JEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIU OBJIACTI

npos. CeitnuuHol Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOT0 B YKPpaiHy JIKapCLKOro 3aco00y

27.02.2024 Ne 3919/24/10

(HaliMEeHYBaHHs JIIKapchKoro 3acoly 3riJiHo 3 peecTpalifHiM MOCBITUEHHSM)

raGaerku mo 40 mr Ne 24: no 24 Ta0JETKH Y GuicTepi; mo 1 GiicTepy B KapTOHHIH KopoOui

(popma BUITyCKy, AO3YBAHHS, B NaKyBaHHs JIKapChKOTo 3aco0y)
Howmep peecrpauiittoro nocsinuenns UA/0391/01/02 crpoxk aif peectpaltiiiHoro nocsiA4eHH 01.01.2099
Cepis nikapeskoro 3acoby Ne AR330R Kinbkicrs BBE3€HOr0 Jikapebioro sacoby 296619

Bupo6Huk OneJuna Xenckea [onaHz Cn.3o0.0., [Togpmia
(HaitMeHyBaHHS BUpoOHHUKa Jikapcekoro 3acoly, KpaiHa TIOXOAKEHHS)

Baeseno B Yipainy TosapucTso 3 00MEKEHOI0 sinnosiganeHicTio "OIIEJIJIA
XEJICKEA YKPATHA", inent. xox: 43726391 -
(Hatimenysauns Ta oy 3a CAPTIOY ropuandHO] 0co6u abo mpi3BUILE, iM'A, 10 6aTbKOBI (HI3UYHOI

0cobH - MANPHEML, if MICUE IPOXKUBAHHS Ta peectpauilinuii Homep 065iK0BOT KAPTKH IIATHHIKA
romartkis aGo cepis Ta HOMep MacrnopTa) |

Mporokosn BisyansHoro kourposmo six 26.02.2024 Ne 027 0/1.

3a pesyipTaraMu  JIep)KaBHOTO KOHTPOJIO  BCTAHOBJICHO, IO nikapchbkui 3aci6 BBeseHo B YKpaiHy 3
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Opella Healthcare Poland Sp. z 0.0.

sanofi

59 Lubelska Str., 35-233 Rzeszow, Poland

Product:

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)

GMID code:

Batch number:
Manufacturing date:
Expiry date:
Destination:

“| hereby certify that the stated inform

manufactured, including packaging/labelling a
with the GMP requirements of the local Regulat

of the registration dossier of the im porting
reviewed and

669122
AR330R
09.2023
08.2026
UKRAINE

ation is authentic and accurate. This batch of product has been

nd quality control at the above-mentioned site(s) in full compliance
ory Authority and with the specifications to Marketing Authorisation

country. The batch processing, packaging and analysis records were
found to be in compliance with GMP.”

The number of units which were passed as satisfactory were: 296 623 Unit boxes

Prepared by: Natalia Gtodowska

Signed by: Anna Chmiel
(Qualified Person)

Gpalla Healthcars Poland Sp. 270.0.2 24 badem

sradukeyinym w Rzeszo

Tel +48 17 850 25 00

Date of issue: 11.10.2023
&ﬁ_ | ‘ Electronically signed by: Natalia
ot 5 Reason: Preparalion N
Date: Oct 11, 2023 07:16 GMT+2
Electronically signéd by: Anna Chmiel
Reason: Released

Glodowska
Date of signature: 11.10.2023
Date; Oct 11, 2023 07:31 GMT+2.

wie Ul Lubelska 52, 35-233 Rzeszbw, Polska



Certificate of Analysis / . gme
Batch Certificate SO NOorTli

Opella Healthcare Poland Sp. 2z ©0.0.
0ddzial w Rzeszowile

4l. Lubelska 52, 35-233 Rzeszow, Poland
Tel, +48 17 850 25 00

Authorisation Number: 167/01907/15
FudraGMDP Reference Number: 149094

fProduct Name : NO-SPA

|Batch No.: AR330R Strength: 40MG

 GMID Code: 669122 Country: Ukraine
iDosaqe Form: Tablets Manufacturing Date: 04/09/2023
%Packaging: 24x Tablets in blisters Expiry Date: AUG-2026
 Storage: Relow 25°C, In the original package
EMarketingﬂAﬁthJ.Eﬁn:'UA/0391/Ol/02

?.Appearance fround convex tablets*ﬂ“f““““' - complies

| Colour o complies

| Diameter of tablets 7.0 mm

| Height of tablets {ﬁbout 3 4 - 3.4 mm

§14o mg +/ 5 % (129 5 140.0 mg

{ Average mass ;5?593§iT9¥i;

i Tdentification of drotaverine HCl:

Eabsorptmon max1ma at§241+/:2nm

-~ by UV :
| 3302+/ 2nm and 353+/ 2nm

| Related substances by HPLC:

fnot more than 0 50 [%f;

;}- Drotaveraldine - -
| ;not more than 0 20 [%E

{1 - Perparine

i - Each other impurity ?nOt more thaﬂ 0 20 I%T

- Total Enot mora

Assay of drotaverine HCL:

- by HPLC 538 o 42 o [mg/tbl]

Page 1/ 3
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;Dosage Form:
jPackaging:

ESt@rage:

{TESTs
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Opella Healthcare Poland Sp. z 0.0.
Oddzial w Rzeszowie

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

Authorisation Number: 167/01907/15
EudraCMDP Reference Number: 149094

Certificate of Analysis /

Batch Certificate

MY TRTRTET PR TR T

§;roduct Name : _NO—SPA

AR330R
669122
Tablets

Batch No.:
GMID Code:

Below 25°C,
Marketing-ﬁuth.de;rUA/039l/Ol/02

I ,_1' ﬂ-l'ﬂ“‘* A ﬂ“‘\'!“- ‘#"‘ '\ ety "g.t).":.l‘)t K AR e ’1-1-".“. 'h--i'\-*'\f"'!"""l ‘Qrf.r"‘-"' ey t-'l-t"'ﬁ-f 'Il"\... "';*uﬂ-till" D e ] I‘lﬂ'\*-‘l!-"l“

L T SR ey e T . (RPN TR T - = P e P
v oy L ¥ vy Pl T

24x Tablets 1in blisters

r L e v-w\ s e e ey :.\- FE T, -'\*h- e et AT r:,r;r._*.*-::;-}.-.r-.-t-.*:-:—-.;a-fr.:'-:.-:-'h.-.-.’-u.:-._l.'_n":aL'-:r:-.*!.-r?.!-:-r-.rhra-.h't.ﬂ:ﬂi-?-.‘-"ar-r_:'ﬁ't‘f1

s ,____:_‘..__:_,::.__:__;,;_.ZSpEc| FICATIO NS

Strength: 4 0MG
Ukraine
04/09/2023
AUG-2026

Country:
Expiry Date:

In the original package

m;' S OISR B A

E Dissolution in 30 min (Q=75%) by UOV:

| - minimum value of the 6 units

z_wﬁmihimum-value-of'the_IZ.unitS

- average value of the 12 units

'—'mihimum'value-bfjthé'Zd-UnitS

% - average value of the 24 units

- number of units below Q - 15

EVMidroBidlagical-purity
:;(Thg test is performed periodically
€ at release)
€ Microbial enunmeration test:
- TAMC

L - TYMC

| specified microorganisms:

| - Escherichia coli

......

not less than 80 f-i[.% 4

?55? lessithan'ﬁb;h%lw not applicable

?ﬁéi less?than 75 [%f; not applicable

not lESSfihan 50 [%Lfiﬁiiigﬁigifii- not applicable
7ﬁ¢ﬁ 1ess§than s

Hfthan 2f'

not applicable
not applicable

Enot more than 1000 [CFU/g]
énot more than 100 [CFU/G]

not applicable

gabsent (1 g). not applicable

PP T PR T PR TP SRR PP A RPar)

--------

ﬂ of the destination country/countriles

rap_coa_resultats vd

1 hereby certlfy that all the manufacturing stages of this batch of flnlshed product have been carried out in
full compliance with the GMP requirements of the EU and with the requlrements of the Marketing Authorisation (S)




Certificate of Analysis /
_ , Batch Certificate
Opella Healthcare Poland Sp. I o |
0ddzial w Rzeszowie

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

Authorisation Number: 167/0190715
FudraGMDP Reférence Number: 149094

EProduct Name: NO-SPA

Batch No.: AR330R Strength: 40MG

%GMID Code: 669122 Country: Ukraine
%Dosage-Form{ Tablets Manufacturing Date: 04/09/2023
éPackaqing: 24% Tablets in blisters Expiry Date: AUG-2026
?Storage: Below 25°C, In the original paékage
éMarketianﬁuthiImdrfUA/039l/Ol/02 |

éS£atus of Decision: Released

:éﬁate of Decision (UTC+1): 21-SEP-2023 13:08:48.00

3?Qﬁalified Person:

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

T TR TR PR FINT NI |

rap__caaﬂ;resul tats vd




QSano |

By, Jlto6enncuka 52, 35-233 Xewys, [lonbpa

3ASIBA ITPO CEPTH®IKALIIO
3 JIIleH3i10 Ha IpoAyKT Ao
ninensii Ha Bupo6HuLTBO N2 167/0190/ 15

