CepTH(HKAT COOTBETCTBHA M AHAJIN3A @

ermna DELPHARM
Reims
Ceprudukar cOOTBETCTBUS
Crpanwuna 1
Jara meuatu: 22/06//26
B: 8:31:51

IIponyxkr: BYCKOITAH
Poccutickas ®enepanus
Perucrpamnmonnoe ynocrosepenune Ne: JITT-Ne(007903)-(PI'-RU)
OmucrepHas ynakoBka X 20

Kon 3akaszuuka / Bepcus 886128-001
JleficTByromue BemecTra I'MOCHUHA BYTUJIIBPOMUW/] 10MI
Aptuxyn Ne: 323953

Ne maprun/cepun 260525

Ne cepum Oanka: 260525

No JIumieH3un IpON3BOICTBA: 2023 263 1 2

Ne Ceprudukara: 2023 HPF FR 136
[IpousBoacrBennas cnemupukanus:  VV-QUAL-0374839 5.0
TecroBas cnenudukanms Ne: VV-QUAL-0383594 2.0
JlaTta mpomn3BojcTBA: 04 2026

JlaTa oKOHUYAHUS CpOKa TOTHOCTH: 03.2029

Pa3mep BBINTYIIICHHON CEPHH: 49.510 ENL.

CeprudukainoHHOE 3asIBICHHE:

«HacrosmyM moaTBepik1ato, 4TO BBIIIEYKa3aHHAs MH(POpPMAIHA SBISIETCS TOCTOBEPHOM M TOYHOM U YTO
BCE JTaIbl IIPOU3BOJICTBA 3TON CEPUH TOTOBOM MPOAYKIMH OBLTH BBHITIOIHEHBI B TIOJTHOM COOTBETCTBUH C
TpeboBanmsiMu GMP mecTHBIX perynupyromux opranoB, EC u TpeOoBaHusIMH, cOIEpXallMMUCS B
PETUCTPAIIMOHHOM yIOCTOBEPEHUH CTPaHBI/CTpaH Ha3HA4YeHUs. JIOKyMEHTbI, Kacaroluecs IPOU3BOJICTRA,
YIaKOBKHU W aHAJIN3a CEPHH, OBLIN MPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOMUME TpeboBanusm GMP. Ilo
(akTy mMOOBIX OTKJIOHEHHH OblIa MPOBEACHA MPOBEPKA, BOMPOCH OBUIM 3aKPBITHI IO BBHITyCKa CEPHUH.
Cepust OblIa BBITyIIEHA YIIOTHOMOYEHHBIM JIHIIOM).

VHOJIHOMOYEHHOE JIUIIO Gabriel GOURY
Hozmace 24 WIOH 2026

Delpharm Reims
10 Rue Colonel Charbonneaux
51100 Reims. ®panums



CepTudukaT cooTBETCTBUS U aHaNu3a

Internal
Ha3zBanue : BYCKOIIAH
MPOAYKTa: POCCUNCKASA ®EAEPALINA
IIponyxt Ne 323953 Kon 3aka3unka / Bepcus 886128-001

Ne maptuu/cepun  : 260525
No cepum Oamka:  : 260525
TecroBas cneundukanus: VV-QUAL-0383594 2.0

[IpousBoacreennas cnenndukanust Ne: VV-QUAL-0374839 5.0

D

Reims

Crpannna: 2

Jata neuatn: 22/06/26
B: 8:31:51

Jara
npousBoacTea: 14/04/26

Cpox roguoctu: 03 2029

ITokazarenn Hopma PesynbTar
Ornucanwue Benbie, kpyribie, ABOSKOBBIMYyKIbIe  COOTBETCTBYET
Ta0JIETKH, TTOKPBITBIE 000JI0UKOM
3amax [Toutn HEOIY TUMBII CooTBeTCTBYyET
Pasmepsi: tuametp Oxkono 7,0 MM 7,1 Mmm
Pasmepsr: TonmmuHa Oxkom0 3,7 MM 3,7 MM
Cpenusia Macca 142,5 - 157,5 mr 151,6 mr/Tab.
PacnamaemocTs: TpeboBanue A (n=6) TabIETOK CooTBeTCTBYET
<= 10 muH.

