Internal

Cepr. Ne: 26001458

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uranus
IMpoussoncrennas manensus Ne: aM-87/2025 or 11/07/2025 F A R E V A
Cepruduxar GMP Ne: IT/99/H/2025 ISTITUTO DE ANGELI

CepTudukart aHAJIN3A U COOTBETCTBUA

Haspanue npoaykra: T'YTTAJIAKC 3KCIIPECC 10 MTI' 6 CYIIIL. POCCHUA

Cepus Ne: 631190A Ne anasnu3a: 26000714-2-1
ApTHKyJT Ne: 464220 JlaTa npou3BojacTBa: 05.02.2026
Cepus noaydadpukara: 631190 Cpok roagHocTu: 01/2029

BIX kon/ YnakoBoOYHBIH AnromuHueBas Qoibra JlaTa neyarTu: 09.03.2026
MaTepHaI:

TecroBasi cnenugnranus Ne: VVQUALO0520472 1.0+ND  Kopn 3aka3unka: 863154
IIpousBoacTBeHHas VV-QUAL-0778361 1.0

cnenuukanus Ne:
Peructpaunonnoe ynocrosepenne  JIII-Ne (003846) - (PT-RU)

Ne:
Crpannna: 1

HUcnbiTanue Cnenuduxanus Pe3yabTart OueHka
Onucanue

Benwie nnm cierka >kenToBaThie TOPIIEA000pa3HEBIE CootBerctByer C

CYNIIO3UTOPHH, C IIIAJKON WM CIIErKa MaclIsTHUCTOU

MOBEPXHOCTBIO C YIIyOJICHHEM B OCHOBaHUU
Pacnagaemoctnb

<= 30 muH 8 C

Pa3mep wacTun
Mukpockon. uccjiaenoBatue (-)
He 6onee 5-u yacTui npebimaronux 50 MKM 1 He CooTBeTCTBYET C
Oonee oHOM YacTHIl peBbIIaromen 150 Mxm B
ToJIe 3PCHMSI
IloaauHHOCTH
LA 96 A (bucaxoxni) (YBOXX/ Y® nuomnas Matpuna)
COOTBETCTBYET CTAHIAPTY CootserctByer  C

Pacnag akTuBHOrO HHI'PpEeIUCHTA

LA 96 A moay3¢up (YBIXKX)
<=1,3% 0,3 C
(axBuBaneHTHO 1,5 % pacmaBmierocs LA 96 A)

PD 1204 (YB3OXX)
<=0,2% 0,0 C
(axBuBanentHo 0,3% pacmaBmerocs LA 96 A

PD 1205 (YB3OXX)
<=0,2% 0,0 C
(oxBuBanentHo 0,2 % pacnasuerocsi LA 96 A

JI1000ii Hecnenudnyeckuii NPOAYKT pacnaga
(YBOXX)
<=0,2% 0,0 C

CyMMa npoayKToB pacnajaa
(YBOXX)
<=1,8% 0,3 C
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Cepr. Ne: 26001458

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uranus
IMpoussoncrennas manensus Ne: aM-87/2025 or 11/07/2025 F A R E V A
Cepruduxar GMP Ne: IT/99/H/2025 ISTITUTO DE ANGELI

CepTudukart aHAJIN3A U COOTBETCTBUA

Haspanue npoaykra: T'YTTAJIAKC 3KCIIPECC 10 MTI' 6 CYIIIL. POCCHUA

Cepus Ne: 631190A Ne anasnu3a: 26000714-2-1
ApTHKyJT Ne: 464220 JlaTa npou3BojacTBa: 05.02.2026
Cepus noaydadpukara: 631190 Cpok roagHocTu: 01/2029

BIX kon/ YnakoBoOYHBIH AnromuHueBas Qoibra JlaTa neyarTu: 09.03.2026
MaTepHaI:

TecroBasi cnenugnranus Ne: VVQUALO0520472 1.0+ND  Kopn 3aka3unka: 863154
IIpousBoacTBeHHas VV-QUAL-0778361 1.0

cnenuukanus Ne:
Peructpaunonnoe ynocrosepenne  JIII-Ne (003846) - (PT-RU)

Ne;
Crpanuna: 2
HUcnbiTanue Cnenuduxanus Pe3yabTart OueHka
Pacnajg akTHBHOT0 MHTPEIUEHTA
LA 96 A (YBOXX)
<=0,3% 0,0 C

OxHOPOAHOCTH 103HPOBAHNA 110

CO/JIepsKaAHMIO
(YBOXKX)
(STD) 1,6 -
(YBOXX)
(AV) 43 -
(YBOXX)
(AVQ) 98,1 -
(YBOXKX)
98,8 100,8 96,0 97,0 95,3 98,6 99,0 98,4 C
98,5 98,3
KonuyecTBeHHOE onpeaeneHue
LA 96 A (Bucakoxni) (YBOXX)
9,5 — 10,5 Mr/cynmo3utopuit 9,8 C

Mmcpoﬁnonornqeucaﬂ YUCTOTA TECTUPYETCH MEPUOAUIECCKU. - -
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Cepr. Ne: 26001458

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Uramus
IMpoussoncrennas manensus Ne: aM-87/2025 or 11/07/2025 F A R E V A
Cepruduxar GMP Ne: IT/99/H/2025 ISTITUTO DE ANGELI

CepTudukart aHAJIN3A U COOTBETCTBUA

Haspanue npoaykra: T'YTTAJIAKC 3KCIIPECC 10 MTI' 6 CYIIIL. POCCHUA

Cepus Ne: 631190A Ne anasnu3a: 26000714-2-1
ApTHKyJT Ne: 464220 JlaTa npou3BojacTBa: 05.02.2026
Cepus noaydadpukara: 631190 Cpok roagHocTu: 01/2029

BIX kon/ YnakoBoOYHBIH AnromuHueBas Qoibra JlaTa neyarTu: 09.03.2026
MaTepHa:

TecroBasi cnenugnranus Ne: VVQUALO0520472 1.0+ND  Kopn 3aka3unka: 863154
IIpousBoacTBeHHas VV-QUAL-0778361 1.0

cnenuukanus Ne:
Peructpaunonnoe ynocrosepenne  JIII-Ne (003846) - (PT-RU)

Ne:
Crpannna: 3
HcnbiTanue Cnenuduxanus Pe3yabTart OueHka

Pa3mep BemymieHHon cepun (1t.): 43919

Onenka: CooTBeTCTBYET

CepTudukaninoHHOE 3asBIICHHUE:
HacTosmuM noaATBep:KIa10, YTO BCE ITANBI NPOU3BO/CTBA JAHHOH NMAPTHH FOTOBON MPOAYKIUH ObLIH

NpoBeJeHbI B M0JIHOM cooTBeTcTBHE ¢ GMP TpedoBanusimu EC, a Takike ¢ TpeOGoBaHUSIMH
PerncrpaninoHHOro y0cTOBEpEHHS CTPAHBI HA3HAYEHMHS.

YII0JIHOMOYEHHOE JTHIIO: Istituto De Angeli S.r.1.
VYTI0JTHOMOYEHHOE JIUITO
<HOOANHUCH>
Dr. Michela Rosi
Jara: 09.03.2026

Cepus npoBepena (Otaen papmaneBTryeckoro Beimycka): Dr. Rogai Alessio Hata: 09.03.2026

*****KOHeH OT‘ICTa*****



Cert. No : 26001458

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggelio (F)-italy
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: 1T/99/H/2025

F A

REYV

STITUTO DE ANGEL

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 10 MG 6 SUP RU

Batch No.:  631190A

No. of Analysis :

