JIEPYKABHA CJIYXKBA 3 IKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKII OBJIACTI

npoB. Ceitnuunoi Hanit, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BHUCHOBOK
Npo SIKiCTH BBE3eHOT0 B YKpaiHy JIKapcbKoro 3acody

20.08.2024 Ne 40443/24/10

HO-IIITA®

(HaliMeHyBaHHs JTIKAPCLKOTO 38C00Y 3rifHO 3 peecTpalifHuM MOCBIXIEHHs M)
ta6aerku no 40 mr Ne 24: no 24 Tabaerkn y Gaictepi; mo 1 6aicTepy B KapToHHiH KopoOui

(popma BUITYCKy, AO3YBAHHS, BUA NAKYBAHHS JiKapChKOro 3acoGy)
Howmep peectpauiiitoro nocsinuenns UA/0391/01/02 crpox aii peectpauiiinoro nocsinuenna 01.01.2099
Cepis nixapeskoro 3acoby Ne AR44CN Kinbkictb BBeseroro jikapewkoro 3aco6y 151200

BupoSHuk Onesnna Xenckea [onang Cn. 3 0.0., [loabma
(naiiMeHyBaHHs BUPOOHHUKA Jlikapcbkoro 3acoly, KpaiHa NoXOMmKEeHHs)

Baeseno B Yipainy TosapucTBo 3 06Mexenoro Bitnosizansuictio "OIEJLIA
XEJICKEA YKPAIHA", inent. xoa: 43726391

(HaiiMenyBaHHs Ta koJ 3a €JPITOY topumuaHoi ocobu ago npissuire, iM's, 1o 6aThkosi (isnuHol
0co6u - MiAnpueMUs, i MicLle TPOXKMBAHHS Ta peecTpaliifiumit HoMmep 06/1iKOBOT KapTKH IUTATHHKA
riofatkis aGo cepist Ta HOMep [acropTa)

Tporokon sisyaasuoro kourpomo ein 14.08.2024 Ne 2385/5.

3a  pesynabTaTAMH  JIEPKABHOTO KOHTDOJNIO BCTAHOBJNIGHO, 110 Jjikapchkud 3aci6 BBeseno B YkpaiHy 3

JOTPUMAHHSM BHMOT 3aKOHOZABCTBA 11010 3a6e3neuenHs AKoCTi JikapchknX 3aco6is.

/5 (.4 Bixrop CTEGKIBCBKUM

(Anney” (ininians ta npizsuine)
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sanofi

Opella Healthcare Poland Sp. z 0.0,,
52 Lubelska Str., 35-233 Rzeszow, Poland

Product:

GMID code:

Batch number:
Manufacturing date:
Expiry date:
Destination:

CERTIFICATION STATEMENT

With the product license
Manufacturing license No 167/0190/15

No-Spa®
tablets 40 mg,
No 24: 24 tablets in a blister; 1 blister in a carton box

Active ingredients: Drotaverine hydrochloride
{Marketing authorization No UA/0391/01/02)

669122
AR44CN
07.2024
06.2027
UKRAINE

“I hereby certify that the stated information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above-mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation
of the registration dossier of the importing country. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP.”

The number of units which were passed as satisfactory were: 296 244 Unit boxes

Prepared by:
(Date & Signature)

Signed by (Qualified Person):
(Date & Signature)

E é b N t / /( Electronically signed by: Elzbleta Iwanko . s, . Electronically signed by: Anna Chmiel
20100A Wahuo Reason: opracowanie . N qu A @l Reason: Released
Date: Jul 12, 2024 08:40 GMT+2 Yiied LA g v Date: Jul 12, 2024 12:39 GMT+2
Opella Healthcare Poland Sp. 2 0.0, 2 zakladem produkeyinym w Rzeszowie ul. Lubelska 52, 35-233 Rzeszow, Polska

Tel. +48 17 850 25 00



Certificate of Analysis / -
Batch Certificate sanofi

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw, Poland
Tel., +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 145094

Product Name: NO-SPA

Batch No.: AR44CN Strength: 40MG

GMID Code: 669122 Country: Ukraine
Dosage Form: Tablets Manufacturing Date: 02/07/2024
Packaging: 24x Tablets in blisters Expiry Date: JUN-2027
Storage: Below 25°C, In the original package

