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Cepr. Ne: 25000954

Wucturyto ne Aurenu C.P.JIL. Ipymmu 103/c- 50066

Perremno (®aopenuus) — Utanus F A R E V A
IMpounssoactBennas nuuen3us Ne: aM-87/2025 ot 11/07/2025 |STITUTO DE ANGELI
Ceptudpuxar GMP: IT/99/H/2025

Cepruduxkar aHajamsza u COOTBETCTBHS

Ha3zpanue npoaykra: I'YTTAJIAKC kaniu ais nepopaibnoro npuema 7,5 mr/ma 30 ma RU
Homep cepun:  631100A No ananuza: 26000535-2-1
Hpoaykr Ne: 464537 Hdara 26.01.2026
MPOM3BO/ICTBA:
Cepust nonygadpukara 631100 Cpoxk rognocru: 12.2027
BIX xon/ynak. MaTtepuad: OJIAKOH (monmatunex Jarta neuatu: 17.02.2026
BBICOKOH IIOTHOCTH)
Cneuudukanus ais Kon 3aka3unka: 863140
NnpoBeAeHus cnbITAaHUi Ne: VVQUALO0778809 1.0+ND
IIpousBoacrBeHHast
cnienuukamus Ne: VV-QUAL-0778795 1.0
Perucrpanmnonnoe
yaocToBepenue Ne: JITI-Ne (003553) - (PT-RU)
Crpannna: 1
IHoka3areJb PesyabTar Ouenka
Hopma
Onucanue

[Ipo3paunsiii, 6ecBeTHBIN 10 kenroBaroro win ciierka  CoorBerctByer C
XKEJITOBAaTO-KOPUYHEBOTO LIBETA, CJIETKa BA3KUH pacTBOD.

3anax

IToutn HeOITy TUMBIH CootBerctByer C
IIBeTHOCTH pacTBOpa

He Gosiee MHTEHCHBHO OKpAIIIEH, Y€M PacTBOP CootserctByer C

cpaBHeHUs B9
IIpo3pauHocTh pacTBOpa
Onanecuenuus He Oosiee, 4eM y cycnensuu cpaBHenusi I CoorsercrByer C

pH

4,5-52 5,0 C
OTHOCUTEIBHAS IIOTHOCTD
d (20/20)

1,148 — 1,168 1,164 C

Jl03a 4 OAHOPOAHOCTH /103bI
Macca xaxmo# 4036l HE JOJDKHA OTKIOHATHECS HA 0oJiee Cootsercteyer C
yeMm +10% ot cpeaneit maccesl 10 1o3. O6uias macca 10
J103 HE JIOJKHA OTKJIOHATHCS Ha OoJiee yeM +15% ot
Teopetndeckoit Maccel 10 103. CkopocTh nageHus
Kareynb He TOJDKHA TPEBBIIATh 2 KalUTA B CEKYH/Y.
NnenTudpuxanus
Hatpus nukocyaspat (BOXX/nuonnas marpuna)
COOTBETCTBYET CTAaHIAPTY CootBerctByer C
Harpus nukocyabpart (TCX + BOXX)
CoOTBETCTBYET CTaHIAPTY Tect omymien
Hartpus 6en3oat (BOXKX)
COOTBETCTBYET CTAaHIAPTY CootBerctByer C
Hatpus 6enzoat (TCX)
CoOTBETCTBYET CTAaHIAPTY Tect onyeH

Pacnajg akTMBHOT0O MHTPeANEHTA
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Cepr. Ne: 25000954

Wucturyto ne Aurenu C.P.JIL. Ipymmu 103/c- 50066

Perremno (®aopenuus) — Utanus F A R E V A
IMpounssoactBennas nuuen3us Ne: aM-87/2025 ot 11/07/2025 |STITUTO DE ANGELI
Ceptudpuxar GMP: IT/99/H/2025

