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NEKJIAPAIIASI O COOTBETCTBUHU

JEKJAPAHT, IPHHUMAIOHNIUHI JEKJIAPAITUIO O COOTBETCTBHH

AO "Canoghu Poccus”

Ceedenus o pezucmpayuu opzarnuszayuu. Mexcpaiionnan uncnexyus Pedepanbroii Hano2060u cryxucbor Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvubiii dupexmop Monxec O.A.

Hoeepennoe nuyo: Cmenarnoe C.C., dosepennocme 6/n om 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmeo. Byckonan, cynnosumopuu pexmanvubie 10 Mz 5 wm., ynaxoexu be3vadetixogbie
xonmypruie (2), nauxu xapmontioie, PY Ne I N014739/01 om 14.04.2009 (dama 3amens: 03.08.2017) suidaro
AO "Canogu Poccus” , cepus 9317244, napmus 24000 ynaxoeox, zo0ex oo 01.03.2024, npouzeodcmsa
Hucmumym de Anzenu C.P.JI, Hmanus, Instituto De Angeli S.R.L., 50066 Regello, Loc. Prulli, 103/C,
Florence, Italy, ko0 OKITZ2 21,20.10.113, xod TH B3] 3004490009, xormpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085336159 om 07.06.2019

COOTBETCTBYET TPEBOBAHMSIM
11 NO14739/01-140409 (HJ 42-7302-06 usm. Ne 1-5)

JEKJIAPALIUSA ITPHHSITA HA OCHOBAHHUH
npomoxon uchsimanuii Ne 16480 om 18.06.2019 HJ/T OO0 HL] "PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®J140, Cepmucpuxam POCC IT. ®M08.C42245 om 18.06.2019

JATA TIPUHSTUS JEKJIAPAITAM 18.06.2019
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CBEJAEHHSA O PETUCTPAIIIHA

OPT'AH 10 CEPTUOUKAIAH, SAPETHCTPUPOBABIIHUN JEKJIAPAITHIO

RA.RU.11OMO8 OPTAH 10 CEPTH®HKALIHH ITPONYKIIHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJISA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, 3m. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmepkoea, 0. 4, am. 3., men.:(495)788-02-88, eeb-
caum: oyxk.pe.

JEKJAPALIAS O COOTBETCTBHUM 3APETHCTPHPOBAHA N2 POCC RU JI-IT. @M08.4.27399/19
JATA'PETICTPALIHH /8.06.2019
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Cepr. Ne: 19002757

Istituto De Angefi §.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Hranus

Pernctpaunonsoe yroctosepetne No: aM-136/2018 or 07/03/2016
GMP cepr. NelT/233/H/2018 istituto C e
- De Angen‘

CeprudukaTt aHaIu3a U COOTBETCTBHS

Ha3iBaune sexapcrsennoro cpeacrea:  BYCKOIIAH cynnosaropnn pekranstsie 10 Mr 10 cyn. AD GUS

Cepusa Ne: 931724A Ne ananusa: 19001951-2-1
AprHkya Ne: 461615 Jata npoussopcrea:  29.03.2019
CepHfl NpOMEKYTOMHOTO NPOAYKTA: 931724 Cpox roaHocTH: 03 /2024
BIX xon/ YnaxoBouMbiit MaTepHan: Amomunnesas onsra  Haneuatano: 17.05.2019
TecToBas eneundurkanna Ne; 1010027-843R-03+ND  Kon 3akazumka: 652146
IlponspoacTBeHHan cneunguranus Ne; 78615_P330A00101
PerncrpansoHHoe CBHAETENLCTBO Neg TING14739/01
Crpanuna: 1
HenmiTauue Crneundmxannus Pezynrrar Ouenka
Onucanne
Benbie HH 11BeTa CIIOHOBOM KOCTH, [TIaKHE, C
IPOAOJITOBATON POPMEI CYTITIO3HTOPHH CooTBeTcTBYET
3anax C
3anax Bocka CooTreTcTBYET
Bpems
pacHagaeMocTn
<= 30 muH 8 C
HoammuuOCTH
AD 1 (raocumna 6yrnabpomun) (BOXX/Y® doromerp)
CooTtBeTcTBYET CTaHHAPTY CoorpercTByer C
AD 1 (raocunna 6yruadpomun) (TCX + BIXX)
CooTBercTBYET CTAHAAPTY TO
Bpomng (peakius ocaxaeHus)
[onoxutensHas CooTBeTCTBYET C




