Howmep ceprudukara: 21001793 ﬁ%@“@
«Hucrutyt ne Aareman C.P.JLy -Jlok. [Tpymm Ne 103/c- 50066, Peremo (PJI), Utanus lStlELétgng eli
Howmep numen3uu Ha mpon3BocTBO: aM-81/202 matupoBanusiii 29/07/2020 e

Ceprudpukar GMP Ne: IT/96/H/2020

CepTudukaTt aHaIM3a U COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3utopuu pexkraiababie, 10 mr 10 cynn. AD GUS

npenapara:

Homep cepun:  131448A Homep ananu3za: 21001310-2-1

Kon ToBapa: 461615 JaTta mpousBojacTBa: 01.03.2021

IpomeskyToUuHasi cepusi 131448 JaTta ucreuenusi cpoka 02.2026
TOAHOCTH:

BIX koa/ynakoBOYHBIH DOJIbI'A HaneuaTtaHo: 30.03.2021

MaTepua: (AJTIOMUHUEBA )

Homep cnenmndpuxanmnn 1is 1010027-843R-03+ND  Kopa 3aka34yuka: 652146

NPOBe/IeHUs HCIBITAHUIA:
Homep cnenmndpuxanmun 1Js 78615 P330A00101

NMPOU3BO/JCTBA:
Homep perucTpauoHHOr0 I NO014739/01 Crpanuna: 1
YAOCTOBEpPEHMS:
Iloka3ateanb
Hopma PezyabTart OueHka

Onucanne

Benble niam 1iBeTa CJIOHOBOW KOCTH, IIaJIKUE, CooTBeTCTBYET C

MIPOAOJITOBATON (POPMBI CYIIIO3UTOPHH
3anax

BockoBoii 3anax CootBeTcTBYET C
Pacnamaemoctnb

<30 muH 9 C
IloguHHOCTH

AD1 (raocuuna oyTHadopomua) (BOXKX/YD- nerextop Ha
JIMOJTHOYM MaTpHIIE)

COOTBETCTBYET CTaHIAPTHOMY 00pasiry CooTBeTCTBYET C
AD1 (ruocuuna 6yruadopomua) (TCX+BIXKX)
COOTBETCTBYET CTAaHIAPTHOMY 00pasiry TO
Bpomun (peakuust OCaKICHUS) CooTBeTCTBYET C
ITonoxurenbHbIN pe3ynbTaT
Onpnopoanocth no3upoBanus (Esp. ®apm.) 10,2 -
AD1 (ruocuuna oyruaopomua) (BOXKX)
(MAKCHUMAIJIBHOE 3HAUYEHUE) 10,4 -
ADI1 (ruocuuna oyruaopomua) (BOXKX)
(MUHUMAJIbHOE 3HAYEHUE) 9,8 -
AD1 (ruocumna 6yTnaépomun) (BOXX)
(CPEJHEE 3HAYEHUE)
AD1 (ruocuuna 6yruaopomua) (BOXKX) 9,8 10,1 10,1 10,2 10,210,3 C

10,3 10,3 10,4 10,3

Pa3io:keHne akTHBHOIO HHI'PEIUCHTA

BA 345 BR u AD12 (onmpeaensieMblii Kak TPONMOBasi KMCJI0TA) 0,0 C
(BOXX)
<1,3%
(OkBuBanentHo 2,0 % moABEprHyTOro
pasnoxenuto AD1)

BA 790 BR (B2XX)
<1,0%
(OkBuBanentHo 1,0 % moaBepruyToro




Howmep ceptudukara: 21001793 P
Istituto ®
«Hucrutyt ne Aareman C.P.JLy -Jlok. [Tpymm Ne 103/c- 50066, Peremo (PJI), Utanus De Angeli

Howmep numen3uu Ha mpon3BocTBO: aM-81/202 matupoBanusiii 29/07/2020
Ceprudpukar GMP Ne: IT/96/H/2020

CepTudukaTt aHaIM3a U COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3utopuu pexkraiababie, 10 mr 10 cynn. AD GUS

npenapara:

Homep cepun:  131448A Homep ananu3za: 21001310-2-1

Kon ToBapa: 461615 JaTta mpousBojacTBa: 01.03.2021

IpomeskyToUuHasi cepusi 131448 JaTta ucreuenusi cpoka 02.2026
TOAHOCTH:

BIX koa/ynakoBOYHBIH DOJIbI'A HaneuaTtaHo: 30.03.2021

MaTepua: (AJTIOMUHUEBA )