Cepruduxkar aHajamsza u COOTBETCTBHS

Ha3zpanue npoaykra: I'YTTAJIAKC kaniu ais nepopaibnoro npuema 7,5 mr/ma 30 ma RU
Homep cepun:  631100A No ananuza: 26000535-2-1
Hpoaykr Ne: 464537 Hdara 26.01.2026
MPOM3BO/ICTBA:
Cepust nonygadpukara 631100 Cpoxk rognocru: 12.2027
BIX xon/ynak. MaTtepuad: OJIAKOH (monmatunex Jarta neuatu: 17.02.2026
BBICOKOM IUIOTHOCTH)
Cneuudukanus ais Kon 3aka3unka: 863140
NnpoBeAeHus cnbITAaHUi Ne: VVQUALO0778809 1.0+ND
IIpousBoacrBeHHast
cnienuukamus Ne: VV-QUAL-0778795 1.0
Perucrpanmnonnoe
yaocTtoBepenue Ne: JITI-Ne (003553) - (PT-RU)
Crpanuna: 2
IHoka3areJb PesyabTar Ouenka
Hopma
C-LA 401 NA (BOXX)

<=0,76 % 0,00 C

(axBuBanentHo 1,0% pacnasierocs HaTpus MUKOCYJIbpara

MOHOTHPATA)

C-Oxcua (BOXX)
<=0,2% 0,0 C

(3xBuBanieHTHO 0,2% pacmaBierocs HaTpUs
NHUKOCYJb(haTa MOHOTHIpATa)
JI1060ii Hecnenmduyeckuii mpoaykT pacnaaa (BOXX)

<=0,2% 0,0 C
CymMma npoaykros pacnaaa (BOXX)
<=14% 0,0 C

KosnuecTBeHHOE coep:kaHne
Harpus nuxocyabpara monoruapat (BOXKX)

713,0—788,0 mr/100,0 ma 755.,6 C
Koncepsant
Hatpus 6enzoat (BOXX)
180,0 —220,0 mr/100,0 M 198,7 C
O0BeM coaepruMOro CootserctByer C

Mukpo6uoJioruyeckasi YucToTa, KOHTPOJMpYyeMasi NePUOINYECKHU - -
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Cepruduxkar aHajamsza u COOTBETCTBHS

Ha3zpanue npoaykra: I'YTTAJIAKC kaniu ais nepopaibnoro npuema 7,5 mr/ma 30 ma RU
Homep cepun:  631100A No ananuza: 26000535-2-1
Hpoaykr Ne: 464537 Hdara 26.01.2026
MPOM3BO/ICTBA:
Cepust nonygadpukara 631100 Cpoxk rognocru: 12.2027
BIX xon/ynak. MaTtepuad: OJIAKOH (monmatunex Jarta neuatu: 17.02.2026
BBICOKOH IIOTHOCTH)
Cneuudukanus ais Kon 3aka3unka: 863140
NnpoBeAeHus cnbITAaHUi Ne: VVQUALO0778809 1.0+ND
IIpousBoacrBeHHast
cnienuukamus Ne: VV-QUAL-0778795 1.0
Perucrpanmnonnoe
yaocTtoBepenue Ne: JITI-Ne (003553) - (PT-RU)
Crpanuna: 3
IHoka3areJb PesyabTar Ouenka
Hopma

Pa3mep BoimymenHoii cepum (1ur.): 48095

Ornenka: CoOTBETCTBYeT.

CepTudukannoHHOE 3asBJICHHUE:

Hactosimum NMOATBEPIKAAI0, UYTO BCE 3TAllbI IPOU3BOACTBA JTaHHOM NnapTuu roToBoii NpoOAYKIHUH OBLIN
NnmpoBe€A€HbLI B ITOJIHOM COOTBETCTBHUH C GMP TpeﬁOBaHI/IﬂMI/I EC, a TaK¥XKe C TpeﬁOBaHI/lﬂMI/l
Pernchaunonnoro YaocToBepeHusi CTPAHbI HA3HAYCHUS.

