Howmep ceptuduxara: 22005724 P

Istituto ®

De Angeli
e

«Huctutyt ne Aareman C.P.JLy -Jlok. [Tpymmm Ne 103/c- 50066, Peremo (PJI), Utanus
Howmep nunen3uu Ha mpon3BocTBO: aM-81/2020 matupoBauusiii 29/07/2020
Ceprudpukar GMP Ne: IT/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3uropuu pexkranabuslie, 10 mr 10 cynn. GUS

npenapara:

Homep cepun:  232222A Homep ananu3za: 22004944-2-1

Kon ToBapa: 461615 JaTa mpou3BojacTBAa: 16.09.2022

IIpomeskyToUuHasi cepusi 232222 JaTta ucreuenusi cpoka 08.2027
TOAHOCTH:

BIX koa/ynakoBOYHBIH DOJIBI'A HaneuartaHo: 11.10.2022

MaTepua: (AJTIOMHUHUEBA )

Homep cnenndpuxanmun 1Js 1010027-843R-03+ND  Kopa 3aka34yuka: 652146

NPOBe/IeHUs HCIBITAHUI:
Homep cnenndpuxanmun 1is 78615 P330A00101

NMPOU3BO/JCTBA:
Homep perucTpauoHHOr0 1 NO014739/01 Crpanuna: 1
YAOCTOBEpPEHMS:
Iloka3aresb
Hopma Pe3yabTart Ouenka

Onucanue

Benble unu uBeTa cI0HOBO KOCTH, COOTBETCTBYET C

TJIAJKKUE, IPOIOJIToBaTON (PopMBI

CYNIO3UTOPUHU
3anax

Bockooii 3anmax COOTBETCTBYET C
Pacnagaemoctb

<30 mMuH 9 C
IMopnuHHOCTH

AD1 (ruocuuna oyruiadopomun) (BOXX/Y®- nerextop Ha
JIMOJTHOW MaTpHIIE)

COOTBETCTBYET CTAaHIAPTHOMY 00pasiry COOTBETCTBYET C
AD1 (ruocuuna 6yruadopomua) (TCX+BIXKX)
COOTBETCTBYET CTAHIAPTHOMY 00pasiry TO
Bpomun (peakumst OCaXKIeHU) COOTBETCTBYET C

[TonoxutenbHbI pe3yabTaT

OanoponHocts no3uposanns (Esp. ®apm.)

AD1 (ruocumna 6yrTnaépomun) (BOXX)
(CPEAHEE 3HAYEHMUE)

AD1 (ruocumna 6yTnadpomun) (BOXX)
(MAKCUMAIJIBHOE 3HAYEHMUE)

AD1 (ruocumna 6yrTnaépomun) (BOXX)
(MUHUMAJIBHOE 3HAYEHMUE)

AD1 (ruocuuna 6yruaopomua) (BOXKX) 10,1 10,1 10,1 10,1 10,1 9,9 9,9 C
10,0 10,0 10,0
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Howmep ceptuduxara: 22005724 P

Istituto ®

De Angeli
e

«Huctutyt ne Aareman C.P.JLy -Jlok. [Tpymmm Ne 103/c- 50066, Peremo (PJI), Utanus
Howmep nunen3uu Ha mpon3BocTBO: aM-81/2020 matupoBauusiii 29/07/2020
Ceprudpukar GMP Ne: IT/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3uropuu pexkranabuslie, 10 mr 10 cynn. GUS

npenapara:

Homep cepun:  232222A Homep ananu3za: 22004944-2-1

Kon ToBapa: 461615 JaTa mpou3BojacTBAa: 16.09.2022

IIpomeskyToUuHasi cepusi 232222 JaTta ucreuenusi cpoka 08.2027
TOAHOCTH:

BIX koa/ynakoBOYHBIH DOJIBI'A HaneuartaHo: 11.10.2022

MaTepua: (AJTIOMHUHUEBA )

Homep cnenndpuxanmun 1Js 1010027-843R-03+ND  Kopa 3aka34yuka: 652146

NPOBe/IeHUs HCIBITAHUI:

Homep cnenndpuxanmun 1is 78615 P330A00101

NMPOHU3BOJCTBA:

Homep perucTpauoHHOr0 1 NO014739/01 Crpanuna: 2
YI0CTOBEPEHUSI:

Tloka3zareanb
Hopma Pe3yabTart Ouenka

Pa3nokeHne aKTHBHOTO HHIPEAHEHTA
BA 345 BR n AD12 (onpeaensieMblii Kak TPONoBas
kucjaora) (BOXX)
<1,3%
(OkBuBanentHo 2,0 % moABEprHyTOro
pasnoxenuto AD1)
BA 790 BR (B2XX)
<1,0%
(OxBuBanentHo 1,0 % moaBEeprHYyTOTO
pasnoxenuto AD1)
EnuHuyHasn HengeHTHPHUMpPoBaHHAasa mpuMech (BOXX)
<0,2%
CymmMma Bcex npumeceii (BOXX)
<2,7%
KosnyecTBeHHOE OnpeneeHne
AD1 (ruocuuna 6yruadpomuna) (BOXX)

9,5-10,5 mr/cynmo3uropuit 10,0 C

MuxkpoouoJ0oruuecKa Ilepuoanueckuii Tect
Sl YUCTOTA
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Howmep ceptuduxara: 22005724 P

Istituto ®

De Angeli
e

«Huctutyt ne Aareman C.P.JLy -Jlok. [Tpymmm Ne 103/c- 50066, Peremo (PJI), Utanus
Howmep nunen3uu Ha mpon3BocTBO: aM-81/2020 matupoBauusiii 29/07/2020
Ceprudpukar GMP Ne: IT/96/H/2020

