g
EPJKIIIKCITY KBA
AEPKABHA CJOYXBA 3 .JIIKAPCI)KI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJACTI

rpocnekt Banepis Jlobanoscwkoro, 51, M. Kui, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK )
PO SAKICTH BBE3EHOr0 B YKPAIHY JIKAPELKOro 3a¢00y

23.01.2023 No 1587/23/10

~ BYCKONAH®

{(HaliMeHyBAHHA H]KapCLKDF{) 3ac00y 3TiHO 3 peecTpaliiHuM HOCBIJI‘IEHHHM)
Ta0JeTKH, BKPHTI Ly KPOBOI0 060/10HKO010, M0 10 Mr no 20 Tad1eTok y Oaicrepi; o 1
OsicTepy B KAPTOHHIN KopoOui
((popma BUIYCKY, N03YBARHA, BU/ NAKYBAHHA NIKAPCLKOTO 3ac06Y)

Howmep peectpaniiinoro moceiguenns UA/6378/01/01 crpox nii peecrpaniiinoro nocsizuenns 01.01.2099
Cepis mikapcbkoro sacoby No 223083 KistekicTs BBe3enOrO NMikapchkore 3acoby 14454

Bupobuux Henwsbapm Peitme, Opanris |
(naliMeHyBaHHA BUPOOHUKA AIKapChbKOro aacofj}', }cpama HDKGH}HEHHH)

Breseno B Ykpainy Tosapuerso 3 06Mexenor BixnosigaabaicTio "ONEJLJIA
XEJICKEA YKPAIHA", inenr. xon: 43726391 -
(HaiiMeHyBanns T2 xoa 3a €JIPTIOY opuanunot ocobu ato npizsiime, iM's, 110 6aTHKOBI
130l 0co0u - mianpueMud, Ti Miclle NPoXKUBAHHES T4 peecTpaLiitHHuii HOMED 00611KOBOT
KaPTKW [IIaTHHKE [TOJATKIB ab0 cepis Ta HOMEp naciaopTa)

Iporoxon Bisyansnoro kourposmo sin 18.01.2023 N 0089/10.

3a. pe3ybTaTaMH  AEPIKABHOrO KOHTPONKY BCTAHOBIEHO, III0 JIKAPCHKUIT 34¢i6 BBE3EHO B ‘.V'K'pai‘ny 3
,[lOTpHMa HHSAM epumor EaKDHDHaECTBa 1o)10-3a0e3neMeHHs AKOCT] IIKapChKHX 3acO0iB,
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Delpharm Reims, France

10 rue Colonel Charbonneaux, 51100 Reims, France
JlensapM Peiimc, @paHuis

10 pro Kononens lap6onno, 51100 PeiiMc, Dpaunis

Certificate of Quality
Ceprudikar Skocri

Manufa¢turing Authorisation number/Homep siuensit na pupobnunreo: M15/292

~ BUSCOPAN®, sugar-coated tablets, 10 mg N
BYCKOITAH®, T26/1eTKH, BKPHTI HYKPOBOI0 0600HK010, 0 10 MF

JImporting country/Kpaina-Immoprep: Ukraine/¥Ykpaina
Country of Manufacture/Kpaina-BupoGruk: France/@pannia.

Active ingredient: ‘hyoscine butylbromide 10 mig/tab
AKTHBHHI IHTPEIEHT: riocuuny OyTanbpomin 10 mr/rad
Marketing Authorisation Number: UA/6378/01/01
Peecrparliiiie nocBifueHHs: UA/6378/01/01

Type and size and completeness of the package: 20 tablets in a blister; 1 blister in a carton box labeled in Ukraiman
language

Bua, po3Mip Ta KOMIVIEKTHICTS ynaxkosku: o 20 TabmeTok y Onicrepy; no | O6nicrepy B KapToBHIH kopolui 3
‘MEPKYBaHHAM YKPATHCHKOIO MOBOIO.
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Batch number/Homep cepii: 223083
Date of Manufacture/{aTa suroroniienus: 07 2022
Date of Expiry/ITpunaruuit go: 06 2025

Batch size/Posmip cepii: 20.214 packs/yniakoBox

Certification statement:

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 |

—_ —

Ceinonrso ceprudikanii:

1luM 3aTBEpKYIO, 1110 HABEACSHA IH(OpMALLiS € JOCTOBIPHOIO Ta TouHO10. []j0 cepiro npoaykuii 6yno BUroTOBNEHO,
BKTIOYHO TAKYBAHHA/MAPKYBaHHS Ta KOHTPOJE SKOCTI, HA. B‘Hmesaaﬂaqeniﬁ BupoGHMulil AingHi (-ax) v noBHii
riznoBinHocTi BuMoraM GMP, Bumoram 3aTBep11}ReHuM NQKAHIFAN PETYNATOPHEM OpPraHoM, a TaKoX ¥
BIAMOBiAHOCTI Ao cnemidikauiii g0 PeecTpaliiiHoro nocsi }, i i {110 M INBCA B peec*rpauiﬁuomy JIOCHE Kpaiuy

