JEKJIAPAIIASI O COOTBETCTBHM

NEKJAPAHT, IPUHUMAIOIHUHA AEKJIAPALIAIO O COOTBETCTBHH

AOC "Canogpu Poccun”

Ceedenun o pezucmpayuu opeanuzayuu. Mexcpaiionman uncnexyus Pedepanorodi nanozoeou caysncosr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocksa, yn. Teepcxas, 0. 22. Tenegpon/paxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'enepanvuniii dupexmop Mowac O.A.

Hosepenroe auyo: Cmenanoe C.C., doséepennocms 6/n om 01.12.2017

3AABISAET, UTO

nexapcmeennoe cpedcmso: Byckonan, cynnozumopuu pexmanohvie 10 me 5 wim., ynaxoexu besvavetixogore
xowmypHsie (2), navxu kapmonnvie, PY No IT N014739/01 om 14.04.2009 (0ama samenvi 03.08.2017) evioano
AO "Canogu Poccua", cepus 9317254, napmun 27870 ynaroeoxk, 200en do 01.04.2024, npouseoocmea
Hucmumym de Anzenu C.PJI, Hmanus, Instituto De Angeli S.R.L., 50066 Regello, Loc. Prulli, 103/C,
Florence, Italy, koo OKIT/2 21.20.10.113, xod TH B3] 3004490009, xonmpaiom Ne 250/400561 92/F-2 om
20.10.2010, uneoiic Ne 9085336159 om 07.06.2019

COOTBETCTBYET TPEBOBAHHSIM
T N014739/01-140409 (H 42-7302-06 uam. Ne 1-5)

JEKJIAPALIMSI MPHHSTA HA OCHOBAHHH
npomoxon ucnsimanuii Ne 16490 om 18.06.2019 HJT 000 HI "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmucpuxam POCC IT ®M08.C42246 om 18.06.2019

JATA OPHHSATHS NEKJIAPAIIUH 18.06.2019
JEKJIAPAIINSA JEACTBUTEJIBLHA 10 01.04.2024
i " ="

Crenanos C.C.
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CBEJEHUSI O PETUCTPALIAUA

OPTAH IO CEPTUOUKAIIMH, 3APETHCTPUPOBABIIHNI JEKJIAPAITHIO

RA.RU.11®dM08 OPTAH 110 CEPTHOHKALMH TPONYKLHH OFU[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYXKHOH LJEHTP KOHTPOJLA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nam. I, xom. 1, adpec opearna no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 5., men..(495)788-02-88, ee6-
caiim: oyxx.p@.

JEKJAPAITUS O COOTBETCTBHUH 3APETUCTPHPOBAHA N POCC RU J-IT. ®DM08.A.27400/19
JIATA PETHUCTPALIMH /8.06.2019

MIT

Q d Huneuxo H.B.

apedan na hoAlkcn Pyxosomutens OC
cepnu urany




Cepr. Ne: 19002759

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggetlo (FI)-Mranus _——
Pernctpaumonnoe yaocrosepenne Ne: aM-136/2018 or 07/03/2016 Istifuto @'$"

GMP . NelT/233/H/2018
L De Angell
@" M

CepTudukar aHaIn3a M COOTBETCTBUSA

Haspanme nexapersennoro cpeactea:  BYCKOIIAH cynnosutopnu peicranenbie 10 Mr 10 cyn. AD GUS

Cepusa No: 931725A Ne ananmusa: 19002020-2-1
ApPTHKYA Ne: 461615 Marta npouseogctea:  02.04.2019
Cepna NPoMeXYTOYHOIO NMPOIYKTA: 931725 CpoK rogHocTu: 04 /2024
BIX xoa/ YnaxoBounnii MaTepnan: Amomunvesas gonera  Haneuarano: 17.05.2019
TecTopan cnenndnrannsg Ne: 1010027-843R-03+ND  Koa 3axasunka: 652146
IlponsBoacTBeHHaA cneundukanmus No: 78615_P330A00101
Perncrpaunonnoe cBNaeTeNILCTRO Not 1 NO14739/01
Crpannua: 1
HenviTanne Cnenndnxaumns PesynbTar Ouenka
Onncanue
Bejible wimH 1BeTa CINOHOBOH KOCTH, IMafKHe, C
NPoIoAroBaToi GOpMEI CYNIMO3UTOPHH CooTteeTcTBYET
3anax C
3anax Bocka CootBeTcTBYET
Bpemsa
pacnazaeMocTH
<= 30 MuH 8 C
HoanuuHOCTH
AD 1 (ruocuuna 6yTadpomun) (BOXX/Y® dotomerp)
CoOTBETCTBYET CTAHAAPTY CootBeTcTBYET C
AD 1 (ruocuuna 6yruabpomuz) (TCX + BOXX)
CooTBeTcTBYET CTAaHIAAPTY TO
Bpomuna (peaxuus ocaxaeHus)
IonoxurensHas CootBetcTBYET C




