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/ Pakc: +36 28 585 939

GMID xon: 794503 Kopn ToBapa: VER_794503
|Ipoaykr HO-IIITA ® 40 mr Taduaerkn 64X
CTpaHa-ummnoprep: Poccus
Howmep cepun: FV100 Howmep cepun kinuenTa: FV100
/laTa mpousBoacTBa: 27-ABI'-2022 [ara ucreuenus cpoxa rognoctu: HIOJI-2027
Jlo3upoBKa: CM. pe3yabTaT ONpEaEICHUs
KOJINYECTBEHHOTO COJEPKAHUA
TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ymakoBok): 65 792
'YIIakoBKa: TIIT ¢pmakon Howmep cepuun ADU: FV03083
Y cioBus XpaHeHus XpaHUTb B OpUTMHAIBHON YIIaKoBKe Ipu Temieparype ot 15°C go
25°C.
Iloxa3atesn Hopmbi PesybTaThl
XAPAKTEPUCTHUKHA
— Onucanne Kpyriibie 1BOSIKOBBITYKIIbIE TAOJIETKH XKEJNTOTO ¢ 3el1eHoBaTeiM  COOTBETCTBYET
WITH OPaH)KEBAThIM OTTEHKOM IIBETA, C TPAaBHPOBKOH «spa» Ha
OJIHOHM CTOpPOHE.
— OIHOPOHOCTH TO3UPOBAHHS AV<15.0% 2,2 %
(B2XX) Ep.®apwm., 2.9.40/TD PO
NOJJIMHHOCTDb
—  BDXX Bpemsi yepkuBaHHs OCHOBHOT'O IIMKa Ha XpOMaTOrpaMme CootBercTByeT
HCIBITYEMOI'0 PACTBOPA JOJDKHO COOTBETCTBOBATH BPEMEHH
YZIep’KMBaHHs OCHOBHOT'O [IMKa Ha XpOMAaTOrpaMme
CTQHAAPTHOTO PAcTBOPA.
—  Y®-crexkrpooromerpust VipTpadnoneToBsli CIEKTP PacTBOPa, IIPUTOTOBICHHOTO IS CooTBeTcTBYET
OIIPEIENICHNUS PACTBOPCHNSI, JOJDKCH HMETh MaKCHMYMBI
MIOTJIOIICHNS TP JUTMHAX BOJH (241 £2) HMm, (302+2) HM 1
(353+2) um.
POJACTBEHHBIE TIPUMECH
(B9KX)
— JlporaBepanauH <1,0% 0,00 %
— Ilepnapun <0.2% 0,00 %
— JIobas npyras npumech <0,2% #\c‘““"h"“ Py <0,10 %
— Cymma npumeceit <2,0% L) = 0,0 %
KOJMYECTBEHHOE
OIPEJAEJIEHHUE (BIXKX)
—  JIpoTaBeprHa MHAPOXJIOPH/L 40,0 mr + 5% (38,0 - 42,0 Mr 40,0 Mmr
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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/ Pakc: +36 28 585 939

GMID xon: 794503 Kopn ToBapa: VER_794503
|Ipoaykr HO-IIITA ® 40 mr Taduaerkn 64X
CTpaHa-ummnoprep: Poccus
Howmep cepun: FV100 Howmep cepun kinuenTa: FV100
/laTa mpousBoacTBa: 27-ABI'-2022 [ara ucreuenus cpoxa rognoctu: HIOJI-2027
Jlo3upoBKa: CM. pe3yabTaT ONpEaEICHUs

KOJINYECTBEHHOTO COJEPKAHUA
TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ymakoBok): 65 792
'YIIakoBKa: TIIT ¢pmakon Howmep cepuun ADU: FV03083
Y cioBus XpaHeHus XpaHUTb B OpUTMHAIBHON YIIaKoBKe Ipu Temieparype ot 15°C go

25°C.

PACTBOPEHHUE

Tocne 30 munyt Q=75 % (n=6) ot
3asBJIICHHOTO COJCPKaHUS
JPOTaBepUHA IMAPOXJIOPUIA

-Yamka 1 He menee 80 % 97 %
-Yarmka 2 He menee 80 % 99 %
-Yamka 3 He menee 80 % 96 %
-Yamka 4 He menee 80 % 98 %
-Yamka 5 He menee 80 % 98 %
-Yamxka 6 He menee 80 % 98 %
- CTAUS 2: Cpennee 3HadeHne List 12 TabIETOK JODKHO OBITH HE MEHEE HE IMPOBOJINJIOCH

yeM 75 % uepe3 30 MUHYT, ¥ HU OJHOM TabJIETKH cO
3HaueHHeM MeHee yeM 60 %.

