JEKJAPAIIMA O COOTBETCTBUHA

JEKJAPAHT, OPUHAMAIOIIANA JEKJIAPAIIHIO O COOTBETCTBYH

AO "Cawnoghu Poccus"

3apeeucmpuposano : Mescpationnas uncnexyun MHC Poccuu Ne39 no e.Mocxee OFPH 1027739079940 om
19.08.2002 -
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Rexapcmeennoe cpedcmeo. Byckonan, cynnosumopuu pexmansiuie 10 m2 5 wm., ynaxoexu bezvaveiivogsie

| xonmypHve (2), hauru xkapmonnwie, PY Ne II NO14739/01 om 14.04.2009 (dama zamenwv: 03.08.2017) evidano
| 40 "Canb’g"nk Poccuﬂ" cepust 8324214, napmua 27219 ynarosox, zo0en do 01.07.2023, npouseodcmea
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| Florence, Italy, xo0d OKIIN2 21.20.10.113, koo TH B3I 3004490009, xonmparm Ne 250/40056192/F-2 om
20.10. 2010 uusouc MNe 9085305702 om 12.09.2018
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SANOFI

Jlox. Hpynma u. 103/c- 50066 Perresvio (Dnopenimsa) — Mtanus

CEPTHO®HUKAT AHAJIM3A

BYCKOIIAH eymmozutopun pekraabusie 10 mr 10 cyn.

Cepus: 832421A
Jlata mpousBoacTra: 31/07/2018
I'open po: 07/2023

HA 1 N014739/01-140409

IHOKA3ATEJIM HOPMbI PE3YJBTAT

Onucanne benvie WK LBeTa CIOHOBOM KOCTH, IN1aJKHeE, CootreercTBYeT
NpoaoIToBaTOR JOPMBI CYTINO3UTOPHH

3anax 3anax Bocka CooTteTcTBYET
Bpewms pacnanaemoctu <= 30 muH 8 MuH.
TMoanuHHOCTE
- AD 1 (ruocunna 6yTundpoMun) CooTBeTCTBYET CTAHAAPTY CooTseTcTByeT
(BIXX/Y® doromerp)
- AD 1 (ruocumna 6ymunbpomun) (TCX + | CoorBercTayeT cTanaapty CooTrercTByeT
B2XX)
- bpomun (peaxums ocaxaeHHs) HonoxurensHas CoorBercTByer
OnHopoaxocTs Ao3uposanns (Esp. @.) Cpeanee 3naueHne 10,2
AD 1 (ruocuuHa O6ythabpomua) (BOKX)
Tlocroponnue npumecu (BIXX)
-BA345BR n ADI12 <= 1,3 % (Okeupanent 2,0% pacnasweroca AD1) [0,0
-BA 790 BR <= 1,0 % (OxBupanent 1,0% pacnasierocs AD1) 0,0
- EnnHuuHan HenaeHTHgHUMpoRaHHas <=0,2% 0,0
NpHMECH
- CyMma Beex npuMmecei =27% 0,0
Komuecteennoe onpenenenne (BDXKX)
- AD 1 (ruocuuna 6yrunbpomun) 9,5 — 10,5 mMr/cynnozuropuii 10,2

Hacroauum noateepx a0, 4T0 BplleyKazaHHas HH(opMalus SBiseTcs JOCTOBEPHOM H MPABHIRHOM.
JlanHas cepus NeKapCTBEHHOTO CPEICTBA MIPOH3BEAEHA, BKII0YAA YHAKOBKY H KOHTPOJIb KAUeCTBa, B

YKa3aHHOM BBIIIIC MECTE B IIOJHOM COOTBETCTBHH C Tpe60BaHHHMH GMP MecTHOrO PETYIATOPHOIO Oprada

u criennuKamaM, 3aperHCTPHPOBAHHEIM B UMIIOPTHPYIOIIEH cTpane.