Cepr, Ne: 19002759

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Htanna
PeructpauncHHoe yaocroeepenye Ne: aM-136/2018 ot 07/03/2016
GMP cepr. NelT/233/H/2018

Istituto ® =

< De Angell

Ceprudukar aHau3a H COOTBETCTBHS

Haspaume nexapcreennoro cpeactea:  BYCKOITAH cynnosutopun pextaasnere 10 mr 10 cyn. AD GUS

Cepus Ne: 931725A Ne anannza; 19002020-2-1
Aprakyn Ne: 461615 Hata nponzsopcrea:  02.04.2019
Cepua npoMexyTOYHOr0 NpoayKTa: 931725 Cpok roanocrn: 04 /2024
BIX xoa/ YnakoBouHblil MaTepuan: Amomunuesas ponbra  Haneuatawo: 17.05.2019
Tecropas cneunpurauns Ne: 1010027-843R-03+ND  Kona 3akazumxa: 652146
IponssoacTBenHan cneunpuauns Ne: 78615_P330A00101
PerncTpanHoHHoOe CBHAETENLCTBO Ne: 11 N014739/01

Crpannua: 2
HenviTanue Cneundukaung Peiynrtar Ouenka

Onnoponnocts nosuposanns (Esp. ®.)
AD 1 (ruocmuHa 6yTHaépomun) (BOXX)

(MAX)
AD 1 (ruocunna 6yTuadpomua) (B3XX)
(MIN)

AD 1 (rnoenmna Syrradépomun) (BOXX)
(AVG)

AD 1 (ruocumna 6yTunépomug) (BOXX)

IHocToponune npuMecn
BA 345 BR n AD12 (enpeneiennbie Kak TponoBas
kuciaora) (BOXX)

<=13%

(OxBuBaneHr 2,0% pacnapmerocs AD1)

BA 790 BR (B2XXX)
<=1,0%
(Oxsubanent 1,0% pacnasierocs AD1)

Ennanunoii HenaeHTHGUIMPOBAHHOM RpUMecH
<=0,2 %

Cymma Bcex npumeceii (BOXX)
<=2,7%

10,1

9,9

10,1

9,910.1 10,0 10,1 10,1 10.0
10,0 10,1 10,1 10,1

0,0

0,0

C




Cepr. Na: 19002759

Istituto De Angeli S.r.L-Loc, Prulli n. 103/¢c- 50066 Reggello (FI)-Mtanna
Perncpausontoe yaocToBepetne Ne: aM-136/2018 ot 07/03/2016 Istifuto @$

GMP . NoIT/233/H/2018
S De Angell
- _M’

Ceprudukar aHaJiu3a H COOTBETCTBHSA

Ha3ipanue nexapersennoro cpenctea:  BYCKOIIAH cynnosutopuu pexranbhiie 10 Mr 10 cyn. AD GUS

Cepun No: 931725A No ananusa; 19002020-2-1
ApTHRYn Ne: 461615 Jara nponssogerea:  02.04.2019
Cepue npoMeKYTOMHORO NPOAYKTA: 931725 CpoK roaHoCTH: 04 /2024
BIX xop/ YnakoBounblii MaTepHast: Amomynuesas donera  HamewaTaHo: 17.05.2019
Tectopan cneundurkauns Ne: 1010027-843R-03+ND  Koa 3aka3unka: 652146
Ipoussoncreennas cneunguiauns Ne: 78615_P330A00101
Perucrpannonsoe cBHAETENLCTBO Nit TTN014739/01
Ctpannna: 3

Hcnervanne Crneunduxauns Peavaerar Ouenka
KonngecTBenHoE onpeaenenHne
AD 1 (ruocunna 6yrun6pomun) (BIXX) 10.1 C
9,5 = 10,5 mr/cynnozutopuii
Obuee 9xcnM0 aIpoOHBIX MUKPOOPTaHH3IMOB 0 C
<=1000 KOE/Mn
Obmee ancao ApoxckeBBIX H MUIECHEBLIX rpHOB 0 C
<=100 KOE/mn
Escherichia coli OtcyrcTByeT C

OrcyrcTeie B 1 Ma

Pasmep srimyuieHHoOH cepun (un'j.‘ 27889

Ouenka: CooTBeTcTBYET

3anBneHNRE 0 cepTHOHKALME;

HacTosimnm noaTeep:aano, YTo BbillleyKa3aHHAA HHGOPMaLUA ABIAETCA HOCTOBEPHOM H PABHABHOMN.
Aannan cepHa NeKapCTBEHHOrO CPeACTBA NPOH3BEAEHA, BKI0YAR YNaKkoBKY H KOHTPOJIb Ka4ecTBa, B
YKa3aHHOM Bbillle MECTE B NOJIHOM COOTBETCTBHH ¢ Tpebopannamu GMP mMecTHORO peryanTopHoro oprana u

cneunHKALHAM, 32PErHCTPHPOBAHNHLIM B HMIOPTHPYOLIEH cTpakHe.