CpenHee 3HaueHHE TS 24 TaOJIETOK JOIDKHO OBITH HE MCHEE

- CTAOUA 3: geMm 75 % depe3 30 MunyT, He OoJiee 2 TabIETOK MOTYT HMETh
3HaueHne MeHee YyeM 60 %, U HU 1711 OJJHOU TaOJIeTKH HE
MOXeT OBITh 3HaYeHHs1 MeHee 4eM 50 %.

JonoanurtenbHas ungopmanus

MukpoOHoI0rHYeCKas YHCTOTa

(EBp.®apm)*
<100

-Obuiee KOIHMYECTBO aHAIPOOHBIX

mukpooprannzmos (TAMC), KOE/r <10

-Ob1miee KOJIMYECTBO IUIECHEBBIX U

npoxokeBrx rpuooB (TYMC), KOE/r OtcyTcTByeT

- Dwepuxus xony, 1 r

* JIONOJTHUTEIIbHBIC TECTUPOBAHUS HE TIPOBOJATCS B XO/I€ PYTUHHOTO KOHTPOJIS KauecTBa, He MPOBOAMINCH Ha Jia

(npoBousiTcs Ha Kaxaoi 10-i, HO HE MeHee, yeM Ha 1 cepuu B roj)

Cchuika Ha 0JJOOPEHHYIO HJI T NO011854/02-160611, nusmenenus 1-10

HOPMaTHBHYIO JOKYMEHTALHIO:

CpOK roJIHOCTH: 5 ner

A®U, ncnob30BaHHBII B X0/1€

MPON3BOACTBA

IIpoussoaurens AU EUROAPI (formerly CHINOIN) H-1045 Budapest, To u. 1-5, Hungary

-JlpoTaBepuHa TUAPOXIOPHUL

YnakoBka 1 MADKHPOBKAa: B coorBercTtBUM ¢ H/{ CooTBeTcTBYET
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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/ Pakc: +36 28 585 939

SANOFI

GMID xon: 794503 Kopn ToBapa: VER_794503
|Ipoaykr HO-IIITA ® 40 mr Taduaerkn 64X
CTpaHa-ummnoprep: Poccus
Howmep cepun: FV100 Howmep cepun kinuenTa: FV100
/laTa mpousBoacTBa: 27-ABI'-2022 [ara ucreuenus cpoxa rognoctu: HIOJI-2027
Jlo3upoBKa: CM. pe3yabTaT ONpEaEICHUs

KOJINYECTBEHHOTO COJEPKAHUA
TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ymakoBok): 65 792
'YIIakoBKa: TIIT ¢pmakon Howmep cepuun ADU: FV03083
Y cioBus XpaHeHus XpaHUTb B OpUTMHAIBHON YIIaKoBKe Ipu Temieparype ot 15°C go

25°C.

Ha sTukerke ¢akoHa Ha pyccKOM
SI3bIKE YKA3aHO:

Ha xapTonHo# nauke Ha pyccKOM
SI3BIKE YKA3aHO:

TOProBO€ HAMMEHOBAHKE TMPEapaTa ¢ Mpe Iy IpeAnTEIbHOMN
MapKUPOBKOW ®, JI03UPOBKY, KOJIMIECTBO TAOJIETOK BO
(hirakoHe, HANMEHOBAHKE W KOJIMIECTBO JACHCTBYIOIIETO
Bemecta B 1 tabierke, «IIpemapar COIEpKUT JTAKTO3bI
MOHOTHPATY, «JIJIsl IprueMa BHYTPbY, YCIIOBHSI OTITYCKa,
YCIIOBHUSI XpaHEHUSI, « XPAaHUTh B HEJOCTYITHOM [IJIsI ICTEH
MecTe», «JleCTByeT H30UpaTebHO PH OOJIH B SKUBOTE ™),
«*npu 00JIH, BBI3BAHHOM CIIA3MOM TJIAJKOH MYCKYJIATYPBL,
HAUMEHOBAHHUE U CTPaHy (PUPMBI-IPOU3BOIUTEIS, HOMEP
PETHCTPAMOHHOTO YA0CTOBEPEHHSI, TOIOrpadpuIecKuit
3aIUTHBIN 3HAK, HOMEpP CEPUH, JaTy OKOHYAHHSI CPOKa
TOJIHOCTH.

Ha stukerke (bHaKOHa, CHA0KEHHOTO HITYYHBIM 103aTOPOM,
JIOTIOJIHUTENIFHO HAHECEH TeMaTHYeCKUI PHUCYHOK.

Ha mre ¢makona, CHaGEHHOTO ITYYHBIM J03aTOPOM,
JIOTIOJTHUTEINIFHO MPELyCMOTPEH KOHTPOJIb IEPBOTO BCKPHITUS B
BU/IE HAKIIEHKU.

