TIEPITIKCITY KB A
OEPKABHA CJIVIKBA 3 JIKAPCHBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMHU V KAIBCLKII OBJIACTI

npocnext Baepin JloGanoscekoro, 51, M. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOV 37078774

BHUCHOBOK
APO AKICTL BBE3EHOI0 B YKpaiHy JikapchKoro 3acoly

10.12.2020 Ne 66677/20/10

BYCKOIIAH®
(nafimeHyBauns gixapcakoro 3acoby 3rifHO 3 peecrpanifinuM nocsindenHaM)
TalAeTKH, BKPUTI HYKPOBOIO 000J10HK0I0, Mo 10 Mr; o 20 Tadaeroxk y Gaicrepi; mo 1 Gaicrepy
B KAPTOHHIH Kopobui
(thopma BiTYCKY, A03YBAHHS, BUL FAKYBAHHS JHKADCEKOrQ 32c00Y)

Howmep peecrpanjiisoro nocsimpsenus UA/6378/01/01 crpox gif peectpaniizoro moceimgenns 01.01.2099

Cepis ikapeskoro 3acoby Ne 200755 KinexicTh BRe3EHOTO TiKapckkoro 2acoby 3376

Bupofizmx Hemedhapm Pelivc, parnis
{naliverypanns pupoOHMKa NiKAPCEKOrO 38c00Y, KpaiHa MOXOMKEHHA)

BaeaeHo B Yxpainy Topapacrso 3 o0MexeH00 BixnosixaaLHicTIO ”CAHO(I)LABEHTIC
VKPATHA", inen. xon: 35648623
(nathserysanng Ta kof 3a €APIIOY wopummunol ocobr afo npispume, iM'4, no Gatekoni disknyHoT

ocobu - miznpueMiis, iT MicIIe IPOXMBAHHA Ta peecTpaifikuii Homep 06NiKOROT KAPTKY NIATHHKA
noaarkis a6o cepid Ta HOMEP IacOopTa)

IIpoTokoa BizyansHoro KouTpoio eix 03.12.2020 M 4260/16.

3a pe3yneTATaMH [NEMKXABHOIO KOWTPOJKO BCTAHOBNEHO, IO Nikapeekuit 3aci0 BeeseHo B Ykpainy 1
}IOTpHM:lHHHM BHMOT 33KOHOAABCTBA MOKO 3afe3neieHns AK0CT Aikapcrkix 3acobib.
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Delpharm Reims, France

10 rue Colonel Charbonneaux
51100 Reims, France
Henbdapm Peiimc, $pannwn DELPHARM
10 pro Kosonens IllapGormo Reims
51100 Peiime, ®pannns

+33 326 88 81 10 Fax: +33326 88 81 11

Certificate of Quality ]
Cepruduxar Kauecrpa |

Manufacturing Authorisation number/Homep muunensnn ua npousBoacTBo: M15/292

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOITAH® TabNeTKH, NOKPBITHIE caxa PHO# oboqaouxoii mo 10 mr

Importing country/MmMnoprupyromas ctpana: Ukraine/Y kpasna

Country of Manufacture/CTpaHa—npomaoxmenb: France/@panumg

Active ingredient: hyoscine butylbromide 10 mg/tab
AKTHBHBIH HHTpenenT: raocumna 6ytuiGpomun 10 Mr/ra6
Marketing Authorisation Number: UA/6378/01/01

Peructpannonsoe CBHAETENBCTRO: UA/6378/01/01

Type of the package: 20 tablets in a blister; 1 blister in a carton box labeled in Ukrainian language
Ynaxoska: no 20 taGnerok bnuctepe; no | OnHuCTepy B KapTOHHOIL Kopobke ¢ MapkupoBkoii Ha YKPaHHCKOM
AZBIKE

. _.ﬁ__,___%_mvmhﬁ__mm_

Batch number/Homep cepuu: 200755
Date of Manufacture//lata npoussoacrea: 06/2020
Date of Expiry/Togen no: 06/2023

