AEKJAPAIIASI O COOTBETCTBUUA

| NEKJIAPAHT, IPHHUMAIOIUH TEKJIAPAITAIO O COOTBETCTBIM

‘| 4O "Canogu Poccus"

| 3apezucmpuposaro : Meacpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
| 19.08.2002 -

| Aopec: 125009, 2. Mocxea, ya. Teepcran, o. 22, Tenegpon:8 (493) 721-14-00

| B nuye: Tenepanvnnii Oupexmop Adaysn H.B.

| Hosepennoe nuyo: Knoxoea I0.C., dosepennocms 6/u om 01.12.2017

| 3AAIBJISIET, UTO

hexapemeennoe cpedcmeo: Byckonan, cynnosumopuu pexmanoivie 10 mz 5 uLn., Ynaxoeku bezvavetivosule

| xonmypuuie (2), nauxu xapmonnvie, PY Ne TI NO14739/01 om 1 4.04.2009 (dama samenwr 03.08.2017) svidano
1 A0 ”Cauégb;i Poccwz", cepus 8324204, napmua 27839 ynaxosox, zoden do 01 .07.2023, npouseodcmea
Hnemumym oe Anzenu C.PJY., Hmanus, Instituto De Angeli S.R.L., 50066 Regello, Loc. Prulli, 103/C,
Florence, fItdb: xod OKITNI2 21.20.10.113, koo TH B3I 3004490009, konmparm Ne 250/40056192/F-2 om

| 20.10.2010, unsotic Ne 9085305702 om 12.09.2018

COOTBETCTBYET TPEBOBAHUSAM

11 N014739/01-140409 (HJ] 42-7302-06 usm. Ne 1-4)

JEKTAPAIIS IIPHHATA HA OCHOBAHIH

npomoKoR ucKumanui Ne 2704 0 om 20.09.2018 HII 000 HI[ "PAPMOBOPOHA", ammecmam
axxpeauquy'z;;: POCC RU.0001.21®J40, Cepmugpuxam POCC ITOMOS.C23170 om 20.09.2018

% Knoxoza 10.C.

VHOJIHKCB OH.O

CBEJIEHUS O PET'MICTPALINA

OPT'AH IO CEPTH®HKAIUH, 3APETCTPUPOBA BIIIMIT JAEKJIAPATIMIO
RA.RU.11OMO8 OPI'AH I10 CEPT. HOHKAITHH ITPONYKIHH OFIIECTBO C OI PAHHYEHHOH
OTBETCIBEHHOCTEIO "OKPYKHOH HEHATP KOHTPOJIT KAYECTRA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuuxayuu; 115280, POCCHI, 20poo Mocksa, yn. Macmepxosa, 0. 4, am. 5., men.: (495)788-02-88, seb-
caiim: oy pg,

,I[EKJIAP:{}IIH% O COOTBETCTBMU 3APETHUCTPHPOBAHA N POCC RU A-IT.DMOS.A.01467/18
AATAPEEHCTPAIIAN 20.09.2018
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SAOFS

Hucturyt ne Aurenu C.P.JI
JTok. Ipynmu 1. 103/c- 50066 Perremwto (®nopennus) — Uramus

CEPTUDPHKAT AHAJIN3A

BYCKOIIAH cynnozuropun pextaibhbie 10 mr 10 cyn.

Cepus: 832420A
Jata npousgoncrea: 20/07/2018
TNonen no: 07/2023

HJI TI N014739/01-140409

IMOKA3ATEJ/IN HOPMbI PE3YJIBTAT

Omnucanue Benbie WK LBeTa CAOHOBOH KOCTH, THaIKHE, CootBeTcTRYET
HpOAOATOBATOH OPMEI CYIINOZHTOPHH

3anax 3anax Bocka CooTtsercrayer
BpeMs pacnanaeMocTH <= 30 MuH & MHH.
TtopgaurHOCTE
- AD 1 (ruocumna Oyrundpomun) CooTBeTCTBYET CTAHAAPTY Coorsercreyer
(BOXX/Y P poTomeTp)
- AD 1 (rnocumna 6ytunbpomua) (TCX + | CoorsetctRyeT cTanaapTy Coorsercreyer
B32XX)
- Bpomua (peaxkums ocaxneHus) HonoxurennHas CootreercTBYET
Oaunopoanocts no3uposanus (Esp. ©.) Cpennee 3HaueHHe 10,1

AD 1 (ruocuuna Sytunbpomun) (B3XX)

[Tocroponnue npumecu (BOXKX)

-BA 345 BR 1 ADI12 <= 1,3 % (Oxsusanenrt 2,0% pacnasweroca AD1) | 0,0
-BA 790 BR <= 1,0 % (OxsuBanenr 1,0% pacnasmerocs AD1) | 0,0
- EnMun4Hag HeuneHTuduUMporaHHAA <=0,2% 0,0
IIpHMeECh

- Cymma Beex npumeceid <=2,7% 0,0
Konuuectennoe onpeaenenne (BOXX)

- AD 1 (rnocunna SyTHn6poMu) 9,5 — 10,5 mr/cynnozuropuit 10,1

HacrosummM noarsepxaaio, 4to BelneyKa3aHHas HHOOPMALUNS ABISETCA TOCTOBEPHOR W NPABHIILHOI.
JlaHHas cepus NeKapCTBEHHOIO CPEJICTRA IPOU3BENEHA, BKIKOYAS YITAKORKY H KOHTPOIb KauecTBa, B
YKa3aHHOM BBIIIE MECTE B ITOTHOM COOTBETCTBHHM C TpeboBanHAMH GMP MecTHOro perymsTopHoro oprana

H ciequpUKalusIM, 3aperuCTPHPOBAHHEIM B MMIOPTHPYIOIIEH CTpaHe.

