ltd.,

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

2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600/Fax: +36 28 585 939

GMID kop: 794542 Kon toBapa; VER 794542
[Tponyxr: HO-IITIIA (P) tabnerxu, 40 mr 24X
CTpaHa-uMIoprep: Poccus
Howmep cepun: FV051 Howmep cepun kinuenTa: FV051
Jlata mpousBoacTBa: 10-MA1-2022 [lata ucreuenus cpoxa AIIP-2025

TOJHOCTH:
Jlo3UpoBKa: Cwmorpu KonuuecrsenHoe

ompezeneHue BBIITyIeHHOE KOJI-BO

(YynakoBok): 119 968
JlekapcTBeHHas Gopma: TabneTku Howmep cepun ADOU: FV01544
YakoBKa: Brucrep IIBX-Antomunuit
Y CoBUS XpaHEHHUS: XpaHuTh npu Temneparype He Bbiie + 25 © C
[Moxazarenn Hopma Pe3yabTat
YnakoBka: [To 1 6amcTepy BMeCTe C MHCTPYKIMEH 10 IPUMEHEHUIO B

KApTOHHYIO IIAUKYy.

/laHHas cepust COOTBETCTBYET TpeboBanusiM HopmaTuBHOH J[okyMeHTauu (4acTH peryIsiTOPHOTO A0ChE),
3aperucTpUpOBaHHON B HacTosiee Bpems B Poccuiickoit deneparuy, o NepeuncIeHHbIM TOKa3aTeNsIM KauecTBa.

JanHas cepus mpousBefcHa B cooTBEeTCTBHM ¢ CGMP TpeOoBaHHMSAMHU U COOTBETCTBYET CHCIH(DHUKAIUIM
COOTBETCTBYIOIIEr0 PeructpauinoHHOro ¥ 10cToBEpeHusl.

JlaHHbIi cepTU(UKAT aHATU3a TTOANKCAH ICKTPOHHOH MOAMUCHIO Yepe3 BaTuIupoBanHyo cuctemy JIMMC.

Penienue ynoJTHOMO4€eHHOT0 JIHIA
Pemenne: OJIOBPEHO
JlaTa: 1-UIOH-2022 11:39
YI0JTHOMOYEHHOE JINIIO0: 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 794542 Item code VER 794542
Product name NO-SPA (R) tablets, 40 mg 24X
Import. country Russia
Lot number FVO051 Customer lot FVO051
Date of manufacture: 10-MAY-2022 Expiry date APR-2025
Strength see at the assay
Dosage form tablet Release gty (packs): 119968
Packaging type PVC ALU blister Batch Number of API: FV01544
Storage condition Store below +25°C
L
Tests Specifications Results
CHARACTERS
- Appearance Round, biconvex tablets of yellow color Complies
with a greenish or orange shade, with
"spa" engraved on one side.
- Uniformity of dosage units (HPLC) AV<= 15.0 % 1.8 %
Ph.Eur. 2.9.40/Ru.Ph
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
the standard solution.
- Uv The UV spectrum of the solution prepared Complies
for dissolution testing should have
absorption maxima at (241+/-2)nm,
(302+/-2)nm, and (353+/-2)nm.
RELATED SUBSTANCES (HPLC)
- Drotaveraldine <= 1.0 % 0.00 %
- Perparine <= 0.2 % 0.00 %
- Any other impurity <= 0.2 % <0.10 %
- Total impurities <=2.0 % 0.0 %
ASSAY (HPLC)
- Drotaverine HC1l 40.0 mg +/- 5% (38.0 - 42.0 mg) 39.5 mg
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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)
+36 28 585 600 / Fax:

Phone: +36 28 585 939

SANOFI .2

GMID code 794542 Item code

VER 794542

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,

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

Reference of approved Normative Document:ND P N011854/02-160611, variations 1-10

SHELF LIFE 3 years

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co. Ltd.

Product name NO-SPA (R) tablets, 40 mg 24X
Import. country Russia
Lot number FVO051 Customer lot FVO051
Date of manufacture: 10-MAY-2022 Expiry date APR-2025
Strength see at the assay
Dosage form tablet Release gty (packs): 119968
Packaging type PVC ALU blister Batch Number of API: FV01544
Storage condition Store below +25°C
Tests Specifications Results
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 >= 80 % 96 %
- Bowl 2 >= 80 % 98 %
- Bowl 3 >= 80 % 99 %
- Bowl 4 >= 80 % 100 %
- Bowl 5 >= 80 % 98 %
- Bowl 6 >= 80 % 99 %
- 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

not conducted for this batch

- H-1045 Budapest,

To u. 1-5, Hungary
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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 : 794542 Item code : VER 794542

Product name : NO-SPA (R) tablets, 40 mg 24X

Import. country : Russia

Lot number : FV051 Customer lot : FV051
Date of manufacture: 10-MAY-2022 Expiry date : APR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 119968
Packaging type : PVC ALU blister Batch Number of API: FV01544
Storage condition : Store below +25°C

Tests Specifications Results
Packaging and labelling: In accordance with ND

The blister label states in Russian The trade name of the medicinal product Complies
language: with the ® registered trademark symbol,

the international nonproprietary name,
the strength, the dosage form, the
logotype of the company (in Latin
letters), the batch number, expiration
date. It is possible to have internal
digital or bar production codes.

The carton label states in Russian The trade name of the medicinal product Complies

language: with the ®, the international
nonproprietary name, strength, the
number of tablets in the package, dosage
form, “For oral administration”,
conditions of dispensing, the storage
conditions, “Keep out of the reach of
children, name and quantity of the
active substance in one tablet, "The
drug contains lactose monohydrate",
"Before use, read the instructions
carefully"”,Braille (name of the drug), a
holographic protective sign, " Acts
selectively for abdominal pain*", "*for
pain caused by spasm of smooth muscles",
,method of use adults: 1-2 tablets 2-3
times a day. Children over 12 years of
age: 1 tablet 1-4 times a day or 2
tablets 1-2 times a day. Children from 6
to 12 years: 1 tablet 1-2 times
a day.", name and country of
manufacturer, registration certificate
number, company logo (in Latin letters),
batch number, manufacturing date, expiry

date, bar code thematic drawings. It

is possible to have a 2D or QR code,
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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 : 794542 Item code : VER 794542
Product name : NO-SPA (R) tablets, 40 mg 24X

Import. country : Russia

Lot number : FVO051 Customer lot : FVO051

Date of manufacture: 10-MAY-2022 Expiry date : APR-2025
Strength : see at the assay

Dosage form : tablet Release gty (packs): 119968
Packaging type : PVC ALU blister Batch Number of API: FV01544
Storage condition : Store below +25°C

< o
Tests Specifications Results

internal digital or bar production codes Complies
of company. Additionally, information
can be applied to monitor the movement
of medicines from the manufacturer to
the customer. On cardboard packs for
vials equipped with a piece dispenser, a
thematic drawing is additionally
applied.
Packaging: 24 tablets per PVC/Aluminum blister. 1 Complies
blister with instructions for use in a

cardboard 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.

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 : 1-JUN-2022 11:39
Qualified person dr.Beszteri Bojéna

\.
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