Batch size/Pasmep cepun: 20 317  packs/ynakosok

registration dossier of the importing country. The baich processing, packaging and analysis records were reviewed

and found to be in compliance with GMP -
Ceugerensereo o ceprudpnkannn;: STTTTNG a\
o ’ &8 W\ g
OtuM 1 NOATBEPIKAALD, YTO NIPHBENEHHAS HH(pOPMaNus gBiseTcs AOCTOBEPHOR | TgliHO: iy ce;ggx‘j}g), POAYKLIAH
ObL10 npouseenero, Brmoyas YTHAKOBKY / MApKHPOBKY 1 KOHTPONb KaYyecTra Ha KE ¥HacTke(ax) s
o 2 A

EIRIRYIQRAHY TOM
TOJIHOM COOTBETCTBHH ¢ TpeboBaHnaMu GMP, yeTanosneHHbIMY MECTHBIM perymis 'fagt& TGN,

COOTBETCTBHU CO CHEUM(DHKALIMAMH K Peructpanuonnomy Ceunerenscrey, ComepKaE Iﬂecféiéapie}* [CTpaLtHOHHOM




Delpharm Reims, France

10 rue Colonel Charbonneaux

51100 Reims, France

Henvapm Peiime, Opanuus

10 pro Kononens Ulap6onno

51100 Peiime, ®panupa

+33 326 88 81 10 Fax: +333 26 88 8] 11

Certificate of Quality
| Cepruduxar Kauecrpa

DELPHARRM
Reims

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOIIAH® Tabaerkn, MNOKPBITBIE caxapHOi 0601049K0ii Mo 10 mr

Batch number/ Homep cepuu: 200755 Number of analysis/Homep ananuza: 396669

Test Specification Test result Unit
Henbitanme Cneudduramus Pesynrrar Enunnua
Description round, white, biconvex, sugar-coated conforms
tablets
Baewnuii ug KpYINble, NBOAKOBLIMTYKiTble Tabnerkw, COOTBETCTEYET
NOKPBITEIC CaXapHOoH 060M04k0ii Genoro
LIBETa
Odour almost imperceptible conforms
3amax HOYTH OTCYTCTBYET COOTBETCTBYET
Dimensions of the tablet diameter; about 7.0 mm 6.9 mm
thickness: about 3.7 mm 3.7 mm
Pasmepst Tatmericn IOuamerp: okoso 7.0 Mm 6.9 MM
TONIHHA: oKk0oMIo 3.7 MM 3.7 mm
Identification of
ADI (TLC) corresponding to standard conforms
AD1 (HPLC) corresponding to standard conforms
")IeHTH(bHI{ﬂUHR
AD1 (TCX) COOTBETCTBYET CTaHAApTY COOTBETCTBYET
AD1 (BIXKX) COOTBETCTBYET CTAHZAPTY COOTBETCTRYET
Identification of the dye* positive not analyzed
Unentudpuxanus KpacaTena* TIOCKHTENbHAS HE aHANH3UPOBAHD
Average mass 142.5 - 1575 mg 152.2 mg
Cpeanna macea 142.5-157.5 mr 1522 mr
Loss on drying =5.0% 383 %
MoTeps B Macce npn BeIcymHBanun  <5.0% 3.8 %
Disiutegration time <10 min conforms
mdividual values:4-4-
4-4-4-5 min
Pacnagaemocrs <10 mun COOTBETCTBYET
OTjleJIbHLIE
3HaYeHHA:4-4-4-4-4-5 mpgy
pH 45-6.5
Degradation products
BA 345 BR (TLC) <0.8%
AD 12 (TLC) =02%
BA 790 BR (TLC) <05%
Each unspecified <0.2%
degradation product (TLC)
[Tpoayxrer paznowennn :
BA 345 BR (TCX) <0.8% VIKEHO Y%
AD 12 (TCX) <02% He obuHapyxeno %
BA 7%0 BR (TCX) <0.5% He ofHapymeHo %

Ctpanuna 2 uz 5
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Delpharm Reims, France

10 rue Colonel Charbonneaux
51100 Reims, France o
Henvdapm Peiime, Gpanuus DELPHARM
10 pro Kononens [1lap6orno Reims
51100 Petime, ®panmus

+333 26 88 81 10 Fax: +33 326 88 8111

Certificate of Quality
Cepruduxar Kayecrga

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOIIAH® Ta0JIeTKH, NOKPBITBIC CaxapHoH 000J10uKoii mo 10 mr