Pemenne: Bemymen  27/08/2018 YnonaomouenHoe muno: Dr. Marilena Fina

AQ «Canodai Poccisn
Adec: 125009, Mockea. va. Trepeias. 22, Teas (493) 721-1400. axe: (495) 721-141 1, www.sanofitu



Cort. No : 18005163

Istifito @
De Angeli
- e
Istituto Do Angell S.r.L-Loc. Prulll n, 103/c- 50066 Reqgelio (FI)-taly
Manufacturlng Authorlzation 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.:  832420A No. of Analysis : 18004627 - 2 - 1
Article No. ; 461615 Date of Manufacture : 20,07.2018
Semifinished batch 832420 Expiry date: 0712023
BIX code/ Pack. Mat. : FOIL (ALV) Printed on 27.08.2018
Testing Spec. No. : 1010027-843R-03 Customer code: 652146
Manufacturing Spec. No. 1 78615_P330A00101
Marketing Authorization No: PN:014738/01
Page: 1
Test
Specification Result Evaluation
Appearance
Smooth, white or ivory-coloured, forpedo-shaped Conforms C
suppositories
Odour
Waxy odour Conforms c
Disintegration time
<= 30 min 8 C
Identiftcation
AD 1 (Hyoscine butylbromide} (HPLGUV diode
array )
Corresponding to standard Conforms ¢
AD 1 {Hyoscine butylbromide} {7.c-HpPLC)
Corresponding to standard TC
Bromide (Precipitation
reaction }
Positive Conforms c
Content uniformity {Eur. Ph.)
AD 1 (Hyosclne butylbromlde) (Hpic)
10,1
{AVG)
AD 1 {Hyosclne butylbromide) {Hpic)
10,2
(MAX)
AD 1 (Hyoscine butylbromide) {HprLc)
10,1
{MIN)
AD 1 {Hyoscine hutylbromide) {HrLc)
10,1 10,1 10,210,110, 10,2 10,2 10,1 c

10,410,



Gert, No ; 18005183

Istifiuto &
De Angeli
tsiituto Da Angeli S.r.L£.oc. Prullin. 103/c- 50068 Reggefio {Fl)4taly
Menufacturing 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.:  B32420A No. of Analysis ; 18004627 - 2- 1
Article No. : 481615 Date of Manufacture ; 20.07.2018
Semifinished batch 832420 Explry date; 0712023
BiX code/ Pack. Mat. : FOIL (ALU) Printed on : 27.08.2018
Testing Spec. No.: 1010027-843R-03 Customer code: 652146
Manufacturing Spec, No.:  78615_P330A001M1
Marketlng Authorization No: PN:014739/01
Page: 2
Test
Specification Result Evaluation

Active ingredient decomposition
BA 345 BR and AD12 (determined as tropic acid) (#pLc)
<=13% 00 §]
{Equivalent to 2.0% of AD1 dagradad)

BA 790 BR (HrLC)
<=10% 00 c
(Equivalent to 1.0% of degraded AD1)

Any unspecified degradation product (HpLc)
<=02% 0.0 c

Total degradation products {HFLT)
<=271% 00 C

Assay
AD 1 (Hyoscine butylbromide) (HpLc)
9,5 - 10,5 mgfsupp 101 c



Cerl. No : 18005163

s

Istituto
De Angeli

Istituto De Angeli S.r.d.-Loc. Prullin. 103/c- 50066 Reggells (FI)-lialy
Manufacturing Authorization N°: aii-32/2016 del §2/03/2016

Certificate of Analysis and Conformance

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

BatchNo.:  832420A No. of Analysis : 18004627 - 2 - 1
Article No. : 461615 Date of Manufacture 20.07.2018
Semifinished batch 832420 Expiry date: 07 /2023

BIX code/ Pack, Mat. : FOLL (ALU) Printed on : 27.08.2018
Testing Spec. No.: 1010027-843R-03 Customer code: 652146

Manufacturing Spec. No.:  78615_P330AC0101
Marketing Authorization No: PN:014739/01

Page: 3

Test
Specification Result Evaluation

Batch quantity released (pes) © 27839 - Number of the Normative Document; P ND14738/01-140409

Evaluation : Conforms

Certification statement;

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in ful}

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

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Pr. Marilena Fina Date: 27.08.2018

Sdkkr End of Report wkik