Marketing Auth. No.: UA/0391/01/02

? TESTS SPECIFICATIONS RESULTS

Appearance round, convex tablets. On one face of complies

the tablets sign "spa" is engraved

Colour yellow with greenish or orange tint complies
Diameter of tablets about 7 mm (6.8 - 7.2 mm} 7.0 mm
Reight of tablets about 3.4 mm (3.3 - 3.6 mm) 3.4 mm
Average mass 140 mg +/- 7.5 % (129.5 - 150.5 mg) 139.7 mg
Uniformity of mass complies complies

Identification of drotaverine HC1:
- by HPLC retention time of sample corresponds to complies

retention time of reference

- by UV absorption maxima at 241+/-2nm, complies
302+/~2nm and 353+/-2nm

Related substances by HPLC:

- Drotaveraldine not more than 0.50 [ %] <0.05 %

- Perparine not more than 0.20 [ %] <0.05 %

~ Each other impurity not more than 0.20 [ %] 0.11 %

_ Total not more than 1.0 [ % 0.2 %

Assay of drotaverine HCl:

- by HPLC 38.0 - 42.0 [ mg/tbl] 40.3 mg/tbl.

rap_coa_resultats v4 Page 1 / 3



Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. z o.o0.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdw,
Tel. +48 17 850 25 00

Poland

167/0190/15
149094

Authorisation Number:
BEudraGMDP Reference Number:

sanofi

Product Name: NO-SPA
Batch No.: AR44CN Strength: 40MG
GMID Code: 669122 Country: Ukraine
Dosage Form: Tablets Manufacturing Date: 02/07/2024
Packaging: 24x Tablets in blisters Expiry Date: JUN-2027
Storage: Below 25°C, In the original package
Marketing Auth. No.: UA/0391/01/02
TESTS SPECIFICATIONS RESULTS
Dissolution in 30 min (Q=75%) by UV:

not less than 80 [ %] 97 %

- minimum value of the 6 units

- minimum value of the 12 units not less than 60 [ %]

- average value of the 12 units not less than 75 [ %]

- minimum value of the 24 units not less than S0 [ §]

- average value of the 24 units not less than 75 [ %]

- number of units below Q - 15 not more than 2
Microbiological purity

(The test is performed periodically

at release)

Microblal enumeration test:

~ TAMC not more than 1000 { CFU/g]
- TYMC not more than 100 [ CFU/dq]
Specified microorganisms:

- Escherichia coli absent (1 g)

not applicable
not applicable
not applicable
not applicable

not applicable

not applicable

not applicable

not applicable

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation (S)

of the destination country/countries

rap_coa_resultats v4

Page 2 / 3




Opella Healthcare Poland Sp. z 0.0.
0ddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszow,
Tel. +48 17 850 25 00

167/0190/15
149094

Authorisation Number:
EudraGMDP Reference Number:

Poland

Certificate of Analysis /
Batch Certificate

<anofi

Product Name: NO-SPA
Batch No.: AR44CN
GMID Code: 669122
Dosage Form: Tablets

Packaging:
Below 25°C, In
UA/0391/01/02

Storage:
Marketing Auth. No.:

24x Tablets in blisters

Strength:

Country:
Manufacturing Date:
Expiry Date:

the original package

40MG
Ukraine
02/07/2024
JUN=-2027

Qualified Person Decision

o

Status of Decision:
Date of Decision (UTC+1l):

Qualified Person:

Released
12-JUL-2024 12:34:20.00

A. Chmiel

This Certificate of Analysis has been electronically signed from a validated LIMS

rap__coa_rasul tats vd

Page

3/ 3



sanofi

Omnesna Xenckea [Monang Cr. 3 0.0.
ByJ1. llo6esnbcbka 52, 35-233 Weinys, [Tosbiya

Jlikapcbkui 3aci6:

Kog GMID:

Howmep cepii:

JlaTta Bupo6HunTBa:
TepMiH npuaaTHOCTI:
Kpaina npusHayenns:

3AABA IIPO CEPTH®IKAILIIIO
3 JIiLleH3110 Ha TPOAYKT A0
Jiuensii Ha Bupo6HunTBO N2 167/0190/15

Ho-IIna®
TabseTku no 40 Mmr,
Ne 24: 24 Tabnetku y 6aicTepi; 1 61icTep y kapToHHii Kopo6L;
Airouya pevyosuHa: JpoTaBepHHy riApOXIOpHA
(Peectpauiitne noceiguerHs Ne UA/0391/01/02)

669122
AR44CN
07.2024
06.2027
YKPAIHA

«lunm 3acsiduyio, wo nasedena suwe ingopmayis € docmosipHOW ma moyHow. Hana cepis 6yaa eupobaenaq,
8KAHOUHO 3 NAKYBAHHSAM/MADKYSAHHAM, NPOBEAEHHSIM KOHMPOIO IKOCMI, HA 3a3HaueH il suwe dinvHuyi
nosHicmio 8idnogiono do npasus GMP, micyegux pezyasmopHux opzanis, cneyudpikayiill do Peecmpayiiinozo
nocgidueHHs peccmpauitiHozo docbe Kpainu-imnopmepa. [lpomokoau gupo6ruymaa, nakysaHmMs ma aHanisie

6y/au nepeaasHymi ma 6cmaHoeneHo 8idnosidHicms GMP».

KifbKicTb 0iMHMIb, AIKI YCIIILHO NPOHLLTH BUNPOGYBaHHs: 296 244 yHaKoBOK

[ligroTysas:
(Jara Ta Mignuc)

llidnucaHo eaekmpoHHo:

Hiamicana (YnornoBaxena Oco6a):
(Aata Ta Mignuc)

Midnucano eaexmponHo:

Enizabema leanxo [Elzbieta Iwanko] AHna Uimins [Anna Chmiel]

lIpuvuna: Cmeoperus

{Ipununa: Bunyweno

Hdama: 12.07.2024 08:40 GMT +2 Adama: 12.07.2024 12:39 GMT +2

(Ha odiuiftnomy 61aHKy nignpueMcTsa)



sanofi
CEPTUDIKAT AHANI3Y / CEPTUDIKAT CEPII Mepexnaz

Onesua Xesickea ITonang Ci. 3 0.0.