RO 5 4
— imnoprepa. Ilporokonu BHpoOHHIITBA, TAKYBRAHHS T4 nog ] \5‘ nﬂnyrl Ta BIIOBIAAOTH BUMOTAM.
GMP,
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Delpharm Reims, France

10 rue Colonel Charbonneaux, 51100 Reims, France

Henbgapm Peiimc, Opanuis

10 pro Konowens WapGouro, 51100 Peiimc, dpantis

Certiﬁcate of . Quallty
Ceprudikar Skocri

BUSCOPANR®, sugar-coated tablets, 10 mg
BYCKOITAH®, Ta1eTkn, BRpuTi IYKpoBox obonoukoro, no 10 mMr

Batch number/ Homep cepii: 223083

Number of analysis/Homep ananizy: 421344
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Test
BunpoSysanns
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SoBHiWHIA BUrISIN

Odour
:3anax
Dimensions of the tablet

Posmip Tabiaeikn

Identification of

AD1 (TLC)

AD1 (HPLC)
LnenTudikanin

AD1 (TILX)

AD1 (BEPX)
Identification of the dye*
InenTudikania 6apeuuxa*
Average mass
Cepeans maca
Loss on drying
Brpara 8 Maci npii BHCYIUYBAHNI
Disintegration time

Poznananun

pH
Degradation products(TL.C)
BA 345 BR
AD 12
BA 790 BR
Each unspecified
degradation product
Mpoaykru posmaxy(TIIX)
BA 345 BR
AD 12
BA 790 BR
Koxnoro
HeinenTHdiKoBaAHOrG
Residual solvents* (GC) |
3annwmkosi posununnru* (['X)

Cropinka 23 4

- e e

Specification
Crenmdikaris

round, white, biconvex, sngar-coated
tablets

Kpyriti, ABOOMYKIIi TAGNETKH, NOKPHTI

Test result
Pesynprar

IYKPOBOIO 060NOHKO10 Ginoro xomsopy

almost imperceptible

Matbxe BiICYTHIH

diameter — about 7.0 mm
thickness — about 3.7 mm
JiaMeTp — npubnuzno 7.0 MM
'TOBIIMHA — NpUOANIHO 3.7 MM

corresponding to standard
corresponding to standard

BiANOBIAaE cTANmAPTY
BIATIOBIAAE CTAHAAPTY
positive

HO3UTHBHA
142.5—-157.5 mg
142.5-1575mMr

‘no more than 5.0 %
He Binbnie 5.0 %

no more than 10 min-

‘e Gineme 10 xu

4.5-6.5

<0.8%
<02%
<0.5%
<0.2%

<0.8%
<0.2%
<0.5%
<02 %

ethanol < 0.5%
-€Tano1 < (,5%

BIINIOBIHa€

conforms

BiAnoBigac

7.1
3.6

7.1

3.6

conforms
conforms

BIIIIOBIRAE
BIANOBIAAC
‘not analyzed

He aHanizysanochk
149.9

149.9

4.2

42

conforms
individual values:
3-3-4-4-4-4
BIATIOBi gae

4. OKpeMi 3HadeHHA:

3-3-4-44-4

5.8

not detectable
not detectable
1ot detectable.
not detectable

HE BHIBIEHO

HE BUABIEHO
'HE BUABJICHO
'HE BHSBJIEHO

‘not analyzed

He ananisysanoce.
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Delpharm Reims, France

10 rue Colonel Charbonneaux, 51100 Reims, France
Heaudapm Pefimc, Opannis

10 pro Kononens HiapGonno, 51100 Petime, Qpannis

%

D ELPHARM
Reims

. 'Certiﬁcate onuallty '
Ceprudikar fxocri

BUSCOPAN®, sugar-coated tablets,
BYCKOHNAH®, ra6aerky,

Batch number/ Homep cepii: 223083

10 mg

BKPHTI HYKPoBo10 060.10HK010, no 10 mr

Number of analysis/Homep ananisy; 421344

Test

| Specification
BunpoGysanus Cnemmdikanis
Dissolution (LC) Time: 45 min.

