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 .7

Jlo3upoBKa:

GMID xon: 794503
|Ipoaykr

CTpaHa-ummnoprep: Poccus
Howmep cepun: Fv102

/laTa mpousBoacTBa: 27-ABI'-2022

Kopn ToBapa:

HO-ILIITA ® 40 mr tadaerkn 64X

Howmep cepun knuenra:

VER_794503

FV102

[ara ucreuenus cpoxa rognoctu: HIOJI-2027

CM. pE3yJibTaT OIPCACICHUA

KOJIMYCCTBCHHOT'O COJACPKAHUA

TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ynakoBok): 64 944

'YIIakoBKa: IIT ¢pmakon Howmep cepuun ADU: FV03083

Y cioBus XpaHeHus XpaHUTb B OpUTMHAIBHON YIIaKoBKe Ipu Temieparype ot 15°C go

25°C.

Iloxa3atesn Hopmbl PesysibTaThl

XAPAKTEPUCTHUKHA

— Onucanue Kpyruibie 1BosIKOBBITyKIIbIe TaOJIeTKU jKkenToro ¢ - COOTBETCTBYET
3€JIEHOBATHIM MII OPAH)KEBATHIM OTTCHKOM
I[BETa, C IPAaBUPOBKOH «Spa» Ha OTHOU CTOPOHE.

— OnmHOopoaHOCTh no3upoBanus (BOYKX) AV<15.0% 2,2 %

EBp.®apwm., 2.9.40/TD PO

NOJJIMHHOCTDb

- BDBXX Bpewms ynep:xuBaHusl OCHOBHOTO IMHUKA Ha CooOTBeTCTBYET
XPOMAaTOrpaMMe HCIIBITYEMOr0 PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMECHH
yIEep’KUBaHHUS OCHOBHOT'O MHMKa Ha
XpOMarorpaMme CTaHJapTHOTO PacTBOPA.

—  Y®-crekrpoporoMeTpust Y bTpaduoNeToBkIN CIIEKTP PacTBOPA, CooTBeTcTBYeT
MIPUTOTOBJICHHOTO JUISl ONPEICTICHHS
pacTBOPEHMI, OJKEH UMETh MAaKCHMYMBI
MOTJIONICHHUS TIPU JJIMHAX BOJH (241 £2) HM,
(302+2) um u (353+2) HM.

POJACTBEHHBIE TIPUMECH (B27KX)

— JlporaBepanaux <1,0% 0,00 %

— Tlepnapun <0,2% 0,00 %

— JIobas npyras npumech <0,2% <0,10 %

— CymMma npumeceit <2,0% 0,0 %

KOJIMYECTBEHHOE OIIPEJIEJIEHUE

(BKX)

— JlpoTaBepuHa ruApOXJIOPHL 40,0 mr £ 5% (38,0 - 42,0 mr) 40,3 mr
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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: Fv102 Howmep cepun kinuenTa: Fv102
/laTa mpousBoacTBa: 27-ABI'-2022 [ara ucreuenus cpoxa rognoctu: HIOJI-2027
Jlo3upoBKa: CM. pe3yabTaT ONpEaEICHUs

KOJINYECTBEHHOTO COJEPKAHUA
TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ynakoBok): 64 944
'YIIakoBKa: IIT ¢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 3asBICHHOTO
COZEpXKaHUS IPOTaBepHHA THAPOXJIOPHIA

-Yamka 1
-Yarmka 2 He menee 80 % 99 %
-Yamka 3 He menee 80 % 100 %
-Yamka 4 He menee 80 % 99 %
-Yamka 5 He menee 80 % 100 %
-Yamxka 6 He menee 80 % 99 %
He menee 80 % 99 %
- CTAJIUA 2:
Cpennee 3HaueHue sl 12 TabIeToK JO0IHKHO HE IMPOBOANJIOCH
ObITh He MeHee yeM 75 % uepe3 30 MUHYT, 1 HU
OJIHO# TaOJIETKH CO 3HaUYeHuEM MeHee yeM 60 %.
-CTAOUA 3: CpenHee 3HaueHUE It 24 TaOJIETOK JOIDKHO

OBITH HE MeHee ueM 75 % depe3 30 MUHYT, HE
Ooiee 2 TabneTok MOryT MMeTh 3HaueHne menee  HE [TPOBO/JIMJIOCH
ueM 60 %, 1 HU IS OQHOM Ta0JIETKH HE MOXKET
ObITh 3HaueHHs MeHee yeM S50 %.
JlonosHuTeAbHAsA MHGOPMaLUs
Mukpobuonorndeckas yucrora (Esp.dapm)*

