TEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUiBCbKII OBJIACTI

nipos. Ceitnuunoi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK

Npo AKIiCTH BBE3eHOT0 B YKpaiHy JIKapchKOro 3ac00y
15.03.2024

Ne 10739/24/10
HO-IUIIA®

(HalfMenyBaHHs JiKapchKoro 3acoby 3riAHo 3 peecTpauifHiM TIOCBi TUEHHSM)
po3uMH st in'exuiii, 20 Mr/vt Ne25 (5x5): mo 2 M B amIyJii; o 5 aMiyJi, po3MilleHux y

mioui; o 5 miagonis y kaproHHii Kopooui
(thopma BHITYCKY, JO3YBAHHS, BUJ NaKyBaHHA nikapcekoro 3acoby)

Howmep peectpaiitsoro nocsigdenns UA/0391/02/01 crpox aii peecrpauiitroro nocsiguenns 01.01,2099

Cepis nikapckoro 3acoby Ne GCI63A

KinbkicTs BBE3€HOTO Nikapcbkoro 3acoby 4404
BupoGHuK

XIHOTH 3asox ®apmanestnunux ta Ximiuaux [Ipoxyxris [paiisit Ko.
JItn., Hignpuemcrso Ne 3 (TlignpuemMcTBO B Yanikeensas), Yropmuna

(HaitMeHyBaHHs BUPOBHUKa JTikapchkoro 3acoly, kpaiHa TOXOJIKEHHA)
BeeseHo B YkpaiHy

Tosapucrso 3 0GMeKeHOIO gianosizaabuictio "OIEJUIA
XEJICKEA YKPAIHA", inent. xon: 43726391

HaiiMeHyBaHHs Ta ko 3a CAPTIOY opuauunoi ocoGu abo npi3BuILeE, iM's, To GaThkoBi (GizuuHO]
>

0cobH - MAMPHEMIA, 1i Micle MpOoXKHBAHHA Ta peecTpalliiHui HoMep 0671iKOBOT KapTKH TJIATHUKA
nofiaTkis abo cepis Ta HOMep nacropTa)
IpoToxkon Bisyansnoro kontpoeo sig 15.03.2024 Ne 0464/5.

3a  pesyibTaTaMH AEPXKAaBHOrO

KOHTpONIO BCTAHOBNEHO, WO JKapchkui 3aci0 BBescHo B YKpaiHy 3
AOTPUMAHHSAM BuMOT 33KOHOLABCTBA LIOA0 3a6e3neyeHHS AKOCTI JIIKapChKHX 3aC00iB.

Y N Ko

\‘S‘Q?:?% ni »“i{ rii”g 3

PR ek

Oa optq&lﬂ Jep 57;3;:?91"0

HOK}'MEHW oF,
M.

gh— 7
(rianucf”

/é \ @d;/ Bixrop CTE®KIBCHKMI]

(inirtiang Ta npizguuLe)

I .
D e €0



Certificate of Analysis .
sanofi

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

a Sanofi Company

Csanyikvolgy site

Csanyikvolgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Reg. Office: 1138 Budapest, Vaci ut 133. E ép 3.em - Hungary
Mail: 1325% Budapest, P.0O.Box: 110

Phone: 361/505-0000

Product : No-spa® sol. for inj., 20 mg/ml

2 ml amp. No 25
GMID code : 195319 Batch size(pack.un.) 4404.000
Import. country : Ukraina/Ukraine Batch size(amp): 110100
Batch number : GC963A Expiry date : 0CT-2026
Manufacturing date: 30-NOV-2023 Manuf.auth.no.: HU~-M-CHIN
Potency : 40mg/ 2ml drotaverin HCl Reg.Cert.No.: UA/0391/02/01
Dosage form : injection Specification : ME160161/02
Pack.size,type : N25({5x5):2 ml in ampoules

GMP Auth. number: OGYEI/37278-7/2023

Address CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd. Site 3

(Csanyikvolgu site)

3510 Miskolc, Csanyikvolgy, Hungary

{ Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS
Leiras /Description 2 ml-es barna ampulléaba Megfelel/Complies

toltott Attetszo zoldessarga
folyadék/Transparent
greenish-yellow liquid filled

into 2 ml brown ampoules

Kiveheto toltettérfogat / Legaldbb 2.0 ml / 2.1 ml
Extractable volume At least 2.0 ml
Oldat szine / <=GY1 Megfelel/Complies

Colour of the solution

Oldat tisztasag/Clarity of solution vizudlisan vizsgélva az oldat Megfelel/Complies
gyakorlatilag tiszta/
When examined visually the
solution is practically clear

Részecskeszennyezés/

pParticulate contamination sub-visible particles

d>= 10um <=6000 db/amp / pcs/amp 8 db/amp
dr= 25 um <=600 db/amp / pcs/amp 1 db/amp
pH 3.0 - 5.0 3.9