Istituto De Angeli S.r.L.
YnoaHoMoYeHHOE NHHO! Hoonuce
JHara: 17.05.19

Dr. ssa Paola Giori

Cepus npoeepena (Otaen dapmaLeBTHUECKOro Bhiycka): Dr. Beatrice Nannini  Jfata: I‘IOW?T;%‘“ Ty,
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Cert. No ; 19002758

Isfitulo De Angeli S.1.L -Loc. Prulll n, 103/0- 50086 Reggeto (FIHtaly
Manufscturing Auhortzation N°: ab-1362018 datad 07/11/2018
GMP Certilkato No: IT/233H/2018

Istifato ®°
De Angeli
¢“ /

Certificate of Analysis and Conformance

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

BatchNo.:  931725A No. of Analysis : 19002020 - 2- 1
Article No. : 461615 Date of Manufacture : 02.04.2019
Semifinished batch 931726 Expiry date: 04 /2024
BIX code/ Pack. Mat. : FOIL {ALU) Printed on : 17.05.2019
Testing Spec. No. : 1010027-B43R-03+ND Customer coda: 652146
Manufacturing Spec. No.: 78615_P330A00101
Marketing Authorlzation No: PN:014739/01
Page: 1
Test
Specification Result Evaluation
Appearance : — ——
Smoath, white or ivery-coloured, torpsdo-shaped Conforms c
suppositories .
Odour
Waxy odour Conforms C
Disintegration time
<= 30 min 8 c
Identification
AD 1 (Hyoscine butylbromide) (HPLCUV diode
array )
Comesponding to standard TO
AD 1 (Hyosclne butylbromide) (7. +HeLC)
Corresponding to standard Conforms c
Bromide (Preciptation
faaction )
Positive Confonms c
Content uniformity (Eur. Ph.)
AD 1 {Hyoscine butylbromlide) (HPLC)
104
(MAX)
AD 1 (Hyoscine butythromide) {HrLc)
9.9 -
{MIN)
AD 1 (Hyoscine butylbromide) (HpLc)
10,1

{AVG)
AD 1 {Hyoscine butytbromide) (rrLC)

8.910,1 10,0101 10,4 10.0 TEFIDL 0vv0 o
101101 B



Cort. No ; 18002750

istifuto ©
¢‘_1:)“.3 Angeli
Istituto De Angeli S.1.L.-Loc. Prulll n. 103/c- 50066 Reggelio (Fi)-Haly
Manufacluring Authorization N°: alM-136/2018 dated 07/11/2018
GMP Certiicela No: IT/233H/2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
Batch No.:  831725A No. of Analysls : 19002020- 2 - 1
Article No. : 461615 Date of Manufacture ; 02.04.2019
Semifinlshed batch 031725 Expiry date: 04 /2024
BIX code/ Pack, Mat, : FOIL (ALU} Printed on : 17.05.2019
Testing Spec, No. : 1010027-843R-03+ND Customer code; 652146
Manufacturing Spec. No.:  78615_P330A00101
Markefing Authorization No: PN:014739/01
Page: 2
Test
Specification : Result Evaluation
Active Ingredient decomposition R _ I : S —
BA 345 BR and AD12 (determined as tropic acid) (HpLo)
<=13% 00 C

{Equivalent fo 2.0% of AD1 degraded)

BAT790 BR (HrLC)
<=1,0% 00 C
(Equivalent to 1.0% of degraded AD1)

Any unspecified degradation product (HpLc)

<=02% : 0,0 c
Total degradation products (HeLC)
=2,7% 0,0 C
Assay
AD 1 (Hyoscine butylbromide) (npLc)
9,5 - 10,5 mg/supp 10,1 c

Total aerobic microblal count
<= 1000 cfu/g 0 c

Total combined yeast/moulds count
<= 100 cfulg 0 ¢

Escherichia colifg
Absentn 1g Absent c




Cert No : 19002759

et
Istituto ®
De Angeli
g
Istituto De Angeli S.r.L-Loc. Prulll n. 103/c- 50066 Reggelio (FI)-Haly
Manufacturing Authorization N°: abl-136{2018 dated 07/11/2018
GWP Certificate No: T/233/Hi2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
Batch No.:  931725A No. of Analysis : 19002020-2-1
Article No. ; 461615 Date of Manufacture ; 02.04.2019
Semifinished batch 931725 Expiry date: 0412024
BIX codef Pack, Mat. : FOIL {ALU) Printed on ; 17.05.2019
Testing Spec. No. : 1010027-843R-03+ND Customer code: 852146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No: PN:014739/01
Page: 3
Test
Specification Result Evaluation

Batch quantity released (pcs).._27889

Evaluation : Conforms

Certiﬁéation statement:

| 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.

Qualified Person:
Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 17.05.2019

" End of Reporl ***