Batch number/ Homep cepun: 200755 Number of analysis/Homep anannsa: 396669
Test Specification Test result Unit
Hcneitanpe Crietnduxaryn Pesynetar Enunprya
Kasxob <02% He ofHapyxeno %
HEHNEH TH(BHLUHPOBAHHOIH
(TCX)
Residual solvents* (GC) ethanol < 0.5% not analyzed %
OcTaTounnte pacTeoputenn® (I'X) aranon < 0.5% HE aHanH3HpoBaHo %
Dissolution (LC) Time: 45 min, conforms
AD1 Q: 70% of declared content,
Requirement A (n=6) individual values: 78-61-87-76-
No individual value should be less than 94-69-89-89-
Q+5%. 97-96-62-91%
Requirement B (n=12) average value:
The average should be equal to or greater 829/

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%.

Pactaopenne (KX) Bpemsa 45 muu. COOTBETCTBYET

AD1 Q: 70 % oT 3ansnennoro KOMHYECTRa.

TpeﬁOBaHHﬂ A. (n:6) Hu OJTHO HHIHBHAYANLHBIC
HHAHBHAYAILHOE 3HAYEHHE HE JOJIKHO 3HAveHHs: 78-61-87-76-
6LITE Menee Q+5%. 94-69-89-89.
TpeGosanus B, (n=12) Cpennee 3nucHue cpeance 3HaveHre: 97-96-62-91%
LOIKHO ObITE PABHBIM HIH GoMbile yenm
Q. Ha ostvo uhausnnyansuoe 3HaueHHe 82%
HE N0mKHO OeiTe Menee Q-15%,
TpeGoanns C. (n=24) Cpexnnee
SHAYEHHC NONXKHO ObITH PABHLIM HITH
Gonrine uem Q. He Gonee wem 2
HHIMBHAYANBHLIX 3HAYSHHSA MOI'YT GhiTh
MeHee ueM Q-15% u nu onyo
HHIHBHIYAITLHOE 3HAUSH)E
He noniHo 0BTk Menee Q-25%,

Active ingredient content 9.5 - 10.5 mg/tablet
AD1 (LC)

Konnuecrpennoe onpesaeseHHe 9.5 - 10.5 mr/rabnerky
AD1 (KXX)

Crpanuna 3 w3 5 COQ-651953-V04




Delpharm Reims, France

10 rue Colone! Charbonneaux

51100 Reims, France

Jenvapm Petime, @panuma

10 pro Kononens HlapGonuo

51100 Peitme, @panuus

+33 326 88 81 10 Fax: +33326 83 81 11

Certificate of Quality
Ceprudukar Kauecrsa

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOITAH® raGaerkn, NOKpoITBIE caXapHoi 060109Koii mo 10 mr

Batch number/ Homep cepnu: 200755 Number of analysis/Homep ananuza: 396669
Test Specification Test result Unit
Henriranue Creuudmkanus PesyasTaT Enurnua
Uniformity of dosage units Requirement A (n=10) conforms
ADI (LO) The acceptance value (k=2.4) must not
be greater than 15.0. individual values:
Requirement B (n=30) 99.4-99.3-98.8-96.3- %
The acceptance value (k=2.0) must not 97.7-98.4-100.6-98 0-
be greater than 15.0 and no individual 97.6-97.4
value is lower than 0.75M or greater than
L.25M. acceptance value:
3.0
OxHopoaHOCTE JO3HPOBAHHBIX Tpebopanne A (n=10) COOTBETCTBYET
e/IHHHI] Kpurepnii npuemiemoctu (k=2.4) ne
AD1 (KX) Jopker OuTh Gonee dem 15.0. HHAMBRAYATTbHbIE
TpeGoranue B (n=30) sHauenns: %
Kpurepuii nppemnemoctu (k=2.0) ne 09.4-99.3-908.8-96.3-
Romken 6bITh Gonee yem 15.0 H 8M 0f1HO 97.7-98.4-100.6-98.0-
HHMBHIYANLHOE 3HAYCHHE HE JO/IKHO 97.6-97.4
OBITE MeHee 0.75M u Gonee 1.25M. KpHTepHit

npHemiemocTH:3.0
Microbiological quality *

Total aerobic microbial < 10° CFU/g not analyzed CFU/g
count (TAMC)

(Ph.Eur. 5.1.4)