Jlikapcbkuit 3aci6: Ho-IIIna®
- rabnerkumo40mr, o
Ne 24: 24 tabseTku y 6aicTepi; 1 6JicTep y KApTOHH il Kopooui
Jlitoya peyoBuHa: [IpoTaBepHHY T1APOXJI0PHU/
(Peectpauniiine nocsiguenns Ne UA/0391/01 /02)

Ko GMID: 669122
Homep cepii: AR330R
JlaTa BUpOOGHUL TBA: 09.2023
TepMiH NpUAATHOCTI! 08.2026
KpaiHa npr3HayeHHs: YKPAIHA

«LJum 3acsiduyr, wo HagedeHa suuje iHPHo pMmayis € 00cmo8ipHOI0 MA MO4HOMW. JlaHa cepis 6yaa eupobieHa,
8KAHUHO 3 NAKYB8AHHAM/MAPKYBAHHSM, npogedeHHAM KOHMPOJI0 sKocml, Ha 3a3HaveHIll guwe diAbHUYI
nogricmio eidnosidHo do npasus GMP, Micyesux pezyAsimopHUX 0peaHIe, cneyudikayiii do PeecmpayiiiHozo
noceidueHHs peecmpayitiHo2o 00CLE KpAiHU-IMNopmepa. [Ipomokoau eupobHUYMaa, NaKy8aHHA md aHasnisie
6y/1U nepeaAstHymi ma 6CMaHo8A€H0 gidnogioHicms GMP»,

KibKicTb OAWHILb, SKi YCHLIHO MPOMIIM BANPOBYBaHHs: 296 623 yaKOBOK

Migrorysas: Hatania I'nogoscbka [Natalia Glodowskal] Jlata sugayi: 11.10.2023

[T1idnucaHo eneKMpoOHHO:

Hamaunis Trodoscwka [Natalia Glodowska]

[puvura: CMeOpeHHS

Jlama: 11.10.2023 07:16 GMT +2
Tianucana: Anna Xmens [Anna Chmiel] Jlata nigmmcy: 11.10.2023
(YnoBHOBaXeHa 0c0063a) ITidnucaHo eAeKmpOHHO:

Anna Xmeas [Anna Chmiel]

MpuvuHa: Bunyck |

Jama: 11.10.2023 07:31 GMT +2

(Ha odiLiHnomMy 6/1aHKY NiANPHEMCTB a)



CEPTU®IKAT AHAJI3Y / CEPTUOIKAT CEPII llepexiag

Onenna Xenckea [loaana Co. 3 0.0.
Bupo6uuua aiibHULUA B MicTi 2KellyB

By Jllo6enbcbka 52, 35-233 XKewys, [osbia
Ten. +4817 85025 00

Homep BHpoGHHUYOI AinbHuLi: 167/0190/15
Homep nocunanus EudraGMDP: 149094

s cepid 6yna BUTOTOBJIEHA BIANOBIZHO A0 NMOTOYHHX B

PeecTpauninHoro IlocBig4eHHH.