Bo03M0o’KHO HaimM4He BHYTPEHHHUX MU(POBBIX HIIN IITPUXOBBIX
IIPOU3BOJCTBEHHBIX KOJOB.

ToproBoe HaMMEHOBaHUE MpeTapaTa ¢ MPeayIpPeIUTSIHHON

MapKHpOBKOH ®, MeXIyHapoJHOE HEATCHTOBAHHOE CootsercrByer
HaMMEHOBAHHUE, T03UPOBKY, KOJIMIECTBO TaOJICTOK B YIIAKOBKE,
JeKapcTBeHHYI0 hopmy, «Jlist npuéma BHYTPbY, YCIOBUS
OTITYCKa, YCIOBHS XpaHEHHs, «XPAHUTh B HEAOCTYITHOM JJIs
JIeTel MECTe», HAUMEHOBAHUE U KOJIMYECTBO JCHCTBYIOIIErO
BeIeCTBA B OJHON TabiueTke, «IIpernapaT conepsKUT JaKTO3bI
MoOHOruApar, «Ilepen npuMeHeHNeM BHUMATEIEHO
MIPOYHTAlTEe HHCTPYKIMIO», MpudT bpaiins (HanMeHoBaHMEe
IperapaTa), ToJIorpaduecKuil 3aUTHEIA 3HAK, «J[elicTByeT
n30upaTensHo npu 60M B XKUBOTE™», «*Ipn 0011, BEI3BAaHHON
CIIa3MOM IJIaJIKOM MYCKYJIaTypb», «Croco0 npuMeHeHHs
B3pocueie: o 1-2 Tabnerku 2-3 pasa B aeHb. Jletu crapuie 12
net: o 1 Tabmetke 1-4 pasza B neHb win mo 2 tabaetku 1-2
pasa B nenb. Jletu ot 6 o 12 net: o 1 tabnerke 1-2 pasa B
JICHB.», HANMEHOBAHUE U CTPaHy IPOU3BOAUTEISI, HOMEP
PETHCTPAMOHHOTO YAO0CTOBEPEHHS, JIOTOTUIT KOMITAHHN
(sratmHCKMMYU OyKBaMM), HOMEp CEpUH, JaTy MPOU3BOACTBA,
JIaTy OKOHYaHUs CPOKa FOJHOCTH, IITPUX-KOZ,
TEeMaTHIECKUH PHCYHOK. Ha KapTOHHBIX maykax IIst
(hJTaKOHOB, CHAOXKEHHBIX IITYYHBIM J103aTO
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JOIIOJTHUTEJIbHO HAHECCH TeMaTHYCCKHI PHUCYHOK.

Bo3morkno Haymmawme 2D win QR-xoxa, BHYyTpeHHHX MU(POBBIX
WY IITPUXOBBIX IPOU3BOACTBEHHBIX KOJOB KOMIIAHUH.

B03MOXHO HaIMYHE 3aIUTHBIX HAKICEK. J[OMOIHUTEIBHO
MOJXKET ObITh HaHECCHA HH(OPMAIHSI Il MOHUTOPHHTA
JBIDKCHHUSI JIEKaPCTBEHHBIX IPENapaToB OT MPOM3BOAUTEIS 10
KOHEYHOT'0 MOTpeOuTes.

VIaKoBKa: ITo 64 TabneTku BO (hIaKOH U3 IOJHUIIPOIHIICHA C
MOJIMA THIICHOBOM MPOOKOH, CHA0KEHHOH I TYYIHBIM
J103aTOPOM. CooTBeTcTBYET

[To 1 ¢makoHy ¢ MHCTPYKIMEH 110 IPUMEHEHUIO B
KapTOHHYIO IauKy.

Jlannas cepus oTBeuaeT TpeboBaHusIM HopMaTUBHON JOKyMEHTAIUMK (4aCTH PErHCTPALIMOHHOTO JI0ChE), 3apEerUCTPUPOBAHHON B
Poccuiickoit @enepanun B HACTOALLEE BpeMs, 110 IIEPEUNCIEHHBIM [TOKA3aTeNsIM KaueCTBa.

JlaHHast cepusi MPOU3BE/ICHA B COOTBETCTBUH ¢ TpeOOBaHMSIMHU TeKyIeil Hautexarnieit mpon3BoICTBEHHO!N MPAKTUKU H COOTBETCTBYET
CHECHU(UKAIUSIM COOTBETCTBYIOIICTO PETUCTPAIMOHHOTO yI0CTOBEpeHUs. JlaHHbIi cepTH(UKAT aHAH3a [TOITIHCAH dIICKTPOHHOU
MOAIHUCKIO C UCIIOJIb30BAaHUEM BaJIMIMpOBaHHON cucteMbl LIMS.