Total combined < 102 CFU/g not analyzed CFU/g

yeasts/moulds count
(TYMC) (Ph.Eur. 5.1.4)
Escherichia coli absence in Ig not analyzed
(Ph.Eur. 5.1.4)

Mukpobuonoruueckan yncroTa*
Obitee 4Bea0 A3poBHEIX < 10° KOE/r He aHanHsuposano KOE/r
MHKPOOPIraHH3MORB
(TAMC) (Esp. ®apm 5.1.4)
O6miee uneno apomaenuix < 107 KOE/r
H ILIECHEBBIX
MHKDOOPraHHIMOB
(TYMC) (Ep. dapm 5.1.4)
Escherichia coli OTCYTCTBHE B IT
(Esp. ®apm 5.1.4)

Remarks/TIpumedanue:

* at least two batches are tested per year.
* NpoBOIAT Ha 2-X CEPHAX B IOl

ADI - Hyoscine butylbromide

Crpannya 4 w3 5 COQ-651953-V04




Delpharm Reims, France

10 rue Colonel Charbonneaux

51100 Reims, France

Henvdapum Peiime, Gpannus

10 pro Konouens Lilap6onno

51100 Peiimc, Opannus

+33326 88 81 10 Fax: +33 326 88 81 11

Certificate of Quality
Cepruduxar Kavecrra

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOIAH® rta6nerku, noKkpbIThie caxa pHo# 06ono4koit o 10 mr

Batch number/ Homep cepun: 200755 Number of analysis/Homep ananuza: 396669
Test Specification Test result Unit
Hcenniranne Cremnduranus Pesynprar Enunnna

ADI - TuocuuH 6yTHnBpoMi

Result/Pesynprar: Released /Beinymeno : .
(Date of RELEASE)/(flata BBIIIYCKA) A (4ol0?
DELPHARM
Reims
for  cae st bFexir z‘_’:—mLA}. s Delpharm Reims
3— ounENGT Henshapm Peiimc
Signature/llonnmce: N .:{;;_‘j:'“"’k

Qualified Person/YnonnoMouennoe nuuo:
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JEPXUIIKCIIVIKBA
HAEPIKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOMTPOJTIO 3A
HAPKOTHKAMM ¥V KTAIR CBbKIM OBJIACTI

npocrext Baepis Jobanorcrkoro, 51, . Kuig, 03110, Ten/axe: (044) 363-06-50
E-mail; dIs.ko@dls.gov.ua,https://www.dls.gov.ug Koa €APTIOY 37078774

BHCHOBOK
Npo AKICTH BBe2eHoro Yxpainy JIKAPCHLKOro 3acoly

27.04.2021 Ne 21154/21/10

BYCKONIAH®
(uadiMenypanus Aixaperkoro 3acoy arigno 3 PEECTPAiHHMM TOCBIRMEHHAM)
TabJeTKH, BRpUT] HyKposoro oboaonkore, noe 10 Mr; 1o 20 Tagxerox y Ouaicrepi; no 1 Oaicrepy
B KapTOHIIH Kopofui
{(thopma BHITYCRY, JO3YBAHKS, BH]( hakyBamia nikapcekoro 3acofy)

Homep peectpaniiisoro mocsiguenss UA/6378/01/01 CTpOKk i peecTpanifinoro nocsizyemms 01.01.2099
Cepis nikapcbxoro 3acoby Ne 201659 Kinbkicts aresenoro nixapepkoro sacoby 24688

Bupofuux Hensdapm Peiime, Dpannisg
(hatiMenysanug BUpoSHMKa NiKapcrkoro 3acaby, kpaina NOXO/KEHH)

Beeseno n Vipainy Tonapycmo 3 00Mexeno0 BlIOBIaNLHicTIO "CAHOfI)I—ABEHTIC

YKPAIHA", inenr. Kxo1: 35648623

{HaliMenybanns a kon 3a EPTIOY 10puamunoy ocobi abo npispumge, in's, 1o Gariopi (hiznupot

0¢o0¥ - mianpuemus, it MICHE PO HBanHg Ta PeecTpauifinuit omep 06ikonot K&DTKH INATHHKa
Nogarkin aGo cepis Ta HOMCp nacriopra)

HpoToxon sisyanuuoro oHTpomo Bin 21.04.2021 X 1269/17.