Bupo6uuya AiibHuuA B MicTi Kewys

By Jlio6esibebka 52, 35-233 Xeurys, [losbwa
Ten. +4817 85025 00

Homep Bupo6uuuoi gisbHuLi: 167/0190/15
Homep nocunauns EudraGMDP: 149094

Ha3sa npoAyKTYy: HO-IUIIA
HomMmep cepii: AR44CN Cuaa ail: 40 Mr
GMID koz; 669122 KpaiHa: YKpaiHa
Jlosoeana ¢opma: TabseTku JlaTa BUrOTOBJIEHHS: 02.07.2024
YnakoBKa: 24 TabaeTkH y 6JicTepi TepmiH NpUAATHOCTI: 06.2027
YMoBH 36epiranHs: 36GepiraTy B OpUriHa/bHil yrnakoBLi Npy TeMIepaTypi Hik1e +25°C
Homep PII: UA/0391/01/02
TECTH l CIIELM®IKALIT l PE3YJBLTATH
30BHIIIHIA BUTTIAL Kpyr.ii Tabnetku onyxioi popmu. Ha oauii nosepxwi Bi .
TabJ/1eTOK € rpaBipyBaHHsA 3 HAATUCOM «Spay IANOBIAAE
Kounip YKoBTHH i3 3eseHyBaTHM 260 OpaHKeBUM BIATIHKOM Bignosigae
JiameTp TabJeTOK 6113bK0 7 MM (6,8-7,2 MM) 7,0 MM
BucoTa Tab1eToK 6auasko 3,4 MM (3,3-3,6 MM) 3,4 MM
CepeaHs Maca 140 Mr +/- 7,5 % (129,5-150,5 mMr) 139,7 mr
OaHOpiAHICTE MAacH Bignogigae Bignosizae
IzenTudikaunin gporasepuny riipoxjaopuay:
- wMeToaom BEPX yac yTpUMyBaHHs 3pa3ka BiAnoBiaae yacy Binosizae
yTPHMYBaHHSA CTaHJAPTY
- MeTtoAoM YP MaKCHMMYMH TIOTJIHHAHHSA [IPH JOBXKH] XBui 241+ /- Bianosizac
2 HM, 302+/-2 uM 1a 353+/-2 HM
Criopigueni gomimkn MeToAoM BEPX:
— JlpoTaBepangin He 6inbiue 0,50 [%] <0,05 %
— [lepnapin He 6iane 0,20 [%] <0,05 %
— OpauuuuHa HeigeHTudIKOBaHa JoMillKa |HE 6inse 0,20 [%] 0,11 %
— Ycworo He 6inbwe 1,0 [%] 0,2%
KijibkicHe BU3HaYe€HHS APOTABEPHHY TiAPOX/I0pUAY:
- meTonoM BEPX | 38,0~42,0 [Mr/TabneTky] 40,3 mr/TabaeTky
PosunnenHs 3a 30 xpuanH (Q = 75 %) metosom Y&:
— MiHiMa/IbHe 3HaYeHHsA 6 OAMHUID He meniue 80 [%] 97 %
— wminiManbHe 3HayeHHdA 12 oAMHHIb He menwe 60 [%] He 3acTOCOBHO
— cepefHE 3HayeHHsA 12 0MHHIB He menuie 75 [%)] He 3acTOCOBHO
— MiHiManbHe 3HaYeHHs 24 0JAMHHUIlb He menre 50 [%] He 3acTOCOBHO
— cepeJiHE 3HAYEHHA 24 0UHHIb He menie 75 [%] He 3acTOCOBHO
—  KiIBKICTb OAMHHMLDB HHxye Q — 15 He 6inbiie 2 He 3acToCOBHO
Mikpo6ioJioriuna yucroTa
(Bunpo6yBaHHs TPOBOAUTLCA HEPIOJAHIHO
IiJ{ 9ac BUOYCKY)
BusHaueHHA KiJIbKOCTI MiKpoopraHiaMis;
~ TAMC ge 6inpwe 1 000 [KYO/r] He 3aCTOCOBHO
- TYMC He Ginpbme 100 [KYO/r] He 3aCTOCOBHO
Cneyudivni mikpoopraHizmMu:
— Escherichia coli sigcyTHi (1 1) He 3acTocoBHO

Us cepia 6ysa BMrOTOBJEHA BiJNOBIAHO [0 WOTOYHMX BHMOT GMP Ta Bignosigae cneuyudikalisM BiANOBIAHOTO
Peecrpauifinoro [locsig4eHHs.




sanofi

CEPTH®IKAT AHAJII3Y / CEPTU®IKAT CEPII Mepexnaz

Onenna Xenckea [lonang Cr. 3 0.0.

Bupo6uuyua ginbHuua B micTi 2Kemys
ByJ1. Jlw6enbcbKa 52, 35-233 Weiys, [Toasia

Tes. +4817 850 25 00

Homep Bupo6uuyol ginsuuui: 167/0190/15
Homep nocusauns EudraGMDP: 149094

Haspa npoaykry: HO-IITIA

Homep cepii: AR44CN Cuna gil: 40 mr

GMID kop: 669122 Kpaina: Ykpaina
Jo3zoBaHa popma: TabseTku JlaTa BUroTOBJIEHHS: 02.07.2024
Ynakoska: 24 Tabsetku y HaicTepi TepMiH npuJATHOCTI: 06.2027
YMoBH 36epiraHHs: 36epiraTu B opuriHaibHif ynakoBIi npy TeMnepatypi Huxye +25°C
Homep PII: UA/0391/01/02 |

TECTH

CNELIUPIKALT ] PE3YJIbTATH

PimeHHs YnopHOBaXKeHoi 0co6n

Craryc BUCHOBKY:

Bunymeno

Jdara Buchosky (UTC+1):

12.07.2024 12:34:20.00

Ynosuosaxena Oco6a:

A. Ulmins [Anna Chmiel]

Haunit Ceprudikat Ananisy 6yB nifnucaHuii eJIeKTPOHHO Y BaaifoBaniit cucremi LIMS,