3ak/il0ueHHe YIOJJHOMOYEHHOTI0 JMIA
3akiarouenne: OJIOBPEHO
Jara: 22-CEH-2022 14:53
Y1oJ1HOMO4YEeHHOe JTHI0: dr.Beszteri Bojana
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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 : 794503 Item code : VER 794503
Product name : NO-SPA (R) tablets, 40 mg 64X

Import. country : Russia

Lot number : FV100 Customer lot : FV100

Date of manufacture: 27-AUG-2022 Expiry date : JUL-2027
Strength : see at the assay

Dosage form : tablet Release gty (packs): 65792
Packaging type : PP container Batch Number of API: FV03083
Storage condition : Store between +15°C and +25°C, in original packaging

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 % 2.2 %
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) 40.0 mg
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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 : 794503 Item code : VER 794503
Product name : NO-SPA (R) tablets, 40 mg 64X

Import. country : Russia

Lot number : FV100 Customer lot : FV100

Date of manufacture: 27-AUG-2022 Expiry date : JUL-2027
Strength : see at the assay

Dosage form : tablet Release gty (packs): 65792
Packaging type : PP container Batch Number of API: FV03083
Storage condition : Store between +15°C and +25°C, in original packaging

L . . :
Tests Specifications Results
DISSOLUTION

after 30 min. Q=75 % (n=6) of the label

claim of drotaverine hydrochloride

- Bowl 1 >= 80 % 97 %
- Bowl 2 >= 80 % 99 %
- Bowl 3 >= 80 % 96 %
- Bowl 4 >= 80 % 98 %
- Bowl 5 >= 80 % 98 %
- Bowl 6 >= 80 % 98 %
- 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:ND P N011854/02-160611, variations 1-10

SHELF LIFE 5 years

API used for production
Manufacturer's name of API

- Drotaverine hydrochloride EUROAPI (formerly CHINOIN) - H-1045 Budapest, To u. 1-5, Hungary
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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 794503 Item code VER 794503
Product name NO-SPA (R) tablets, 40 mg 64X

Import. country Russia

Lot number FV100 Customer lot FV100

Date of manufacture: 27-AUG-2022 Expiry date JUL-2027
Strength see at the assay

Dosage form tablet Release gty (packs): 65792

Packaging type
Storage condition

\.

Batch Number of API: FV03083
Store between +15°C and +25°C, in original packaging

PP container

language:

language:

The carton label states in Russian

Tests Specifications Results
Packaging and labelling: In accordance with ND
The vial label states in Russian The trade name of the medicinal product Complies

with the ® registered trademark symbol,
the strength, the number of tablets in
the vial, name and quantity of active
substance per 1 tablet, "The drug
contains lactose monohydrate”, “For oral
administration”, conditions of
dispensing, the storage conditions,
“Keep out of reach of children”,

"Acts selectively for abdominal pain*",
"*for pain caused by spasm of smooth
muscles", manufacturer's name and
country, registration certificate
number, holographic protective sign,

batch number, expiration date. The label
of the vial equipped with a

tablet dispenser additionally contains

a thematic picture. The bottom of the
vial equipped with a tablet

dispenser additionally contains a
tamper-evident sticker. It is possible
to have internal digital or bar
production codes.

The trade name of the medicinal product Complies
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
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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)

SANOFI .2

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

GMID code 794503 Item code VER 794503
Product name NO-SPA (R) tablets, 40 mg 64X

Import. country Russia

Lot number FV100 Customer lot FV100

Date of manufacture: 27-AUG-2022 Expiry date JUL-2027
Strength see at the assay

Dosage form tablet Release gty (packs): 65792

Packaging type
Storage condition

\.

PP container

Batch Number of API: FV03083

Store between +15°C and +25°C, in original packaging

Tests

Specifications Results

Packaging:

Regulatory dossier)

It is confirmed that the current batch meets the requirements of the Normative Document

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, Complies
internal digital or bar production codes
of the company. There may be protective
stickers. 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.

64 tablets in a polypropylene bottle Complies
with a polyethylene stopper equipped

with a piece dispenser. 1 vial together
with instructions for use in a cardboard

pack.

(as a part of

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
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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 : 794503 Item code : VER 794503

Product name : NO-SPA (R) tablets, 40 mg 64X

Import. country : Russia

Lot number : FV100 Customer lot : FV100

Date of manufacture: 27-AUG-2022 Expiry date : JUL-2027

Strength : see at the assay

Dosage form : tablet Release gty (packs): 65792

Packaging type : PP container Batch Number of API: FV03083

Storage condition : Store between +15°C and +25°C, in original packaging

of the relevant Marketing Authorization. || This Certificate of Analysis has been electronically signed from a )

validated LIMS.

Decision : ACCEPTED
Date : 22-SEP-2022 14:53
Qualified person dr.Beszteri Bojéna

rap_coa_resultats v5 Page 5/ 5



	794503-FV100
	794503-FV100