Azonossag/Identification
UV spektrofotometria / Maximalis fényelnyelés: Megfelel/Complies
by UV spectrophotometry 241£2 nm, 30242 nm, 353%2 nm/
Maximums of light absorption at
24142 nm, 302%2 nm, 353%2 nm/
LC médszerrel / by LC A vizsgalati oldat fécslcsanak retenciés Megfelel/Complies

ideje egyezzen meg a kalibrdcids oldat

fécsucsanak retencits idejével/ Rt of
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Certificate of Analysis -
sanofi

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

a Sanofi Company

Csanyikvolgy site

Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Reg. Office: 1138 Budapest, Vaci ut 133. E ép 3.em - Hungary
Mail: 1325 Budapest, P.O.Box: 110

Phone: 361/505-0000

Product : No-spa® sol. for inj., 20 mg/ml

2 ml amp. No 25
GMID code : 195319 Batch size(pack.un.) 4404.000
Import. country : Ukrajna/Ukraine Batch size(amp): 110100
Batch number : GC963A Expiry date : OCT-2026
Manufacturing date: 30-NOV-2023 Manuf.auth.no.: HU-M-CHIN
Potency : 40mg/ 2ml drotaverin HCL Reg.Cert.No.: UA/0391/02/01
Dosage form : injection Specification : ME160161/02
Pack.size, type : N25(5x5):2 ml in ampoules

GMP Auth. number: OGYKI/37278-7/2023

Address CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd. Site 3

(Csanyikvolgu site)

3510 Miskolc, Csanyikvolgy, Hungary

Vizsgalatok/TESTS Kévetelmények/SPECIFICATIONS Eredmények/RESULTS
testing solution ~= Rt calibration
solution
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Certificate of Analysis -
sanofi

CHTHOIN Pharmaceutical and Chemical Works Private Co. Ltd.

a Sanofi Company

Csanylikvolgy site

Csanyikvélgy, P.O.B 565 - 3510 Miskolc, Hungary

Phene: +3646/804-000

Reg. Office: 1138 Budapest, Vaci ut 133. E ép 3.em - Hungary
Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505-0000

Product : No-spa® sol. for inj., 20 mg/ml
2 ml amp. No 25

GMID code : 195319 Batch size(pack.un.) 4404.000

Tmport. country : Ukrajna/Ukraine Batch size(amp): 110100

Batch number : GC963A Expiry date : oCT~2026

Manufacturing date: 30-NOV-2023 Manuf.auth.no.: HU-M-CHIN

Potency : 40mg/ 2ml drotaverin HCL Reg.Cert.No.: UA/0391/02/01

Dosage form : injection T Specificétion : ME160161/02

Pack.size, type : N25(5x5):2 ml in ampoules Tk y
GMP Auth. number: OGYEL/37278-7/2023

Address CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd. Site 3
. (Csanyikvolgu site)

3510 Miskole, Csanyikvolgy, Hungary

ronrmomscn,

Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Tisztasagvizsgalat LC-vel/
pPurity test by LC
Perparin / Perparine <=0.2 % <0.1 %

0.1 %

[
ks

Ismeretlen szennyezés egyenként / <=0.
Unknown impurities individually

Osszes szennyezo / Total impurities <=2.0 % 0.3 %

Hatoanyag-tartalom UV spektrofotometria 40.0mg+/-5% / 2ml 39.9-mg/2ml
Assay by UV spectrophotometry

Né;rium—metab;szulfit tartalom 1.00 mg +/-10% / ml 0.97 mg/ml
(Pitrimetria) / Sodium metabisulphite

content by Titration

Bakteriglis endotoxin / <=80 EU/ml <5.0 EU/ml

Bacterial endotoxins

Sterilitas / Sterility Steril legyen / STERIL / STERILE

it should be sterile

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP

requirements of the local Regulatory Authority and the specifications in the Marketing Authorisation of the
importing country. The batch processing. packaging and analysis records were reviewed and found to be in
compliance with GMP.
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sanofi
CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd. '

a Sanofi Company

Csanyikvolgy site

Csanyikvolgy, P.O.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Reg. Office: 1138 Budapest, Vaci ut 133. E ép 3.em - Hungaxry
Mail: 132% Budapest, P.C.Box: 110

Phone: 361/505-0000

Froduct : No-spa® sol. for inj., 20 mg/ml
2 ml amp. No 25

GMID code : 195319 Batch size{pack.un.) 4404.000

Impoxt. country : Ukrajna/Ukraine Batch size(amp): 110100

Batch number : GC963A Explry date : OCT-2026

Manufacturing date: 30-NOV-2023 Manuf.auth.no.: HU-M-CHIN

Potency 40mg/ 2ml drotaverin HCl Reg.Cert.Nc.: UA/0391/02/01

Dosage form : injection g .+ Specifieation : ME160161/02

Pack.size,type : N25(5%x5):2 ml in ampoules : Do, :: ;
GMP Auth. number:  OGYEI/37278-7/2023

‘ : QA decision
Decision : . FELSZABADITVA / RELEASED

| Date : 12-FEB-2024 10:19:18
Qualified person : dr. Mezeiné Fekete Anikod

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