nexcit COJIOIP A

(iniviam 7a npiznHite)




Delpharm Reims, France

10 rue Colonel Charbonneaux

51100 Reims, France

Henvipapm Peiive, Opanuus

10 pro Kosonens JapGonso

51100 Peiise, ®pannus

+33 3 26 88 81 10 Fax: +333 26 88 81 11

Certificate of Quality
Ceprudurar Kagectpa

Manufacturing Authorisation number/Homep nunensun na npoussoacTeo: M15/292

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOITAH® Tabaerkn, noKphITHIe caXapHoii 0600049K0i 10 10 Mr

[mporting country/Mmmoprupytomas crpauna: Ukraine/V KpauHa

Country of Manufacture/Crpana-npoussoautens: France/®@pannus

Active ingredient: hyoscine butylbromide 10 mg/tab
AKTHBHBIH HHrpEeaHEHT: raocuuna SytunGpomun 10 mr/rab
Marketing Authorisation Number: UA/6378/01/01

Perucrpaumonutoe cenneTensorro: UA/6378/01/01

Type of the package: 20 tablets in a blister; 1 blister in a carton box labeled in Ukrainian language
Ynaxoeka: no 20 taGnerok B Gmactepe; no 1 Gnucrepy B kapTOoHHOH KOPOOKe ¢ MapKHPOBKOM Ha YKPauHCKOM
A3BIKE

Batch number/Homep cepuu: 201659
Date of Manufacture//lata npomseoactsa: 11 2020
Date of Expiry/lopen no: 10 2023

Batch size/Pasmep cepuu: 56.944  packs/ynakorox

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

CauaereneTso 0 cepTadHKannn:

SN

T \:.'i’: 2 )
OTHM 5 TMIOATBEPHC A0, YTO TIPHBEEHHAN HH(i)OpMaLIHH ABJIACTCH NOCTOBEPHOH Ef‘ifé 1HOY, \:":?ffy CEPHID TIPOLYKIIHA

ObUI0 IPOU3BE/ICHO, BRITIOUAS YIAKOBKY / MapKHPOBKY M KOHTPOJIb KaUecTRa HA ﬁé}":'eyng\@nﬂyr i shacTre(ax) B
TIOJTHOM COOTBETCTBUM ¢ TpebGoBaHnaMu GMP, yCTaHOBICHHBIMY MECTHBIM peryrii’g’r;ép;@i@_ggggﬁ' ; @ TAKGKE B
COOTBETCTBHH CO CTICLH(HKALMSIMH K PerucTpalHoHHOMY CBuzereabcTBy, conepsii gﬁéﬁiﬁ[ﬁf@%ﬁ}f&maumrmom
Aocke crpanbl-uMnoprepa. [IpoTokosibl Mpon3BoACTBA, YIAKOBKY 1 aHANH30B GELIH NEPetHOTPEHb! H YCTAHOBIICHO
cooteercrere GMP

Crpannua 1 u3 5 ﬁ M . 0{ M ‘&? /70 %g/ 7 Q7—651953~V04




Delpharm Reims, France

10 rue Colonel Charbonneaux
51100 Reims, France
Henbdapm Peiime, Opanus
10 pio Kononens lllap6onno
51100 Peiine, @panuus

+33326 88 81 10 Fax: +33326 88 81 11

BDELPHARM

Certificate of Quality
Ceprudukar Kavecrpa

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOITAH® TabeTkH, MOKphITHIE caxapHoi 060104k no 10 mr