Q: 70% of declared content.
Regquirement A. (n=6)
No individual value should be less than
Q+5%.
Requirement B, (n=12)
The average should be equal to or greater
than Q, and no individual value should
be less than Q - 15%.
‘Requirement C. (n=24)
‘The average should be equal to or greater
than Q, not more than 2 individual values
'should be less than Q-15% and no
individual value should be less than
Q-25%.
Yac 45 xs.
Q: 70 % Bin 3adABnEeHOT KUTLKOETI,
Bumorn A, (n=6) Xonue innusinyanisue
3H&YCHHA He MOBHUHHe OYTH MeHIe .
Q+5%.
‘Bumorn B, (n=12) Cepenne 3uavenss
TIOBHHHO BYTH piRHUM 2360 Ginbunm Q.
JKoasoro inauBiAyansHOTO 3HaYCHAS HE
TNoBHHHC 0yTH MeHINe Q-15%,
Bumory C. (n=24) Cepejiue 3navenns
NOBHHHO GyTH piBHMM 260 GinsumM Q.
He Ginbuwre 2 ingupigyansHix snavens
MOKYTh OyTH Menuli ik Q-15% ta
KOJIHC IHAMBIAYAJILHE 3HAUCHHS He
NoBEHHO OyTH Menue (3-25%.
6.5 - 10.5 mg/tablet

AD1

Posuniientisi (PX)
AD1

Active ingredient content

AD1 (LC)
Kinnxicne Bu3Hauenns 9.5 - 10.5 Mr/TabaeTxy

AD1 (PX)
Uniformity of dosage units Mm&(nilgj o

AD1 (LO) The acceptance value (=2 4) must not

be greater than 15.0.

Requirement B (n=30)

The acceptance value (k=2.0) rhust not
be greater than 15.0 and no individual

‘value is lower than 0.75M or greater than
1.25M.

Test result
Pesynetar

Unit

conforms

ndividual values:
94-100-96-82-96-94
%

average value:

94

BIANIOBIAAE

IHAUBI AyaneHi

- 3HAMEHHS:.
94-100-96-82-96-94
%

CepeliHe 3HAYSeHHs:
04

9.6 mg/tablet.
9.6 mr/Tabnerxy-
conforms
individual values:
92.7-95.6-97.7-

 99.9.98.2-94.2-
96.2-97.2-96.0-97.6

-acceptance value:
7.0

COQ-651953-V05




Delpharm Reims, France
10 rue Colonel Charbonneaux, 51100 Reims, France
Hemedapm Peitme, Gpannis
10 pio Kosouens HlapGonuo, 51100 Peiimc, Dpauuis

‘Batch number/ Homep cepii: 223083

Certificate of Quality
Ceprudikar Sxocri

BUSCOPANG®), sugar-coated tablets, 10 mg N
BYCKONAH®, Ta0J1eTKH, BKPHTI LYKPOBOIO o6osionK010, No 10 Mr

Number of analysis/Homep ananisy: 421344

Test

Bunpobysanus
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AD1 (PX)

Microbiological quality*

Total aerobic microbial
connt (TAMC)

Total combined
yeasts/meaulds count

(TYMOQO)
Escherichia coli

MikpoGionoriuna ynerora*

3araneie YHCIO0 aepobuux

MiKpoopragismis (TAMC)
3arannHe yHcesO

APLXAKOBHX TS IICHABHX

MikpoopraHizmis (TYMC)
Escherichia coli

Specification
Crenudixaris

BuMora A (n=10)

Kpurepiii npufinarnocti (k=2.4) ue
TMIOBHHEH OyTH 6uabmamM 15.0.

BuMora B (n=30)

Kpwurepiit npuitasrrocti (k=2.0) ué-
TNIOBHHEH GyTH Ginbinym 15.0 ta xonie
IHAHBIAyalibHE 3HAYCHAR HE TOBHHHE
6yTi MenmuM 0.75M Ta Ginburnm
1.25M.

<10° CFU/g

<10°CFU/g

absence in lg
<10° KYOh

<10* KYO/r

BIACYTHICTL B 1T

Test result
Peaynnrar

BIATIOBIAa€
THAHBIAYaNbHE
3HAYEHHA:
02.7-95.6-97.7-
99.9-08.2-94.2-

96.2-97.2-96.0-97.6

KpHTEptit
npuitasTHocTi: 7.0

not analyzed

not analyzed
not analyzed

He aHanisypanocs

He ananizysanocs

CFU/g
CFU/g

KVO/r

- KYO/ir

He ananisyeanoc:

- w—

e

Remarks/TIpuMiTku:

ADI1 - Hyoscine butylbromide / Tiociug OyTrnbpomin

* at least two batches are tested per year / IPOBOIATE Ha 2-X Cepisix Ha pik.

In the event of any discrepancies or doubt between E

English language version shall prevail. /

¥ pasi Gyan-axux posbixnocTeii a6o CYMHIBIB MiX Be

TIEPEBAXKHY CHITY Ma€ Bepeiq aHrmiliCLKOIO MOROIO.

nglish and Ukrainian language versions, the

PCisMH AHITHCHKOI0 Ta YKPATHCEKOI0 MOBaMK-

Result/Pesynprar:

Date of CoQ signature / Jlara nimmicy CST:
Qualified Person / Ynosaosaxena ocofa:
(Name, signature) / (Im’s, MIAITHC)

Released and certified /Bunynieno ta cepTHPIKOBAHO

(Date of RELEASE)/(llata BAITYCKY): 02/11/2022
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