Howmep ceprudukara: 25007503

«Muctutyt ne Anrenu C.P.JLy -Jlok. ITpymmm Ne 103/c- 50066, Peremo (®JI), Utanus
Howmep nunen3un Ha nmpou3BoacTBo: aM-87/2025 natuposannsiii 11/07/2025
Ceptuduxar GMP Ne: IT/99/H/2025

Ceptudukar aHajan3a U COOTBETCTBHUS

FAREVA

ISTITUTO DE ANGELIi

Ha3panmue BYCKOIIAH, cynno3utopuu pexkraiababie, 10 mr 10 cymmn. Poccust

npenapara:

Howmep cepumn: 532739A Homep ananu3a: 25006225-2-1

Kon ToBapa: 461621 JaTta npousBoacTa: 04.11.2025

IpomeskyToUuHasi cepusi 532739 JlaTa ucreyeHus 10/2028
CpPOKa FOAHOCTH:

BIX koa/ynakoBOYHbBIH OOJIBI'A HaneuaTtaHo: 17.12.2025

MaTepua: (AJTIOMUHUEBA )

Homep cnenuduxanuu ais VV-QUAL-0660550 1+ND Kox 3aka3uunka: 863976

NPOBe/IeHUs HCIBITAHUIA:
Homep cnenmndpuxanmun 1is VV-QUAL-0401948 3.0

MpoOU3BOACTBA:
Homep perucTpauoHHOro JITI-Ne(008178)-(PI'-RU) Crpanuna: 1
YAOCTOBEpPEHMS:
IToka3zaTeJb
Hopma Pe3yabTar Ouenka
Onucanue
Benble nnu 1Bera c10HOBOM KOCTH, COOTBETCTBYET C
TJTaKue, TOPIIEeI0 O0pa3HbIe
CYTIIIO3UTOPUH
Pacnagaemoctb
<30 mun 9 C
MopnunHOCTH
AD1 (I'uocuuna 6yTradopomua) (BRXKX/YD-
JIETEKTOp Ha AWOJAHOMN MaTpHIIE)
CoOTBETCTBYET CTAaHIAPTHOMY CooTBeTcTBYyET C
o0pa3siry
Bpomun (peaxius ocakKacHu)
[TonoXuTenpbHBINA Pe3yIbTAT CoOTBETCTBYET C
Onnopoanocts no3upoBanus (Esp. ®@apm.)
AD1 (I'mocuuna 6yTuaopomun) (BOXKX)
10,2 10,1 9,8 9,9 9,9 C

10,2 10,1 10,1 10,2 10,2
AD1 (I'mocuuna 6yTuaopomun) (BOXKX)
(MAKCHUMAJIBHOE 3HAYEHUE) 10,2
AD1 (I'nocumna 6yTuiadpomun) (BOXKX)
(CPEJHEE 3HAYEHUE) 10,1

AD1 ('mocumHa 6yTuaopommua) (BOXKX) 9,8
(MUHUMAIJIBHOE 3HAYEHUE)



Howmep ceptuduxara: 25007503 F AR EV A

ISTITUTO DE ANGELIi
«Muctutyt ne Anrenu C.P.JLy -Jlok. ITpymmm Ne 103/c- 50066, Peremo (®JI), Utanus
Howmep nunen3un Ha nmpou3BoacTBo: aM-87/2025 natuposannsiii 11/07/2025
Ceptuduxar GMP Ne: IT/99/H/2025

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panmue BYCKOIIAH, cynno3utopuu pexkraiababie, 10 mr 10 cymmn. Poccust

npenapara:

Howmep cepumn: 532739A Homep ananu3a: 25006225-2-1

Kon ToBapa: 461621 JaTta npousBoacTa: 04.11.2025

IpomeskyToUuHasi cepusi 532739 JlaTa ucreyeHus 10/2028
CpPOKa FOAHOCTH:

BIX koa/ynakoBOYHbBIH OOJIBI'A HaneuaTtaHo: 17.12.2025

MaTepua: (AJTIOMUHUEBA )

Homep cnenuduxanuu ais VV-QUAL-0660550 1+ND Kox 3aka3uunka: 863976

NPOBe/IeHUs HCIBITAHUIA:

Homep cnenmndpuxanmun 1is VV-QUAL-0401948 3.0

NMPON3BOJCTBA:

Homep perucTpauoHHOro JITI-Ne(008178)-(PI'-RU) Crpanuna: 2
YIOCTOBEPECHHUS:

Tloka3zarean
HopMma Pe3yabTar OueHka

Pa3jio:keHne aKTHBHOIO HHI'pEeAUMECHTA

BA 345 BR u AD12 (onpenesisieMblii Kak TPONOBas

kucjaora) (BOXX)
<1,3% 0,0 C
(OxBuBanenTHO 2,0 %
MTOABEPTHYTOTO pasioxkennto AD1)

BA 790 BR (BOXX)
<1,0% 0,0 C
(OxBuBanentHo 1,0 %
MTOABEPTHYTOTO pasioxkennto AD1)

EnunuyHasi HenieHTU(PUIIIPOBAHHASI IPUMeECH

(BOXX)

<0,2% 0,1 C
Cymma Bcex npumeceii (BOXX)

<2,5% 0,1 C

KonnuecTtBeHHoe onpenesieHue
AD1 (I'nocumna 6yTuiaopomua) (BOXX)

9,5-10,5 Mr/cynmo3uTtopuii 10,1 C

Mukpo0OnoJsioru4eckasi YucToTa, KOHTPOJTHPYEMAst - -
NePUOIHYECKH



Howmep ceprudmkara: 25007503 F AR EV A

ISTITUTO DE ANGELIi
«Muctutyt ne Anrenu C.P.JLy -Jlok. ITpymmm Ne 103/c- 50066, Peremo (®JI), Utanus
Howmep nunen3un Ha nmpou3BoacTBo: aM-87/2025 natuposannsiii 11/07/2025
Ceptuduxar GMP Ne: IT/99/H/2025

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panmue BYCKOIIAH, cynno3utopuu pexkraiababie, 10 mr 10 cymmn. Poccust

npenapara:

Howmep cepumn: 532739A Homep ananu3a: 25006225-2-1

Kon ToBapa: 461621 JaTta npousBoacTa: 04.11.2025

IpomeskyToUuHasi cepusi 532739 JlaTa ucreyeHus 10/2028
CpPOKa FOAHOCTH:

BIX koa/ynakoBOYHBIH OOJIBI'A HaneuaTtaHo: 17.12.2025

MaTepua: (AJTIOMUHUEBA )

Homep cnenuduxanuu ais VV-QUAL-0660550 1+ND Kox 3aka3uunka: 863976

NPOBe/IeHUs HCIBITAHUIA:

Homep cnenmndpuxanmun 1is VV-QUAL-0401948 3.0

NMPON3BOJCTBA:

Homep perucTpanoHHOro JITI-Ne(008178)-(PI'-RU) Crpanuna: 3
YIOCTOBEpeHHUs:

Tloka3zarean
HopMma Pe3yabTar OueHka

Pa3mep BeimymienHoM cepun (mT.): 28422
Onenka: CooTBeTcTBYET

CeprudukaluoHHOE 3asBICHUE:

HacTtosimmM NMoaATBeP:KAAI0, YTO BCe ITANBI MPOU3BOJACTBA 3TOH CEPHH rOTOBOI MPOAYKIMH ObLIA
BBINIOJIHEHbI B TOJHOM cooTBercTBHM ¢ TpeboBanusMu GMP EC un TpeboBaHusiMu
PerncrpanmoHHOro yxocToBepeHUs] CTPAHBI HA3HAYEHHSI.