Batch number/ Homep cepnn: 201659

Specification

Number of analysis

Reiris

/Homep ananuza: 401416

Test Test result Unit
Henwitanye Cretugukarms PesyastaT Enunnua
Description round, white, biconvex, sugar-coated conforms
tablets
Brewunii prj KpYriable, NROAKOBBIIYKIILIE TaOleTKH, COOTBETCTBYET
MOKPBITBIC caxapHol oGomoukoii 6enoro
IBeTA
Odour almost imperceptible conforms
3amax MOUTH OTCYTCTBYET COOTBETCTBYET
Dimensions of the tablet diameter: about 7.0 mm 6.9 mm
thickness: about 3.7 mm 3.7 mm
Pa3mepws Tafiaerkn IOHaMeTp: oKono 7.0 MM 6.9 MM
TONLUMHA: QKOO 3.7 MM 3.7 mm
Identification of
ADI1 (TLC) corresponding to standard conforms
AD1 (HPLC) corresponding to standard conforms
Wientudurxanmn
AD1 (TCX) COOTBETCTBYET CTAHAAPTY COOTBETCTBYET
AD1 (B3XX) COOTBETCTBYET CTAHIAPTY COOTBETCTBYET
Identification of the dye* positive positive
Waentuduranng xpacurens™ TIONOKHTENbHAR IOJIOKHUTEAbHAS
Average mass 1425 - 1575 mg 148.5 mg
Cpenhnas macca 14251575 mr 148.5 wMr
Loss on drying <50% 39 %
Tloteps B Macce npu BpIcymmBannn < 5.0 % 39 %
Disintegration time < 10 min conforms
individual values:
4-4-4-5-6-6 min
Pacnagaemocts < 10 Mun COOTBETCTBYET
OT/AENIBHBIE 3HAYCHHS!
4-4-4-5-6-6 mun
pH 4.5-6.5
Degradation products il B
BA 345 BR (TLC) <0.8% £ btdetedtable \%
AD 12 (TLC) <02% © not%gieter}ft%a{
BA 790 BR (TLC) <0.5% 15[ notdeigotablés ¥
Each unspecified <02% Q:‘f-}_‘: &\ not ‘tj_?éiectab/}%? ﬂz
degradation product (TLC) :;jﬁ. & e
Tpoayxrel paznokennn "\.:'\. oL gy
BA 345 BR (TCX) <0.8% meObHaIViceHo %
AD 12 (TCX) <02% He oBHapyxeHo %
BA 790 BR (TCX) <0.5% He oBHapykeHo %

Crpannua 2 u3 5
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Delpharm Reims, France

10 rue Colonel Charbonneaux

51100 Reims, France

Henvdapm Pelive, Opanipa

10 pro Konorens 1llapbon#o

51100 Petimc, @panumsa

+3332688 81 10Fax:+33326888111

Certificate of Quality
Cepruduxar Kauecrna

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOITAH® Ta6.1eTKH, NOKPLITHIE caxapuoi odosroukoii mo 10 mr

Batch number/ Homep cepuu: 201659 Number of analysis/Homep ananuza: 401416
Test Specification Test result Unit
Henvitanue Crenndmranms Pezynptar Enuunna
Kaxpoit <0.2% He obnapyxeno %
HeHJEHTHOHUHPOBA HHOTH
(TCX)
Residual solvents* (GC) ethanol < 0.5% 0.2 %
OctaTounbie pactsopurenn™ (I'X) atanon < 0.5% 0.2 %
Dissolution (LC) Time: 45 min. conforms
AD1 Q: 70% of declared content.
Requirement A (n=6) individval values: 84-98-87-84-
No individual value should be less than 94-82 %
Q+5%.
Requirement B (n=12) average value:
The average should be equal to or greater 88

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%.

Pacreopenne (3KX) Bpems 45 mun. COOTBETCTBYET

ADI1 Q: 70 % 01 3a%BIeHHOTO KOJIHUCCTRA,

TpeGopanns A. (n=6) Hu oaxo HHAUBUYATIbHbIE
HHAMBUAYANEHOC SHAUCHHE HE JTOMIKHO IHauenns: 84-98-87-84-
BuITH MeHee Q+5%, 04-82 o
TpeBosanua B. (n=12) Cpeanee smuenye CpeaHee 3HAUCHHE:!
AOKHO OBITE PAaBHBIM WM Donblue uem 88

Q. Hu oxno nuaMBHIyansHOE 3HaYeHHES
HE T0JKHO OBITE MeHee Q-15%.
Tpe6orami C. (n=24) Cpennec
3HAICHHE JOJDKHO OBlTh PABHEIM HITH
Gonbiie 9em Q. He Gomee wem 2
HHIHBHAYRIIbHBIX 3HAYEHUA MOTYT OBITE
Menee ueM Q-15% u uu ogHO
HHIHBHAYANBHOE 3HAYEHEHE

HE JTOMKHO O5ITh MeHee Q-25%.