Cepr. Ne: 19002757

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

Istifuto®

De Angeﬂ

Ceprudukar aHaju3a ¥ COOTBETCTBHUS

HasBauue nexapcreennoro cpencrsa:  BYCKOIIAH cynnosutopun pextaibHbie 10 mr 10 cyn. AD GUS

<=2,7%

_Cepua No:  931724A ] Ne ananmsa: 19001951-2-1
ApTayn Ne: 461615 Jara nponspoacTea:  29.03.2019
Cepus npoMexyTOYHOr0 APOAYKTA: 931724 Cpok rognocry: 03 /2024
BIX xon/ YnakoBouustii MaTepHan: Amomunuceas donsra  Haneuatano: 17.05.2019
Tectopan cnennduxaung Ne: 1010027-843R-03+ND  Kon 3aka3unka: 652146
ITpon3eogcTBeHHAn cenudHKanna Ne: 78615 _P330A00101
PerncrpallnoHHOE CBHAETEALCTBO No: TIN0147398/01

Crpannua: 2
HcenpiTanne Crneundnkxanns PesyavTar Ouenica
Onnopoanocrs no3apopanns (Esp. @.)
AD 1 (ruocumHa 6yTunopomua) (BOXX) 10,0
MAX)
AD 1 (ruocunna 6yruatpomun) (BOXKX) A -
(MIN)
AD 1 (rmocuuna 6yruabpomua) (BOXKX) 9,% -
(AVQ)
AD 1 (ruocunna 6yrunépomma) (BIKX) 9,99.99,89,99,99.9 10,0 C
10,0 9,9 10,0
IlocToponHue npumecH
BA 345 BR u AD12 (onpenenennnie Kak Tponosas
kucaota)  (BIXX) 0,0 C
<=13%
(OksuBanenT 2,0% pacnasierocs AD1)
BA 790 BR (BOXX) 0,0 C
<=1,0%
(Oxpusanent 1,0% pacnaewerocs AD1)
Ennnnyunoil HeneHTHGHLHPOBAHHO NpHMecH 0,0 C
<=0,2%
Cymma Bcex npameceii (B3XX) 0,0 C




Cepr., Ne: 19002757

Istituto De Angeli S.r.L-Loe, Prulli n. 103/c- 50066 Reggello (FI)-Hranua
Perncrpaunonnoe yaccrosepenne No: aM-136/2018 ot 07/03/2016
GMP cepr. NelT/233/H/2018

Istifuto &
De Angeli
@" M

CeprHduraT aHaIU32 H COOTBETCTBHSA

Haspanne nexapcrsennoro cpenctea:  EYCKOINAH cynnosuropuu pextansubte 10 mr 10 cyn. AD GUS

Cepunga Ne: 9317244 Ne ananmia: 19001951-2-1
Aprarya Ne: 461615 Jara nponssoactea:  29,03.2019
Cepns IPOMeKYTOYHOTO NPOLYKTA: 931724 Cpok roaHocTH: 03/2024
BIX xon/ YnaxeBoyHbil maTepnan: Amomunnesas gponera  HameaataHo: 17.05.2019
Tecrosas cnenndmixannn No: 1010027-843R-03+ND  Kona 3aka3unka: 652146
ITponseoacTBennan cneumburamma Ne: 78615_P330A00101

PerucTpautontoe cBHAETEILCTBO Ne: 1 N014739/01

Crpannna: 3

Heneiranne Cneundukaunn Pesynurar Ouenka
Koan1ecrBennoe onpenesienne

AD 1 (rnocunna 6yrun6pomun) (BOXKX) 9.9 C
9,5-10,5 mricynnosuropuit

Ofmee 9nen0 a3po6HBIX MHKPOOPTaHH3MOB 0 C
<=1000 KOE/mMn

Obmee 9ne0 APOICKEBLIX M ILIECHEBBLIX rPuGoB 0 C
<=100 KOE/mn

Escherichia coli OrcyTcTBYET C

OTtcyrcTBue B 1 Mn

Pazmep BuinylteHHOH cepun (mT): 26229

Ouenka; CooteetcTBYET '

3anBaeHHE O CEPTROUKALIHH;

HacTosuum noaTsepxaalo, 4To BhillieyKalaHHas HHGOPMALNS SBNAETCS AOCTOBEPHON H IPABRILHOM.
JlaHHas cepHs NeKapPCTBEHHONO CPEACTRA NPOH3IBEACHA, BKNIOYAS YNAKOBKY H KOHTPOIbL K8YeCTBA, B
YKa3aHHOM BbILUE MECTe B MOJJHOM COOTBETCTBHH ¢ TpeGoBannamMn GMP MeCTHOrO peryISTopHOro oprata u

cnempHKaLuaM, 3apErHCTPHPOBARKHLIM B HMIOPTHpPYIoweli cTpaHe,

VionnoModYeHHOS NHLIO:

Hara:

Cepusa npoeepena (Otaen dpapmauerTHYECKOro Brimycka): Dr. Beatrice Nannini

LY ‘KOHCH o-rqe-ra*#* ¥

Istituto De Angeli S.r.l.
Hoonuce
17.05.19
Dr. ssa Paola Giori




Cert. No : 10002767

Istituto De AngeR S.r.L.-Lec. Prullin, 103/c- 50088 Reggello {(F1)-ltaly
Manufacturing Authorization N°: aM-136/2018 daled 07/11/2018
GMP Centificato No; IT/233H/2018

Istifuto &
De Angell
<

Certificate of Analysis and Conformance

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

(AVG)

AD 1 (Hyosclne butylbromlde} (#rLc)

9,99,99,8999.09,0 10,

Batch No.:  931724A No. of Analysls : 18001951 - 2 - 1
Articite No. : 461615 Date of Manufacture : 29.03.2018
Semifinished batch 931724 Expiry date: 03 /2024
BIX codef Pack, Mat. : FOIL (ALU) Printed on ; 17.05.2019
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorlzation No: PN:014739/01
: Page: 1
Test
Speclfication Result Evaluation
Appéarance o
Smooth, white or ivory-coloured, forpedo-shaped Conforms c
supposltories
Odour
Waxy odour Conforms c
Dislntegration time
<= 30 min 8 c
Identiflcation
AD 1 (Hyoscine butylbromide)} {HPLGIV diode
armay )
Corresponding to standard TO
AD 1 (Hyoscine butylbromide)} (m.c +HrLG)
Comresponding to standard Canforms C
Bromide (Preciphation
reaction)
Postive Conforms c
Content uniformity (Eur. Ph,)
AD 1 (Hyoscine butylbromide} (HrLc)
10,0 =
(MAX)
AD 1 (Hyoscine butylbromide) (Hric)
98 -
{(MIN)
AD 1 {Hyosclne butylbromide} (HpLC)
99




Cort. No: 19002757

Istifrto &
De Angeli
-
Istituto De Angelt S.r.L-Loe. Prulli . 103/c- 50066 Regpelio (FT)-taly
Manufacturing Authorization N*; ei-136/2018 dated 0711172018
GMP Certificate No: ITI233M/2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
Batch No.:  931724A No. of Analysis : 19001951 - 2- 1
Article No, ; 481615 Date of Manufacture : 29.03.2019
Semifinished batch 931724 Expiry date: 0312024
BIX codef Pack. Mat. : FOIL (ALU) Psinted on : 17.05.2019
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No: PN:014738/01
Page: 2

Test

Specification Result Evaluzfion

Active Ingredient decomposition
BA 345 BR and AD12 (determined as froplc acid) (HrLc)
<= 1,3% 00 :
{Equivalent to 2.0% of AD degraded)

BA 790 BR (HPLC)
<=1,0% 00 c
{Equivalent fo 1.0% of degraded AD1)

Any unspecified degradation product (HPLC)

<=02% 0,0 c
Total degradation products (HPLC)
<=271% 0,0 c
Assay
AD 1 (Hyoscine butylbromide) (HPLC)
9,5 - 10,5 my/supp 9,9 C
Total asroblc microblal count
<= 1000 cfulg 0 c
Total combined yeast/moulds count
<= 100 cfufg 0 c
Escherichia coll/g
Absantin 1g Absent c
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Cert. No : 19002757

tstiﬁlﬁé

- De AHQEH

Istituto De Angeli S.r.L.-Loc, Prufii n, 103/c- 50066 Reggeflo (Fi)-italy
Manufacluring Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certficate No: [T/233/H/2018

Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp AD GUS
Batch No.:  931724A -  No. of Analysis : 19001951 - 2- 1
Article No. : 461615 Date of Manufacture : 29.03.2019
Semifinished batch 931724 Expiry date: 0372024
BIX codef Pack. Mat. : FOIL (ALU) Printedon : 17.05.2018
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.: 78615_P330A00101
Marketing Authorization No: PN:014739/01
— a Page: 3
Test

SQecIf‘ cation Result Evaluation

Batch quantity released (pcs) 26229

Evaluation : Conforms

Certification 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 Report =