Hassa np o,u,ym'y: HO-IITIA
Homep cepil: AR330R CuJia fil: 40 Mr
GMID Koz 669122 KpalHa: YkpalHa
JiozoBaHa popma: TabsieTKH JlaTa BUTOTOBJIEHHS! 04.09.2023
YraKkoBKa: 24 TabsieTKU y OsicrTepl AlaTa saKiH4eHHs TEPMIHY 08.2026
,_ NPpUAATHOCTI: |
| YMoBY 36epiraHHs: 36epiraTy B OpUTiHa/IbHIN yIIaKOBII NPH Temnepa'rxpl HyDK4e +25°C
Howmep PII: UA/0391/01/02
TECTH - CINELIUPIKAIII PE3YJ/IbTATH
| 30BHIIIHIA BUIIAL Kpyrai Tabaetkn onyknoi opmu. Ha ogHiH noBepxHi Bi .
I v ianoBigac
) Tab/ETOK € IrpaBipyBaHHsA 3 HAANHUCOM «Spay |
Koaip YKoBTHil i3 3e/1eHYBATHM 360 OpPaHXKEBHM BIATIHKOM Biaznosigae
[iameTp TabJIETOK 6113bK0 7 MM (6,8-7,2 MM) 7,0 MM
BucoTa Tab/ETOK 6au3bKo 3,4 MM (3,3-3,6 MM) 3,4 MM
Cepesans Maca . 140 mr +/- 7,5 % (129,5-150,5 Mr) 140,0 mr
O HOPIAHICTD MacH Bianosigae Bianosigae
ImenTudikania gporaBepHHy riApoX/I0pHAYy: |
~ METOAOM BEPX : yac yTpUMYBaHHs 3pa3kKa BiAnoBigae yacy Bianopizae
- YTPUMYBaHHA CTAHAAPTY
~ MeToAoM YP MaKCHMVMH NOTJIMHAHHA NpU A0BXUHI xBHi 241+ S .
| ) - | - 2 HM,303;+/ 2 HM Ta 353+/p2 IfM__ - BIANIOBIAAE
Cnopizneni fomimku MmeTosom BEPX;
— /lpoTaBepanji He 6inbie 0,50 [%] <0,05 %
|- Tlepnapin ne 6inbie 0,20 [%] - <0,05%
|— _OauHM4YHI HeiIeHTHQIKOBAHI pomimku | He 6inpute 0,20 [%] 0,09 %
|- ¥Ycworo | | He 6insme 1,0 [%] 0,2 %
KinpkicHe BU3HA4YEHHSA APOTABEPUHY TIAPOXTOPHUAY: | |
- MeTo0M BEPX 38,0-42,0 [MI‘/T&6J’IETKﬂ 40,3 mr/TabJeTKy |
Po3unnenns 3a 30 xpwiuH (Q = 75 %) MeTog0oM YP:
— MidiMasibHe 3HaYeHHA 6 OJJMHHID nHe MeHuie 80 [%] 98 %
— mMiHiMa/bHe 3HaYeHHsa 12 OAUHHID He meuduie 60 [%] He 3acToCOBHO
~ cepefiHE 3HaYeHHd 12 oAMHULb He mexute 75 [% He 3aCTOCOBHO -
— MiHiManpHe 3Ha4YeHHd 24 0JUHHLb He meHwe 50 [%] He 3aCTOCOBHO *
— CepejHE 3HaYeHHA 24 0JMHULb He MmeH1ue 75 [%] He 3aCcTOCOBHO
—  KiJIbKICTb OJHHHMUb HHKYE Q — 15 | He 6isbLue 2 He 3aCTOCOBHO
Mikpo6ioJioriyHa YucToTa
(BunpobyBaHHs POBOAHTECH nepioHIHO
| mij 4ac BUNYCKY) -
| BUsHa4YeHHS KiJIbKOCTI MIKpOOpFaHIBMIB
|- TAMC ne Ginbme 1 000 [KYO/rlcmmmm, He 3aCTOCOBHO
- TYMC He 6i/b1e 100 [Ky 07 YAy He 3aCTOCOBHO
| Crieumiuni mikpooprauismu: y 4!
~ Escherichia coli _ |Bincyui (11) &/ | HesactocoBHO |

- . C nemy q) 1K au] iM B lﬂ,n OB l,H,H oro




sanofi

CEPTU®IKAT AHAJII3Y / CEPTUGIKAT CEPIi lepexnaz

Onenna Xesickea Monang Cn.30.0.
Bupo6uuua AinsHuLA B MicTi 2eluyB |

By Jlro6enbcbka 52, 35-23
Ten. +4817 850 25 00

3 Wewys, [Tonkina

Homep Bupo6HuYOi ginsHULi: 167 /0190/15
Homep nocunanHa EudraGMDP: 149094

Ha3Ba NpOAYKTY: HO-LIIIA
Homep cepii: AR330R Cuja fail: 40 Mr
GMID xogn: 669122 KpalHa: YKpaiHa
| Ao3oBaHa popmMa: TabseTKH JlaTa BUI'OTOBJIEHHS! 1 04.09.2023
YnaKoBKa: 24 TabJEeTKU y 6'JIiCTepi flata saKiHdeHHsA TEPMIHY 08.2026
| NMPUAATHOCTIL:
| YMoBu 36epiraHHA: 30epiraTy B OpMriHa/ibHiN ynakoBui NPy TEMI'IeEa_IXpl HIDKYE +25°C
Howmep PII: UA/0391/01/02 |
TECTH | CIIELIU PIKALLIT B PE3YJIbTATH
PimeHHs YIOBHOBAXEHOI 0CO0M 3
“CraTyc BUCHOBKY: BunyiueHo
Jata BucaoBky (UTC+1): 21.09.2023 13:08:48.00
YnopHoBaxeHa Ocoba: A. Xmep [A. Chmiel]

Jlauuii Ceprudikat AHanisy 6yB nmnucaauu eJIEKTPOHHO Y BasigosaHii ciucremi LIMS.