TpeboBanne B (n=6+ 12 TabiieTok)
He menee 16 <= 10 muH.

3navenne pH: 4,5-6,5

IToTeps B Macce TpH BEICYIITHBAHUH: <5,0%

ITommanrocTs (TCX): I'mociimaa COOTBETCTBYET CTAaHIAPTY
OyTunOpomuaa

HommuaocTs (BOXKX): 'mociuna CoOTBETCTBYET CTaHIAPTY
OyTHimOpoMuIa

KonmgectBennoe onpeneneane BOXKX):

I'nocriuna OyTundpoMuaa 9,5 — 10,5 mr/ TabneTka

IIponykTel paznoxenus (BIXKX):

BA 345 BR u AD 12 (ompenensiempie ~ He 6omee 0,45 %
KaK TPOITOBast KHCIIOTA)

[poxyxTs paznoxenus (BOXKX): He 6onee 0,25 %
BA 790 BR
IIponykTsl paznoxenus (BIXKX): He 6omnee 0,2 %

€AMHUYHBIA HEUACHTU(QHULIMPOBAHHBIN

HPOAYKT Pa3IOKEHHS

IIponykTsl paznoxenus (BIXKX): He 6omnee 1,0 %

CyMMa IPOIYKTOB Pa3JIOKECHHS

PactBopenue (BOXX): (n=6): UnguBunyansHoe >= 75%

OTaenpHbIle 3HAYECHUS

4 4 4
4 4 4
5,8

39%
CoOTBETCTBYET
CooTBeTCTBYET

9,9 mr/ TabieTka
<0,10 %
<0,10 %

<0,10 %

<0,10 %

CooTBeTCTBYyET



CepTudukaT cooTBETCTBUS U aHaNu3a

o

Internal DELPHARM
Reims
Hazpanue : BYCKOIIAH Crpanuma: 3
HPOIYyKTA: POCCUUCKASA OENEPALIUA
ITpomyxT Ne 323953 Kon 3aka3unka / Bepcus 886128-001 Jara neuatu: 22/06/26

Ne maptuu/cepun  : 260525
No cepum Oamka:  : 260525

B: 8:31:51

TectoBas cnerudurarms: VV-QUAL-0383594 2.0 Hata

[IpousBoacreennas cnenndukanust Ne: VV-QUAL-0374839 5.0

TToka3zaTens

npousBoacTea: 14/04/26
Cpox roguoctu: 03 2029

Hopma PesynbTar

OOHOPOAHOCTH TO3UPOBAHUS —
I'mocuun OyTunGpomug
(meTonuka Epp. @.) (BOXKX)

OxHOPOAHOCTH JO3UPOBAHUS —
I'mocumu Oy THIOpOMUY
(meromuka Esp. @.) (BOXKX)

[Ipumeuanus:

(n=12): cpennee 3Hauenune >= 70%,

OTIENbHBIE 3HaUeHUT >= 55%

(n=24): cpennee 3nauenne >= 70%,

He 0oJiee 2-X OTIEIbHBIX 3HAUYECHUN 93

< 55%, Hu omHO < 45%

OtnenbHbIE 3HAYECHUS:

98 78 86
100 96 99

Tpebosanue A (n=10)
NuauBunyansnoe 3aaucHue (%)

CooTBeTCTBYET

OTaenbHBIC 3HAYCHUS:
98,2 99,1 96,7
98,6 99,1 99
98,5 99,6 102,5
100,9

TpeboBanue A (n=10) 3.8

3nauenue npuemiiemoctu (k=2,4)
He IOJDKHO OBITH Ooiree 15,0

OreHKka: COOTBETCTBYET HOPMaM CIIeLUPUKALINN

: 22/06/26
1468015

Jlata aHanm3a Tommuce

Howmep ananuza KonTponb kauecTBa

AUDE POITRINE
22 UIOH 2026



Certificate of Conformance and Analysis

Product:

Customer code - Version:

Active Ingredient(s)

Article No.:

Batch/Lot No. :

Bulk Batch No:

N® of Manufacturing Authorization:

Certificate Number:

Manufacturing specification

Testing specification:

Date of Manufacture:
Expiry Date:

Batch quantity released:

%

DELPHARM
Reims

Certificate of Conformance
Page: 1
Printed on:22/06/26
at:8:31:51
BUSCOPAN
RUSSIAN FEDERATION
MARKETING AUTH. No:LP-N°(007903)-(RG-RU)

20-blister

886128 - 001

HYOSCINE BUTYLBROMIDE 10MG

323953
260525

260525
2023_263 1 2
2023 HPF_FR_136

VV-QUAL-0374839 5.0
VV-QUAL-0383594 2.0
04 2026

03 2029

49,510 UN

Certification statement:

"I hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
local Regulatory Authority, the EU and with the requirements of the Marketing Authorization(s) of the
destination country/countries. The batch processing. packaging and analysis records have been reviewed and
found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release

The batch has been released by a Qualified Person”.

Gabriel GOURY

LLUNDE  _F

Qualified Person
Signature

Delpharm Reims
/ 10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name : BUSCOPAN
Article No. .: 323953
Batch/Lot No.: 260525
Bulk Batch No: 260525
Testing Specification

Customer code - Version: 886128

RUSSTAN FEDERATION
- 001

: VV-QUAL-0383594 2.0

Manufacturing Specification No.: VV-QUAL-0374839 5.0

2

DELPHARM
Reims

Page: 2
Printed on:22/06/26
at:8:31:51

Date of Manufacture:

Expiry Date .

14/04/26

: 03 2029

Tests Specifications Results

Appearance Round, white. biconvex, sugar-coated Conforms
tablets

Odour Almost imperceptible Conforms

Dimensions: diameter About 7 0 mm 7.1 mm

Dimensions: thickness About 3.7 mm 3.7 mm

Average mass

Disintegration time

pH
Loss on drying

Identification : Hyoscine butylbromide

(AD1)(TLC)

Identification : Hyoscine butylbromide

(AD1)(HPLC)
Assay: Hyoscine butylbromide (AD1)(HPLC)

Degradation products: BA 345 BR & AD12
(s tropic acid)(HPLC)

Degradation products: BA 790 BR
(HPLC)

142.5 - 157 5 mg
Requirement A (n=6 tablets) : <= 10 min

Requirement B (n=6+ 12 further tablets)
At Teast 16 values <= 10 min

45 -6.5
NMT 5.0 %

Corresponding to standard

Corresponding to standard

9.5 - 10.5 mg/tab.

NMT 0.45 %

NMT 0.25 %

151.6 mg/tab.

Conforms

Individual values:
4 4 4
4 4 4
5.8

3.9 %

Conforms

Conforms

9.9 mg/tab

<0.10 %

<0.10 %



Certificate of Conformance and Analysis

Product Name : BUSCOPAN
Article No. .: 323953
Batch/Lot No.: 260525
Bulk Batch No: 260525
Testing Specification .

Customer code - Version: 886128

RUSSIAN FEDERATION
- 001

: VV-QUAL-0383594 2.0

2

DELPHARM
Reims

Page: 3
Printed on:22/06/26
at:8:31:51

Date of Manufacture: 14/04/26

Manufacturing Specification No.: VV-QUAL-0374839 5.0 Expiry Date . : 03 2029

Tests Specifications Results

Degradation products: Any unspecified NMT 0.2 % < 0.10 %

degradation product (HPLC}

Degradation products: Total degradation  NMT 1.0 % < 0.10 %

products (HPLC)

Dissolution: Hyoscine butylbromide (AD1) (n=6) :Individuals >= 75 % Conforms

Time 45 min (n=12):Average >=70 % & indiv. >=55 %

(n=24):Average >=70 % &NMT 2 values <55% 93
& none < 45 %

Individual values:
98 78 86
100 96 99

Uniformity of dosage units/Content Unif: Requirement A (n=10) Conforms

Hyoscine butylbromide (AD1)(HPLC) Individual values (%)
Individual values:
98.2 99.1 96.7
98.6 99.1 99
98.5 99.6 102.5
100.9

Uniformity of dosage units/Content Unif: Requirement A (n=10) 3.8

Hyoscine butylbromide (AD1)(HPLC)

The acceptance value (k=2.4) must not
be greater than 15.0

Date of Analysis : 22/06/26
No. of Analysis : 468015

Signature
Quality Control

AUDE POITRINE |\ 4~

22 JUN 2026 {W}L