VYonHoMoueHHOE Istituto De Angeli S.r.l.
JUIIO: YTIOTHOMOYEHHOE JIMIIO
<HOAMIHCH>
Dr. Michela Rosi
Jara: 17.02.2026
00630p cepun (Otaen papmareBTHIECKOTO BhIycka): Dr. Beatrice Nannini Harta: 17.02.2026

*****KOHGH OquTa*****



Cert. No : 26000954

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: 1T/99/H/2025

FAREVA

IEBTITUTO DT ANGEL

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU

BatchNo.: 631100A

No. of Analysis :

26000635 - 2 - 1

Article No. : 464537 Date of Manufacture : 26.01.2026
Semifinished batch 631100 Expiry date: 1212027
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 17.02.2026
Testing Spec. No. : VVQUAL0778809 1.0+ND Customer code: 863140
Manufacturing Spec. No.: VV-QUAL-0778795 1.0
Marketing Authorization No: LP-N(003553)-(RG-RU)
Page: 1
Test
Specification Result Evaluation
Appearance
Clear, colourless to yellowish or slightly yellowish-brown, ~ Conforms C
slightly viscous solution
Odour
Almost imperceptible Conforms C
Colour of the solution
Not more intensely coloured than reference solution B9 Conforms C
Clarity of the solution
Not more opalescent than reference suspension | Conforms C
pH
45-52 50 C
Relative density
d(20/20)
1,148 - 1,168 1,164 C
Dose and uniformity of dose
The weight of each dose should not deviate by more than  Conforms C
+/- 10% from the average weight of 10 doses. The total
weight of 10 doses should not deviate by more than +/-15%
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.
Identification
Sodium picosulfate (HPLC/Diode Array)
Corresponding to standard Conforms C
Sodium picosulfate (TLC +HPLC)
Corresponding to standard TO
Sodium benzoate (HpLC)
Corresponding to standard Conforms C
Sodium benzoate (TLC)
Corresponding to standard TO




Cert. No : 26000954

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: 1T/99/H/2025

FAREVA

BTITUTO DE ANGEL

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU

BatchNo.:  631100A

No. of Analysis :

26000535-2 -1

Article No. : 464537 Date of Manufacture : 26.01.2026
Semifinished batch 631100 Expiry date: 1212027
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 17.02.2026
Testing Spec. No. : VVQUALO778809 1.04ND Customer code: 863140
Manufacturing Spec. No.: VV-QUAL-0778795 1.0
Marketing Authorization No: LP-N(003553)-(RG-RU)
Page: 2
Test
Specification Result Evaluation
Active ingredient decomposition
C-LA 401 NA (HprLC)
<= 0,76 % 0,00 C
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HPLC)
<=0,2% 0,0 C
(Equivalent to 0.2% degraded sodium picosulfate
monohydrate)
Any unspecified degradation product (HpLc)
<=0,2% 0,0 C
Total degradation products (HpLC)
<=14% 0,0 C
Assay
Sodium picosulfate monohydrate (HpLC)
713,0 - 788,0 mg/100.0 ml 755,6 C
Preservative content
Sodium benzoate (HpLC)
180,0 - 220,0 mg/100.0 ml 198,7 C
Volume of contents
Conforms C

Microbiological purity tested periodically




Cert. No : 26000954

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-ltaly
Manufacturing Authorization N°: aM - 87/2025 dated 11/07/2025
GMP Certificate No: IT/99/H/2025

FAREVA

ISTITUTO DE ANGEL

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU

BatchNo.:  631100A No. of Analysis : 26000535 - 2 - 1
Article No. : 464537 Date of Manufacture : 26.01.2026
Semifinished batch 631100 Expiry date: 1212027
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 17.02.2026
Testing Spec. No. : VVQUALO0778809 1.0+ND Customer code: 863140
Manufacturing Spec. No.:  VV-QUAL-0778795 1.0
Marketing Authorization No: LP-N(003553)-(RG-RU)
Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 48095

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.):

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

Qualified Person:

Istituto De

Qualified

Beatrice Nannini Date: 17.02.2026



