Howmep ceptudurara: 20003502

«Huctutyt ne Aareman C.P.JLy -Jlok. [Tpymmm Ne 103/c- 50066, Peremio (PJI), Utanus
Howmep nunien3uu Ha mpon3BoacTBO: aM-136/2018 matupoBannsiit 07/11/2018

Cepruduxat GMP Ne: IT/233/H/2018
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CepTudukaTt aHaIM3a U COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3uropun pexktanbHsblie, 10 mr 10 cynn. AD GUS
npenapara:
Homep cepuu: 031679A Homep ananu3za: 20002923-2-1
Kon ToBapa: 461615 JaTta mpousBojacTBa: 04.05.2020
IpomeskyToUuHasi cepusi 031679 Jata ucreuenusi cpoka  05/2025
TOAHOCTH:
BIX koa/ynakoBOYHBIH DOJIbI'A HaneuaTtaHo: 27.05.2020
MaTepua: (AJTIOMUHUEBA )
Homep cnenuduxanuu aas 1010027-843R-03+ND  Koxa 3aka3zunka: 652146
TpoOBeIeHUsI UCTIBITAHNTIA:
Homep cnenmndpuxanmun 1Js 78615 P330A00101
NMPOM3BOCTBA:
Homep perucTpauoHHOr0 IIN014739/01 Crpanuna: 1
YIOCTOBEPEHHUSI:
Ioka3zareab
Hopma PesyabTar Ouenka
Onucanue
Benple wim 11BeTa CII0HOBOM KOCTH, TIaIKHE, CoOTBETCTBYET C
MPOI0JITOBATON (POPMBI CYIITO3UTOPHU
3anax
Bockooii 3anmax COOTBETCTBYET C
Pacnagaemoctb
<30 mMun 12 C
HopanHHOCTH
AD1 (I'mocuuHa OyTUJIOpOMHU)
(BOXX/Y®- nerekrop Ha AUOIHON MaTPUIIC)
COOTBETCTBYET CTAaHIAPTHOMY 00pasiry COOTBETCTBYET C
AD1 (Tnocuuna 6yruadopomua) (TCX+BIXKX)
CoOOTBETCTBYET CTAHIAPTHOMY 00pasiry COOTBETCTBYET C
Bpomun  (peakius ocaxaeHus) COOTBETCTBYET C
ITonoxuTenbHbl pe3yibTaT
Onnopoanocts 1o3upoBanus (Esp. @.)
AD1 (Tnocuuna 6yruadpomun) (BOXX) 10,0 -
(CPEJHEE 3HAYEHUE)
AD1 (Tnocuuna 6yruadpomun) (BOXX)
(MAKCHUMAJIbHOE 3HAUEHMUE) 10,1 -
AD1 (I'mocuuna 0yTuadpomua) (BOXX)
(MMHUMAJIbHOE 3HAYEHUE) 9,9 -

AD1 (I'mocuuna 0ytuiadpomun) (BOXX)

Pa3io:kenne akTHBHOTO HHIpeANECHTA

BA 345 BR n AD12 (onpeaensieMblii Kak TPONoBas

kucjaora) (BOXX)
<13%
(OxBuBanenTHO 2,0 % MOABEPTHYTOTO
pasnoxenuto AD1)

BA 790 BR (BOXX)
<1,0%
(OxBuBanenTHo 1,0 % moaBEeprHyTOTO
pasnoxenuto AD1)

9,99,99,910,010,09,99,9 10,0 C
10,1 10,0
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Howmep ceptudurara: 20003502 P
Istituto ®
«Huctutyt ne Aareman C.P.JLy -Jlok. [Tpymmm Ne 103/c- 50066, Peremio (PJI), Utanus De Angeli

Howmep nunien3uu Ha mpon3BoacTBO: aM-136/2018 matupoBannsiit 07/11/2018
Ceprudukat GMP Ne: IT/233/H/2018

CepTudukaTt aHaIM3a U COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3uropun pexktanbHsblie, 10 mr 10 cynn. AD GUS

npenapara:

Homep cepuu: 031679A Homep ananu3za: 20002923-2-1

Kon ToBapa: 461615 JaTta mpousBojacTBa: 04.05.2020

IpomeskyToUuHasi cepusi 031679 Jata ucreuenusi cpoka  05/2025
TOAHOCTH:

BIX koa/ynakoBOYHBIH DOJIbI'A HaneuaTtaHo: 27.05.2020

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: 2
YAOCTOBEpPEHMS:
Ioka3zareab
Hopma PesyabTar Ouenka
EnuHuyHasn HengeHTHPUUHpPOBaHHAasa mpuMech (BOXXX)
<0,2% 0,1 C
CymmMma Bcex npumeceii (BOXX)
<2,7% 0,1 C

KosuyecTBeHHOE OnpeneeHne
AD1 (I'mocumna 6yTnaopomun) (BOXKX)
9,5-10,5 mr/cynmo3uropuit 10,0 C

MuxkpoOuonoruyeckas YucToTa - -
TECTUPYETCS NEPHOIUIECKH

Pasmep BemymienHo# cepun (1t.): 26503 Homep Hopmatusaoii lokymentammn: 11 N 014739(01

Orenka: CooTBeTCcTBYET

3asBieHne 0 cepTH(UKAIUY:

HacTosimum si MOATBEP:KIaI0, YTO BCe MPOM3BOACTBEHHbIE CTAAMH JAHHOI Cepraiviohe7n, JIPOAYKTa ObLTH
BBITIOJIHEHbI B MOJHOM c00TBeTCTBHU ¢ TpedoBaHusivmu GMP EC u T "m@f&ﬂ‘ﬁx&\? TUC gaunonnoro
YnocroBepenus cTpaHbl- UMIIOPTEpA. 7 S>?" ‘rr 5
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Cert. No : 20003502

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°; aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018

P S o
Istituto ®
De Angeli
‘@" M

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS

Batch No.:  031679A

No. of Analysis : 20002923 -2 -1

Article No. : 461615 Date of Manufacture : 04.05.2020
Semifinished batch 031679 Expiry date: 05 /2025
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 27.05.2020
Testing Spec. No. : 1010027-843R-03+ND 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
suppositories
Odour
Waxy odour Conforms C
Disintegration time
<= 30 min 12 C
Identification
AD 1 (Hyoscine butylbromide) (HPLCIUV diode
array )
Corresponding to standard Conforms C
AD 1 (Hyoscine butylbromide) (TLC +HPLC)
Corresponding to standard Conforms C
Bromide ( Precipitation
reaction ) :
Positive Conforms C
Content uniformity (Eur. Ph.)
AD 1 (Hyoscine butylbromide) (HPLC)
10,0
(AVG)
AD 1 (Hyoscine butylbromide) (HpLC)
10,1
(MAX})
AD 1 (Hyoscine butylbromide) (HpLC)
9.9
(MIN)
AD 1 (Hyoscine butylbromide) (HrLC) AN\ N2
9,99,99,910,0710;29,9 9,9 10,0 1241 -j_.f-/ C
10,0 o == * &




Cert. No : 20003502
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Istituto De Angell S.r.L.-Loc, Prulli n, 103/c- 50066 Reggello {Fl)-Italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: T/233/H/2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS
BatchNo.: = 031679A No. of Analysis : 20002923 - 2 - 1
Article No. : 461615 Date of Manufacture : 04.05.2020
Semifinished batch 031679 Expiry date: 0512025
BiX code/ Pack. Mat. : FOIL (ALV) Printed on : 27.05.2020
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 Resuit Evaluation

Active ingredient decomposition
BA 345 BR and AD12 (determined as tropic acid) (HpLC)
<=13% 0,0 c
{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% 0,1 c
Total degradation products (HPLC)
<=2,7% 0,1 C
Assay
AD 1 (Hyoscine butylbromide) (HPLC)
9,5 - 10,5 mg/supp 10,0 C

Microbiological purity tested periodically
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (F)-Italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certficate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS
BatchNo.:  031679A No. of Analysis : 20002923 - 2 - 1
Article No. : 461615 Date of Manufacture : 04.05.2020
Semifinished batch 031679 Expiry date: 05/2025
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 27.05.2020
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 (pcs) : 26503 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. Beatrice Nannini

¥ End of Report S