26000714 -2 - 1

Article No. : 464220 Date of Manufacture : 05.02.2026
Semifinished batch 631190 Expiry date: 0172029
BIX code/ Pack. Mat. : ALU/PE FOIL Printed on : 09.03.2026
Testing Spec. No. : VVQUAL0520472 1.0+ND Customer code: 863154
Manufacturing Spec. No.: VV-QUAL-0778361 1.0
Marketing Authorization No: LP-N(003846)-(RG-RU)
Page: 1
Test
Specification Result Evaluation
Appearance
White or slightly yellowish torpedo-shaped suppositories Conforms C
with a smooth or slightly unctuous surface and a ‘chimney'
in the base
Disintegration time
<= 30 min 8 C
Particles size
Microscopic examination (-)
Not more than 5 particles greater than 50 micron and not ~ Conforms c
more than 1 particle greater than 150 micron per field of
view
Identification
LA 96 A (Bisacodyl) (UHPLC/UV diode
array )
Corresponding to standard Conforms C
Active ingredient decomposition
LA 96 A semi-ester (UHPLC)
<=1,3% 0,3 C
(Equivalent to 1.5% degradated LA 96 A)
PD 1204 (uHpPLC)
<=0,2% 0,0 C
(Equivalent to 0.3% degradated LA 96 A)
PD 1205 (UHPLC)
<=0,2% 0,0 C
(Equivalent to 0.2% degradated LA 96 A)
Any unspecified degradation product
(UHPLC)
<=0,2% 0,0 C
Total degradation products
(UHPLC)
<=18% 0,3 c




Cert. No : 26001458

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello {F1)-Italy
Manufacturing Authorization N°; aM - 87/2025 dated 11/07/2025

GMP Certificate No: IT/99/H/2025

FAREVA

WTITUTO LR ANGEL]

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 10 MG 6 SUP RU

BatchNo.:  631190A No. of Analysis : 26000714 - 2 - 1
Article No. : 464220 Date of Manufacture : 05.02.2026
Semifinished batch 631190 Expiry date: 0172029
BIX code/ Pack. Mat. : ALU/PE FOIL Printed on : 09.03.2026
Testing Spec. No. : VVQUAL0520472 1.0+ND Customer code: 863154
Manufacturing Spec. No.:  VV-QUAL-0778361 1.0
Marketing Authorization No: LP-N(003846)-(RG-RU)
Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
LA 96 (uHPLC)
<=0,3% 0,0 C
Uniformity of dosage units
(UHPLC)
1,6
(STD)
(UHPLC)
4,3
(AV)
(UHPLC)
98,1
(AVG)
(UHPLC)
98,8 100,8 96,0 97,0 95,3 98,6 99,0 98,4 C
98,5 98,3
Assay

LA 96 A (Bisacodyl) (UHPLC)
9,5 - 10,5 mg/supp

Microbiological purity tested periodically

9,8 C




Cert. No : 26001458

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-Italy

Manufacturing Authorization N°; aM - 87/2025 dated 11/07/2025
GMP Certificate No: IT/99/H/2025

FAREVA

ISTITUTO DE ANGELI

Certificate of Analysis and Conformance

Product Name: GUTTALAX EXPRESS 10 MG 6 SUP RU

BatchNo.:  631190A No. of Analysis : 26000714 - 2 - 1
Article No. : 464220 Date of Manufacture : 05.02.2026
Semifinished batch 631190 Expiry date: 01/2029
BIX code/ Pack. Mat. : ALU/PE FOIL Printed on : 09.03.2026
Testing Spec. No. : VVQUAL0520472 1.0+ND Customer code: 863154
Manufacturing Spec. No. :  VV-QUAL-0778361 1.0
Marketing Authorization No: LP-N(003846)-(RG-RU)
Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 43919

Evaluation : Conforms

Certification statement:

I 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.

Batch Review (Pharmaceutical Release Dept.):

Qualified Person:
Date:

7

\

Istituto De Angeli s.Fi)
Qualified Person C

]
L ek ole
A
Dr. Michela Rosj j

Y,

Dr. Rogai Alessio Date: 09.03.2026

****% End of Report *****