Ceprudukar aHajan3a 1 COOTBETCTBUS

Ha3panmue BYCKOIIAH, cynno3uropuu pexkranabuslie, 10 mr 10 cynn. GUS

npenapara:

Homep cepun:  232222A Homep ananu3za: 22004944-2-1

Kon ToBapa: 461615 JaTa mpou3BojacTBAa: 16.09.2022

IpomeskyTouHasi cepusi 232222 JaTta ucreuenusi cpoka 08.2027
TOAHOCTH:

BIX koa/ynakoBOYHBIH DOJIBI'A HaneuartaHo: 11.10.2022

MaTepua: (AJTIOMHUHUEBA )

Homep cnenndpuxanmun 1Js 1010027-843R-03+ND  Kopa 3aka34yuka: 652146

NPOBe/IeHUs HCIBITAHUI:

Homep cnenndpuxanmun 1is 78615 P330A00101

NMPON3BOJCTBA:

Homep perucTpanoHHOro ITN014739/01 Crpanuna: 3
YAOCTOBEpeHHUs

Tloka3zareanb
Hopma Pe3yabTart Ouenka

Pasmep BeinymienHow cepun (wit.): 26754 Homep peructpauuonnoro yaocrosepenus: [1 N014739/01

OreHka: CooTBeTCcTBYET

3asBieHne 0 cepTH(UKAIUH:

HacTosimuM noaTBep:kAalo0, YTO Bee MPON3BOACTBEHHbIE CTaAMH JAHHOI CepUH FOTOBOI0 MPOAYKTA ObLIN
NMPpoBe/JeHbI B IOJTHOM COOTBETCTBHH ¢ eBponeiickumu TpedopanuaMu GMP u ¢ TpedGoBanusiMu
PerucTpanMoOHHOrO yI0CTOBEepPeHUs CTPAHbI BBO3A.

YoiHoMo4YeHHOE «nctutyT ne AHreau c.p.ja.»
JULO: Iloonuce
Hara: Dr. ssa Paola Giori
11.10.2022
Cepus nposepena (Otnen ¢papmarieBTHIecKoro Beirycka): Dr. Roberta Cariaggi Hara: 11.10.2022

k¥ ogery oTueTa
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Cert. No : 22005724

Isttuto De Angeli S.r.L.-Loc, Prulli n. 103/¢- 50066 Reggello {Fl)-llaly
Manufacturing Autherization N°: aM-81/2020 dated 28/07/2020
GMP Certificate No: [T/96/H/2020

-
Istifito ®

De Angeli
A

Certificate of Analysis and Conformance

Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS

Batch No.:  232222A

No. of Analysis : 22004944 - 2 - 1

Article No. : 461615 Date of Manufacture : 16.09.2022
Semifinished batch 232222 Expiry date: 08 /2027
BIX codef Pack. Mat. : FOIL (AL Printed on : 11.10.2022
Testing Spec. No. : 1010027-843R-03+ND Customer code: 652146
Manufacturing Spec. No.: 78615_P330A00101
Marketing Authorization No: PN:014739/01
Pag_e: 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
Identification

AD 1 {Hyoscine butylbromide} (HrLCIUY diode
array)
Corresponding to standard Conforms c
AD 1 {Hyoscine butylbromide} (7. +HPLC)
Corresponding to standard TO

Bromide (Pracipitation
reaction )

Positive

Content uniformity (Eur, Ph.}
AD 1 {Hyoscine butylbromide} (HeLC)

(AVG)

AD 1 (Hyoscine butylbromide) (HpLC)
(MAX)

AD 1 (Hyoscine butylbromide) {HpLc)
(MIN)

AD 1 (Hyoscine butylbromide) (+PLC)

10,1

9,9 -

10,1 10,110,1 10,110,49,98,9 10,0 10,0 c
10,0
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Cert. No : 22005724

&
Istifuto ®
De Angeli
e P
Istituto De Angeli S.r.L.-Loc, Frulll n, 103/c- 50066 Reggeilo (FI)-laly
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certficate Not IT/96/H/2020 '
Certificate of Analysis and Conformance
Product Name; BUSCOPAN rectal suppositories 10 mg 10 supp GUS
Batch No.:  232222A No. of Analysis : 22004944 -2 - 1
Article No. : 461615 Date of Manufacture : 16.08.2022
Semifinished batch 232222 Expiry date: 08 /2027
BIX codef Pack. Mat. : FOIL {ALU) Printed on : 11.10.2022
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) (+P.C)
<=1,3% 0,0 C
(Equivalent to 2.0% of AD1 degraded)

BA 790 BR (HprLC) ,
<=10% 0,0 C
(Equivalent to 1.0% of degraded AD1)

Any unspecified degradation product (HPLC)

<=0,2 % 0,1 C
Total degradation products (HpLC)
<=2,7% 0,1 C
Assay _
AD 1 (Hyoscine butylbromide) (hpLC)
9,5 - 10,5 mgfsupp 10,0 C

Microbiological purity tested periodically
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Cert. No : 22005724

T
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 Certiicate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: BUSCOPAN rectal suppositories 10 mg 10 supp GUS
Batch No.:  232222A No. of Analysis : 22004944 -2 - 1
Article No. : 461615 Date of Manufacture : 16.09.2022
Semifinished batch 232222 Expiry date: 08 /2027
BIX code/ Pack. Mat. : FOIL (ALU) Printed on : 11.10.2022
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) : 26754 - 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.

ST Rk
Qualffied Person:  ( QualifisdBerson_,

P (vl B
Date: Dr.ssa a Giori

LD L3227

Batch Review (Pharmaceutical Release Dept.): Dr. Roberta Cariaggi Date: 11.10.2022

¥ End of Report ****
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