-Obuiee KOIHMYECTBO aHAIPOOHBIX <100
mukpooprannzmos (TAMC), KOE/r

-O011ee KOJIMYECTBO IUIECHEBBIX U IPOKKEBBIX <10

rpubos (TYMC), KOE/r

- Dmepuxus xony, 1 r OtcyTcTByeT

* JlOTIOJTHUTEIbHBIE TECTUPOBAHMS HE IPOBOISATCS B X0JI€ PYTUHHOTO KOHTPOJISI KAUeCTBa, HE MPOBOIMIINCH Ha JJAHHOI @
(mpoBoxsTcs Ha Kax0# 10-1, HO He MeHee, 4eM Ha | cepuu B To1)

CchUlka Ha 0I00pEHHYI0 HOPMATHBHYIO HJ ITNO011854/02-160611, m3menenust 1-11
JIOKYMEHTALHUIO:
CpOK TOJIHOCTH: 5 ner

A®MU, ncnoib30BaHHBIH B X0/1€ POU3BOACTBA
[TpousBoaurens AOU
-JlporaBepruHa TUIPOXIOPHT EUROAPI (formerly CHINOIN) H-1045 Budapest, To u. 1-5, Hungary
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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)

SANOFI .7

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

Jlo3upoBKa:

GMID xon: 794503 Kopn ToBapa: VER_794503
|Ipoaykr HO-IIITA ® 40 mr Taduaerkn 64X

CTpaHa-ummnoprep: Poccus

Howmep cepun: Fv102 Howmep cepun kinuenTa: Fv102

/laTa mpousBoacTBa: 27-ABI'-2022 [ara ucreuenus cpoxa rognoctu: HIOJI-2027

CM. pE3yJibTaT OIPCACICHUA
KOJIMYCCTBCHHOT'O COJACPKAHUA

TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ynakoBok): 64 944
'YIIakoBKa: IIT ¢pmakon Howmep cepuun ADU: FV03083
Y cioBus XpaHeHus XpaHUTb B OpUTMHAIBHON YIIaKoBKe Ipu Temieparype ot 15°C go
25°C.
YnakoBka U MAPKHPOBKa: B coorBercTBHM ¢ H]] CooOTBeTCTBYET

Ha stukerke q)HaKOHa Ha pYCCKOM S3BIKE YKa3aHO:

Ha KapTOHHOﬁ TIaYKE Ha PyCCKOM SA3BIKE YKa3aHO:

TOProBOC HAMMECHOBAHWE NpErapara ¢
MPEaYNPEAUTEIFHON MapKUPOBKOH ®),
JIO3MPOBKA, KOJIMYECTBO TAOJIETOK BO (hIIAKOHE,
MEXyHapOIHOE HEIIATCHTOBAHHOE
HauMEHOBaHue, «/ {11 npuema BHYTpbY,
«IIpenapaT coepKUT JAKTO3bI MOHOTHIPATY,
YCIIOBHUS XpaHEHHUs, « XpPaHUTh B HEAOCTYITHOM
Ui ieTei Mecte», «MakcumarbHas CyTO4Hast
J103a JJIsl B3POCIIBIX - 6 TaOJNIETOK, JUIS ACTeH
crapiie 12 yiet - 4 TabneTku, ist IeTer oT 6 J10
12 set -2 TabneTkm.», «JleicTByer
HM30MPATENBEHO NPH 00IH B XKHUBOTE™», «*IIpH
00J11, BEI3BAHHOM CIIa3MOM IJIaJIKOM
MYCKYJIaTypBbL.», HAUMEHOBAHUE U CTPAHY
(hUPMBI-TIPOU3BOIUTEIISI, TOJOTpaPUICCKUI
3aLIUTHBIN 3HAK, HOMEP CEPUH, J]aTa OKOHYAHUS
CpOKa rOJHOCTH, TEMATHYECKHI PUCYHOK.

Ha nmHe (hnakona, TOMOTHUTENFHO PETyCMOTPEH
KOHTPOJIb [IEPBOrO BCKPBITUS B BUJIE HAKJICHKHU.

Bo3MoxHO Hanmm4Ire BHYTPEHHUX HU(DPOBBIX MIIH
IITPUXOBBIX IIPOU3BOJCTBEHHBIX KOJOB.