Active ingredient content 9.5 - 10.5 mg/tablet
ADI1 (LC)

Konuueersenuoe onpencenenne 9.5 - 10.5 Mr/tabnerky
ADI (OKX)

Crpanuiia 3 us 5 COQ-651953-V04




Delpharm Reims, France

10 rue Colonel Charbonneaux

51100 Reims, France

Henvdapm Pefime, Mpanums

10 pro Konouens lap6onno

51100 Peiimc, Opanips

+33 326 88 81 10 Fax: +33 3 26 88 81 11

Certificate of Quality
Ceprudpuxar Kauecrsa

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOITAH® tataeTKH, NOKpHITHIE caxapHoH o0o/1oukoii mo 10 mr

Batch number/ Homep cepun: 201659 Number of analysis/Homep anannza: 401416

Test Specification Test result Unit
Hcnriranne Crneuudukanms Peaynurar Enunuua
Uniformity of dosage units Requirement A (n=10) conforms
AD1 (LC) The acceptance value (k=2.4) must not
be greater than 15.0. individual values:
Requirement B (n=30) 98.2-101.3-97.9-98.3-
The acceptance value (k=2.0) must not 98.7-98.0-99.7-98.3-
be greater than 15.0 and no individual 95.6-98.5 %
value is lower than 0.75M or greater than
1.25M. acceptance value: 3.4
OQaHOPOAHOETL AO3APOBAHHBIX TpeGopanue A (n=10) COOTBETCTBYET
eAHHAHL Kpurepuit upuemremoctu (k=2.4) He
AD1 (KX) HosxeH ObiTh Gonee gem 15.0. WHIMBHLYANbHbIE
TpeGosanne B (n=30) 3Hauenna: 98.2-101.3-
Kpurepuii npuemnemoctn (k=2.0) ne 97.9-98.3-08.7-98 (-

Homken 6uiTs Gonee vem 15.0 1 BE 0HO 99.7-98.3-95.6-98.5 %
HHAHBHAYANEHOE 3HAYCHHE HE NOJDKHO

OnITh MeHee 0.75M u Bonee 1.25M. KpHTEpHIT

npueMnemMocTy: 3.4
Microbiological quality *

Total aerobic micrebial < 10° CFU/g <10 CFU/g
count (TAMC)

(Ph.Eur. 5.1.4)

Total combined < 10* CFU/g <10 CFU/g

yeasts/moulds count
(TYMC) (Ph.Eur, 5.1.4)

Escherichia coli absence in g absence in 1g
(Ph.Eur. 5.1.4)

Mukpobuonornseckas yneToTa*®
Ob1ee Yneno a3pobHbIX < 10° KOE/r <10 KOE/r
MHKPOOPTAHH3IMORB

(TAMC) (Esp. ®apm 5.1.4)

O6uiee ynesio apoxckesbly < 102 KOE/r

H TLTECHEBBIX

MHKPOOPraHH3IMOB

(TYMC) (Enp. Dapm 5.1.4)

Escherichia coli OTCYTCTREE B 1T
(Enp. dapwm 5.1.4)

Remarks/TIpumeuanue:
* at least two batches are tested per year.
* NPOBOAT Ha 2-X CEPHANX B rojL.

AD1 — Hyoscine butylbromide
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Delpharm Reims, France

10 rue Colonel Charbonneaux

51100 Reims, France

Henbdapm Petime, Opanius

10 pro Kononens MapGonno

51100 Peiinc, Opaduus

+3332688 81 10 Fax: +33326 88 81 11

Certificate of Quality
Ceprndukar Kauecrsa

BUSCOPAN® sugar-coated tablets 10 mg
BYCKOMNAH® Ta6ieTkn, NOKpHITbIe caxapHoii 060.109Kk0ii no 10 mr

Batch number/ Homep cepuu: 201659 Number of analysis/HoMep ananuza: 401416

Test Specification Test result Unit
Hcnbitanue Cneunduxanms Peaynprar Ennauna

ADI - T'niocnus Gy THROpOME

Result/Pesyinrar: Released /Buinymeno
{Date of RELEASE)/(Jara BBIIIYCKA) 24.03.2021

DELPHARGM
Reims

Delpharm Reims
Henndapm Peiimc

o Julic CARETTE
Signature/Tloanuce: }f/ Julic
Qualified Person/Ynomom(uertoe numo: 75 NARS 2071
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