YNOTHOMOYEHHOE JIUIIO: Istituto De Angeli S.r.1.
YOITHOMOYEHHOE JIUII0
<MOJITUCH>
Hara: Dr. ssa Paola Giori
17.12.2025
Cepus poBepeHa (oTaen GpapMareBTuIeckoro Beimycka): Dr. Rogai Alessio Jara: 17.12.2025

kR oger) oTueTa



IMPHJIO)KEHUE K CEPTU®UKATY AHAJIU3A (conpoBOaUTEIbHOE MHCHMO)

Ha3panue npoaykra: byckonman®

Howmep cepun: 532739A

GMID: 863976

[Hara mpoussoactaa: 04.11.2025

Jata ucredenus cpoka rogaoctu: 10/2028

Homep Perucrparmonnoro ynocrosepernus B Poccum: JIII-Ne(008178)-(PI"'-RU)
Homep HJI: JITT-Ne(008178)-(PT'-RU)-181224

AU (nanmenoBanne ADU, HazBaHME U apec MPOU3BOICTBEHHON TIOLIAIKN):

I'mocumna Oy THIOpOMU]Y

1112714

Bepunrep Murensxaiim @apma ['M6X u Ko . KI'
Binger Str. 173

D-55216 Ingelheim

YnakoBka:

ITo 5 cynmo3uTopues B cTpulibl U3 nmonudTricHa (I13)/bonbru agromuareBoi. [1o 2 cTpuna B KapTOHHYIO
MaYKy ¢ MHCTPYKIMEH IO IPUMEHEHHIO.

MapxkupoBka:

B cootBercTBUU € pazaenom 1.3.2 Moayns 1 perucTpallmOHHOTO JOChEe

YciioBuSI XpaHeHUs:

IIpu Temneparype He Bbimie 25°C.

Cpoxk rogHocTu:

3 rona.

JlaHHBIM JTOKYMEHTOM $ TIOATBEPKAAL0., YTO 3Ta cepHs OblIa IMPOBEPEHa 10 BCEM MOKa3aTelsIM KauecTna,
0003HaYCHHBIM B cliel(pHUKAIIUN HOPMATHUBHON TOKYMEHTAIMH (KPOME TECTOB, KOTOPBIE HE TIPOBOIATCS
Ha 3aBOJIe, TAKHE KaK aHOMaJIbHAsl TOKCUYHOCTb, @ TAKXKE TECThI, KOHTPOJIUPYEMbIE IEPUOAMYECKH).

IMoxmuce/mara: 25.03.2026 Istituto De Angeli S.r.L
VHOJIHOMOYEHHOE JIUIIO
<HOOIITUCH>
Dr. Michela Rosi
Hms: Dr. Michela Rosi 25.03.2026

JIOMmKHOCTD: YIOTHOMOYEHHOE
nuto Uacturyro ne Anrenu C.p. 1



Cert. No : 25007503

Istituto De Angeli S.r.L..-Loc. Prulli n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: IT/99/H/2025

FAREVA

ISTITUTO DE ANGEL

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp RU

Batch No.:  532739A

No. of Analysis : 25006225 - 2 - 1

Article No. : 461621 Date of Manufacture : 04.11.2025
Semifinished batch 532739 Expiry date: 10/2028
BIX code/ Pack. Mat. : FOIL(ALU) Printed on : 17.12.2025
Testing Spec. No. : VV-QUAL-0660550_1+ND Customer code: 863976
Manufacturing Spec. No.:  VV-QUAL-0401948 3.0
Marketing Authorization No: LP-N(008178)-(RG-RU)
Page: 1
Test
Specification Result Evaluation

Appearance

Smooth, white or ivory-coloured, torpedo-shaped Conforms C

suppositories
Disintegration time

<= 30 min 9 C
Identification

AD 1 (Hyoscine butylbromide) (HPLC/UV diode
array )
Corresponding to standard Conforms C
Bromide (Precipitation
reaction )
Positive Conforms C

Content uniformity (Eur. Ph.)
AD 1 (Hyoscine butylbromide) (HpLC)

AD 1 (Hyoscine butylbromide) (HpLC)
(MAX)

AD 1 (Hyoscine butylbromide) (+pLC)
(AVG)

AD 1 (Hyoscine butylbromide) (HPLC)

(MIN)

10,210,19,89,99,910,2 10,1 10,1 10,2 C

10,2

10,2

10,1

9,8



Cert. No : 25007503

FAREVA

ISTITUTO DE ANOEL
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-ltaly

Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: IT/99/H/2025

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp RU

BatchNo.:  532739A No. of Analysis : 25006225 - 2 - 1
Article No. : 461621 Date of Manufacture : 04.11.2025
Semifinished batch 532739 Expiry date: 10 /2028