Homep cnenmndpuxanmnn 1is 1010027-843R-03+ND  Kopa 3aka34yuka: 652146

NPOBe/IeHUs HCIBITAHUIA:
Homep cnenmndpuxanmun 1Js 78615 P330A00101

NMPOM3BOCTBA:
Homep perucTpauoHHOr0 I NO014739/01 Crpanuna: 2
YIOCTOBEPEHUSI:
Ioka3zareab
Hopma PesyabTat Ouenka
pasnoxenuto AD1)
Enennunasi HemaentuduimupoBannasi npumecs (BOXKX) 0,0 C
<0,2%
CymmMma Bcex npumeceii (BOXX)
<2,7% 0,0 C
KosuyecTBeHHOE OnpeneeHne
AD1 (ruocuuna 6yruiadpomuna) (B2XX) 10,2 C
9,5-10,5 mr/cynmnosuTopuit
MuxkpoOuonoruieckas Ilepeonnueckuii Tect
YHCTOTA
OO01ree 4nca0 a3podHBIX MUKPOOPTaHU3MOB
<=1000 KOE/r ITepeonuieckuii Tect
OO011ee Ynca0 APOKAKEBBIX U MJIECHEBBIX TPHOOB
<=100 KOE/r ITepeomuieckuii Tect
Escherichia coli
OrcytctBue (B 1 T.) ITepeonnueckuit Tf:g

Pa3mep BeimymenHow cepun (1mrt.): 27347, Homep HJI IT N014749/01
Orenka: CooTBeTCTBYET

3asBieHne 0 cepTH(UKAIUH:

HacTosimuM noATBepP:KAAI0, YTO BCe MPOU3BOACTBEHHbIE CTATUHU TAHHON cepHU FOTOBOI0 MPOAY
NpoBeJeHbl B IOJTHOM COOTBETCTBHU ¢ eBponeiickumu TpedoBanusiMu GMP u ¢ TpeGoBaHUSIMHI
PerucTpanMoOHHOrO yI0CTOBEPeHUs CTPAHbI BBO3A.

VI0JIHOMOYEHHOE JIUIIO: IIoonuce
Hara: 30.03.2021
Dr. ssa Paola Giori

Cepus nposepena (Otnen ¢papmarieBTrHdecKoro Beirycka): Dr. Rogai Alessio [laTta: 30.03.2021

sk oger) oTueTa kR



Cert, No : 21001793
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Istitufo De Angell S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F))-Haly
Manufacturing Authorization N°; aM-81/2020 dated 29/07£2020
GMP Cartificats No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS
Batch No.:  131448A No. of Analysis : 21001310 - 2- 1
Article No. : 461615 .Date of Manufacture : 01.,03.2021
Semifinished batch 131448 Expiry date: 02/2026
BIX code/ Pack. Mat. : FOIL (ALU} Printed on : 30.03.2021
Testing Spec. No, 1010027-843R-03+ND Customer code: 852146
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
suppositories
Odour
Waxy odour Conforms C |
Disintegration time
<= 30 min 9 C
ldentification
AD 1 (Hyoscline butylbromide) {HeLC/IUV diode
aray )
Corresponding to standard Conforms C
AD 1 (Hyoscine butylbromide} (TLC+HPLC)
Corresponding to standard TO
Bromide (Precipiiation
reaction )
Positive Conforms C

Content uniformity (Eur. Ph.)
AD 1 {Hyoscine butylbromide) (HPLC)

(AVG)
AD 1 (Hyoscine butylbromide) (HPLC)
(MAX)
AD 1 (Hyoscine butylbromide) (HPLC)
(MIN)

AD 1 (Hyoscine butylbromide} (HpPLC)

10,2

10,4

98

©,810,1 10,1 10,210,210,310,3 10,3 C
104 10,3



Cert. No : 21001793

Istituto ®
De Angeli
-
istituto De Angell S.r.L.-Loe, Prulli n. 103/c- 50066 Reggello (FI)-laly
Manufacturing Authorization N°; aM-81/2020 dated 29/07/2020
GMP Cerlificate No: IT/36/H/2020
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS
BatchNo.:  131448A No. of Analysis : 21001310 - 2- 1
Article No, : 461615 Date of Manufacture : 01.03.2021
Semifinished batch 131448 Expiry date: 0212026
BIX code/ Pack, Mat. : FOIL (ALU} Printed on : 30.03.2021
Testing Spec. No, : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.:  78615_P330A00101
Marketing Authorization No: PN:014739/01
Page: 2
Test
Specification Result Evaluation

Active ingredient decomposition
BA 345 BR and AD12 (determined as tropic acid) (HpLC)
<=13% 0,0 ¢
(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)

<=02% 0,0 c
Total degradation products (HPLC)
<=27% 0,0 C
Assay
AD 1 (Hyoscine butylbromide) (rpPLC)
8,5 - 10,5 mg/supp 10,2 c

Microbiological purity tested periodically




Cert. No : 21001793

Istituto ®
De Angeli
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-Italy
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS
Batch No.:  131448A No. of Analysis : 21001310 -2 - 1
Article No. : 461615 Date of Manufacture : 01.03.2021
Semifinished batch 131448 Expiry date: 02 /2026
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 30.03.2021
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.: 78615_P330A00101
Marketing Authorization No: PN:014739/01
Page: 3
Test
Specification Result Evaluation

Batch quantity released (pes) : 27347 - Number of the Normative Document; P N014739/01

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. Rogai Alessio Date: 30.03.2021

*=+* End of Report
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