Pertenne: Beinymen

28/08/2018

AG «Canodn Poccnsy

Ynongomodegsoe muioe: Dr. Marilena Fina

Asipec: 125009, Mocksa, va. Teepekan, 22, Ten: (4953 7211400, dake; (4953 721-1411. www.sanoliru




Cert. No ; 18005205

istituto &
De Angeli
- e
Istituto De Angeti S.r.L.-Loc. Pruli n, 103/c- 50066 Reggetio (Fi}-taly
Manufacturing Autharization N°: aM-3212016 del 6203/2016
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
Batch No.:  832421A No. of Analysis : 18004879 - 2 - 1
Article No. : 461615 Date of Manufacture : 31,07.2018
Semifinished bafch 832421 - Expiry date: 07/2023
BIX codef Pack. Mat. : FOIL (ALU) Printed on : 28.08.2018
Testing Spec. No. : 1010027-843R-03 Customer code: 652146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No: PN:014739/01
Page: 1
Test
Specification Result Evaluation
Appearance
Smooth, white or ivory-coloured, torpedo-shaped Conforms c
suppositores
Odour
Waxy odour Conforms c
Disintegration time
<= 30 min 8 C
Identiflcation
AD 1 (Hyoscine butylbromide} (HPLCAUV dlade
armay )
Corresponding to standard Conforms c
Al} 1 (Hyoscine butylbromide) ¢1.c+HpLC)
Corresponding to standard TO
Bromlde {Predipliation
reaction )
Positive Conforms c
Content uniformity {Eur. Ph.)
AD 1 {Hyoscine butylbromide} (+ric)
10,2 .
(AVG)
AD 1 (Hyoscine butytbromide) (HpLC)
16,2
(MAX)
AD 1 (Hyoscine butylbromide) (HpLC)
10,0
(MIN)
AD 1 (Hyoscine butylbromide) (HpPLC)
10,010,210,110,210,2 10,1 10,2 10,2 c

10,2162




Cert. Na : 18005205

Istifuto &
De Angeli
-
isttuto De Angeit S.rL.Loc. Prulli n, 103/0- 50056 Raggello (Fl)-taly
Manufacturing Authorization N°: aM-32/2016 del 02/03/2016
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
BatchNo.: 832421A No. of Analysis : 18004879 - 2 - 4
Artlcle No. : 461615 Date of Manufacture : 31,07.2018
Semifinished batch 832421 Expiry date: 072023
BIX code/ Pack, Mat. : FOIL (ALU) Printed on ; 28.08.2018
Testing Spec. No. : 1010027-843R-03 Customer code; 652146
Manufacturing Spec. No,:  78815_P330A00104
Marketing Authorization No: PN:014739/01
Page: 2
Test
Specification Result Eyaluation

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

BA 790 BR (HrLC)
<=10% 0,0 G
(Equivalent to 1.0% of degraded AD1)

Any unspecified degradation product {HrLC)
<=0,2% 0,0 c

Total degradation products (+pLc)
<=27% 0,0 c

Assay
AD 1 (Hyoscine butylbromide) {Hric)
8,6 - 10,6 mg/supp 10,2 c



Cert. No : 18055205
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggelio (Fil-lialy
Manufacturing Authorization N°: aM-32/2016 del 02/03/2016

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS

Batch No.:  832421A No. of Analysis : 18004879 -2 - 1
Article No. : 461615 Date of Manufacture 31.07.2018
Semifinished batch 832421 Expiry date: 0712023

BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 28.08.2018
Testing Spec. No. : 1010027-843R-03 Customer code: 652148

Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No: PN:014739/01

Page: 3
Test
Specification Result Evaluation

Batch quantity released (pes) : 27219 - Number of the Normative Document: P N014739/01-140409

Evaluation : Conforms

Certification statement:
Fhereby 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.

WMD Angeli s.r.:
Qualified Person: ?‘”“ﬁ?‘”ﬁm o

Date: Or 557 Pocla S "
R
Batch Review (Pharmaceutical Release Dapt.): Dr. Marilena Fina Date: 28.08.2018

**** End of Report ****