CoOTBeTCTBYET
ToproBoe HaMEHOBaHUE Ipenapara ¢

MPeLyNPEAUTEIEHON MapKUPOBKOH ®,
MEIyHapOHOE HEMATEHTOBAHHOE
HaMMEHOBAHHUE, JO3UPOBKA, KOINIECTBO
Ta0JICTOK B YIIAaKOBKE, JIKApCTBEHHAs (hopma,
«/1st mpuéMa BHYTPB», YCIIOBHUS OTITYCKa,
YCIIOBHS XpaHEHUsI, « XPAaHUTh B HEAOCTYITHOM
JUISL IETel MecTey, HAUMEHOBAaHNE U KOJIMUECTBO
JICHCTBYIOLIETO BELIECTBA B OJTHOM TalOJIEeTKE,
«IIpenapaT coaepKUT JAKTO3bl MOHOTHIPAT,
«Ilepen mpuMeHeHHEM BHUMATEIBHO
MIPOYNTANTEe HHCTPYKIHIOY, MpHudT Bpaiins
(HamMeHOBaHHe IperapaTa), roaorpaduaeckuit
3aIIUTHBIN 3HAK, «/lefcTByeT M30MpaTesbHO IpH
00JIH B )KUBOTE™», «*MpH 00N, BEI3BAHHOM
CIa3MOM IVIaZIKOW MYCKyJIaTypb», «Crocod
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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 .7

GMID xon: 794503

|Ipoaykr HO-IIITA ® 40 mr Taduaerkn 64X
CTpaHa-ummnoprep: Poccus

Howmep cepun: Fv102

/laTa mpousBoacTBa: 27-ABI'-2022

Jlo3upoBKa: CM. pe3yabTaT ONpEaEICHUs
KOJINYECTBEHHOTO COJEPKAHUA

TekapcTBeHHas Gopma: Tabnerku

'YIIakoBKa: IIT ¢pmakon

Y cl10BUS XpaHEHUS

25°C.

Koa ToBapa: VER_794503

FV102

[ara ucreuenus cpoxa rognoctu: HIOJI-2027

Howmep cepun knuenra:

Brimymennoe koin-Bo (ynakoBok): 64 944

Howmep cepuun ADU: FV03083

XpaHuTh B OPUTHHANBHON yMakoBKe npu Temnepatype ot 15°C no

npuMeHeHus: Bapocieie: mo 1-2 tabnerku 2-3
pasa B 1ens. Jletn crapme 12 et: no 1 taGrerke
1-4 pa3a B enb win 110 2 Tabnetku 1-2 pasa B
neHb. Jletn ot 6 o 12 ner: no 1 tadnerke 1-2
pasa B JICHb.», HANMEHOBAHUE U CTPAHy
MPOU3BOJUTENSI, HOMEP PETUCTPALIHOHHOTO
YJI0CTOBEPEHHS, JIOTOTUIT KOMITAaHUI
(TaTHHCKUMHK OyKBaMM), HOMEp CEpHH, 1aTa
MPOM3BOJICTBA, JaTa OKOHYAHUS CPOKa
TOAHOCTH, INTPUX-KOJI, TEMAaTUYECKUI PUCYHOK.
Ha xapTOHHBIX maukax s (rakoHOB,
CHA0XEHHBIX MITYYHBIM JJ03aTOPOM,
JOMOJIHUTEIbHO HAHECEH TEMATHUECKUH

PHUCYHOK.

Bo3moxxHo Hammume 2D mim QR-kona,
BHYTPEHHUX IH(POBBIX WM IITPHXOBBIX
MIPOU3BOJICTBEHHBIX KOJJOB KOMITAHUH.

Bo3MoxHO Hanu4Me 3alUTHBIX HAKIIEEK.
JIOTIOJTHUTEIEHO MOJKET ObITh HAHECeHA
nH(OPMAIHs I MOHUTOPHHTA [IBHIKCHHS
JIEKapCTBEHHBIX MPENapaToB OT NPOU3BOAUTEIS
JI0 KOHEYHOTO TIOTPEOUTEIIS.

‘VnakoBka:

[To 64 Tabxerky Bo (h1akoH U3

CooTBeTCTBYET

MOJTUTIPOTIAIICHA C MOJIUITUICHOBON
MPOoOKOH, CHAOKEHHOH IITYy9IHBIM

JI03aTOPOM.

ITo 1 dmakoHy ¢ HHCTPYKITHEH 11O
MIPUMEHEHHIO B KAPTOHHYIO MAUKY.

[lannas cepus oTBeyaeT TpeboBanusIM HopMaTHBHOM JOKyMEHTAMK (YaCTH PErUCTPALlMOHHOIO 10ChE), 3apPETUCTPHUPOBAHHOM B
Poccuiickoii @enepanuu B HaCTOSILEE BpeMs, 110 IEPEUUCIICHHBIM II0Ka3aTeIsIM KaueCTBa.