BIX code/ Pack. Mat. : FOIL(ALU) Printed on : 17.12.2025
Testing Spec. No. : VV-QUAL-0660550_1+ND Customer code: 863976

Manufacturing Spec. No.: VV-QUAL-0401948 3.0
Marketing Authorization No: LP-N(008178)-(RG-RU)
Page: 2

Test
Specification Result Evaluation

Active ingredient decomposition
BA 345 BR and AD12 (determined as tropic acid) (HPLC)
<=13% 0,0 C
(Equivalent to 2.0% of AD1 degraded)

BA 790 BR (HPLC)
<=1,0% 0,0 C
{Equivalent to 1.0% of degraded AD1)

Any unspecified degradation product (HpLC)

<=0,2% 0,1 C
Total degradation products (HPLC)
<=25% 0,1 C
Assay
AD 1 (Hyoscine butylbromide) (HpLC)
9,5 - 10,5 mg/supp 10,1 C

Microbiological purity tested periodically




Cert. No : 25007503

FAREVA

ISTITUTO BE ANGELL

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-Italy
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: IT/99/H/2025

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp RU

BatchNo.:  532739A No. of Analysis : 25006225 - 2 - 1
Article No. : ‘ 461621 Date of Manufacture : 04.11.2025
Semifinished batch 532739 Expiry date: 10/2028

BIX code/ Pack. Mat. : FOIL(ALU) Printed on : 17.12.2025
Testing Spec. No. : VV-QUAL-0660550_1+ND Customer code: 863976

Manufacturing Spec. No.: VV-QUAL-0401948 3.0
Marketing Authorization No: LP-N(008178)-(RG-RU)
Page: 3

Test
Specification Result Evaluation

Batch quantity released (pcs) : 28422

Evaluation : Conforms

Certification statement:
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full

compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

Iswaae@geusx.s. §
ified Par
Qualified Person: QuahﬁZ sgré: ,

Date: " Dh.ssa Paola Giorl -
\F.12.2925
Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 17.12.2025

**** End of Report *****



APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Buscopan® rectal suppositories 10 mg 10 supp RU
GMID: 863976

Batch number: 532739A

Manufacturing date: 04.11.2025

Expiry date: 10/2028

MA number registered in Russia: LP-N2(008178)-(RG-RU)

ND number: LP-N2(008178)-(RG-RU)-181224

Storage condition: Store at temperatures not exceeding 25 °C

Shelf-life: 3 years

Importing country: Russia

Site Manufacturing license: aM-87/2025 dated 11/07/2025
EAEU GMP Certificate: GMP/EAEU/RU/01352-2024

API name: Hyoscine butylbromide

API manufacturer: Boehringer Ingelheim Pharma GmbH & CO. KG

API manufacturer ‘s address: Binger Strasse 173, 55216 Ingelheim am Rhein, Germany
API batch number:1112714

Tests Specifications Results

carton. carton.

Packaging: | © Suppositories in polyethylene (PE)/aluminum | 5 suppositories in polyethylene (PE)/aluminum
foil strips. 2 strips and the package leaflet in a | foil strips. 2 strips and the package leaflet in a

the application dossier. application dossier.

Labelling: In accordance with section 1.3.2, Module 1 of | In accordance with section 1.3.2, Module 1 of the

It is confirmed that the current batch meets the requirements of the Normative Document (as a part of

Regulatory dossier) currently registered in Russian Federation on the listed quality parameters.

It is hereby certified that the current batch meets the requirements of Sections Packaging and Labelling of

Normative Document currently registered in Russian Federation.

In case of any discrepancies or doubt between Engllshl and Russian language versions, the English language

version shall prevail.

Isttuto De Ang _\
Signature: Qualified Persgj 5 ;
Date: 25.03.2026 Dr. Michela Rpsi 5 VeN 2926

Printed name: Dr, Michela Rosi
Title: Qualified Person Istituto de Angeli S.r.|

This cover letter (rev02) replaces the cover letter (rev.01) issued on 17.12.2025