ﬂaHHaSI Cepus NMPOU3BCJCHA B COOTBETCTBUHU C Tpe6OBaHH$IMI/I TeKyU_IeI/I Ha[[ne)}(amen HpOI/I3BOZ[CTBeHHOI/I IIPAKTUKU U COOTBETCTBYCT

crien(UKALMAM COOTBETCTBYIOIIEIO PErHCTPALMOHHOTO Y0CTOBEpeHUs. JlaHHbIH cep
MOJMKCHIO € UCIIOIb30BaHUEM BaIMIUPOBaHHOM cuctembl LIMS.

n3a rnoArnrncaH aﬂeKTpOHHOI/I
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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: Fv102 Howmep cepun kinuenTa: Fv102
/laTa mpousBoacTBa: 27-ABI'-2022 [ara ucreuenus cpoxa rognoctu: HIOJI-2027
Jlo3upoBKa: CM. pe3yJbTaT ONPECICHUS

KOJINYECTBEHHOTO COJEPKAHUA
TekapcTBeHHas Gopma: Tabnerku Brimymennoe koin-Bo (ynakoBok): 64 944
'YT1akoBKa: TIIT ¢pnakon Howmep cepun ADU: FV03083
Y cioBus XpaHeHus XpaHUTb B OpUTMHAIBHON YIIaKoBKe Ipu Temieparype ot 15°C go

25°C.

3akJ/il0ueHue YoJHOMOYEHHOT0 JHIa
3akJjoueHue: OJIOBPEHO
Hara: 20-CEH-2022 10:19
Y10JIHOMOYEeHHOe JIMIIO: 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 794503 Item code VER 794503
Product name NO-SPA (R) tablets, 40 mg 64X

Import. country Russia

Lot number Fv102 Customer lot Fv102

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

Dosage form tablet Release gty (packs): 64944
Packaging type PP container Batch Number of API: FV03083

Storage condition

\.

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

- Drotaveraldine
- Perparine
- Any other impurity

- Total impurities

ASSAY (HPLC)
- Drotaverine HC1l

RELATED SUBSTANCES (HPLC)

for dissolution testing should have

absorption maxima at (241+/-2)nm,
(302+/-2)nm, and (353+/-2)nm.

<= 1.0 %

<= 0.2 %

<= 0.2 %

<= 2.0 %

40.0 mg +/- 5% (38.0 - 42.0 mg)

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

40.3 mg
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Opella Healthcare Hung
2112 Veresegyhéz,Lévai
(formerly CHINOIN Priv
2112 Veresegyhéaz,Lévai

BATCH CERTIFICATE

ary Ltd.,
u.5.,Hungary
ate Co.Ltd.,
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 FV102 Customer lot FV102

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

Dosage form tablet Release gty (packs): 64944

Packaging type

Storage condition

PP container

Batch Number of API: FV03083

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

\.

Tests Specifications Results
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 >= 80 % 99 %
- Bowl 2 >= 80 % 100 %
- Bowl 3 >= 80 % 99 %
- Bowl 4 >= 80 % 100 %
- Bowl 5 >= 80 % 99 %
- 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

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 1-11

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
rap_coa_resultats v5 Page 2 / 5



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 Fv102 Customer lot Fv102
Date of manufacture: 27-AUG-2022 Expiry date JUL-2027
Strength see at the assay

Dosage form tablet Release gty (packs): 64944

Packaging type
Storage condition

\.

PP container Batch Number of API: FV03083

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

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 with Complies

the ° registered trademark symbol, the strength,
the number of tablets in the vial, the international
nonproprietary name, ‘For oral administration",
"The drug contains lactose monohydrate",

the storage conditions, “‘Keep out of the reach of
children, “The maximum daily dose for adults —
6 tablets, for children over 12 years old — 4
tablets, for children from 6 to 12 years old — 2
tablets.” "Acts selectively for abdominal pain*",
"sfor pain caused by spasm of smooth muscles",
manufacturer's name and country, holographic
protective sign, batch number, expiration date,
thematic picture. The bottom of the vial
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

rap_coa_resultats v5

Page 3/ 5



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 : Fv102 Customer lot : Fv102

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

Dosage form : tablet Release gty (packs): 64944
Packaging type : PP container Batch Number of API: FV03083
Storage condition : Store between +15°C and +25°C, in original packaging

< o
Tests Specifications Results

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.

Packaging: 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.

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 ]
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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 : Fv102 Customer lot : Fv102

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

Strength : see at the assay

Dosage form : tablet Release gty (packs): 64944

Packaging type : PP container Batch Number of API: FV03083

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

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

validated LIMS.

Decision : ACCEPTED
Date : 20-SEP-2022 10:19
Qualified person dr.Beszteri Bojéna
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