Internal

Cepr. Ne: 25005593

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

Perremno (®aopenuus) — Utanus F A R E V A
ITpousBoacTBenHas munensus Ne: aM-87/2025 ot 11/07/2025 ISTITUTO DE ANG
Ceptudpuxar GMP: IT/99/H/2025

Cepruduxkar aHajamsza u COOTBETCTBUS

HaszBanue npoaykra: I'YTTAJIAKC kaniu ais nepopaibHoro npuema 7,5 mr/ma 30 ma RU
Homep cepun:  532374A No ananuza: 25004985-2-1
Hpoaykr Ne: 464537 Hdara 08.09.2025
NPOU3BOJCTBA:
Cepust nonygadpukara 532374 Cpoxk roanoctu:  08.2027
BIX xon/ynak. MaTtepuad: OJIAKOH (monmatunex Jarta neuatu: 01.10.2025
BBICOKOM IIJIOTHOCTH)
Cneundukanms ais Kon 3akazumka: 863140
NnpoBeAeHus UcnbITaHui Ne: VVQUALO0778809 1.0+ND
I[IpousBoacrBeHHast
cnenndukanusa Ne: VV-QUAL-0778795 1.0
Perucrpanuonsoe
yaocToBepeHue Ne: JITT-Ne (003553) - (PT'-RU)
Crpannna: 1
IHoka3zareab Pe3yabTar Ouenka
Hopma
Onucanne
[Tpo3paunslii pacTBOp, ClieTKa BSI3KHH, OT OECIIBETHOTO CootBerctByer C
10 JKEIITOBATOr0 MJIM CJIETKa JKEeJITOBATO-KOPHYHEBOT'O
BETA.
3anax
[Toutn HEOUTy TUMBII CootBerctByer C
LiBeTHOCTH pacTBOpa
He Gonee MHTEHCHBHO OKpallleH, Y4eM pacTBOp CootserctByer C

cpaBHeHus B9
IIpo3paunocThs pacTBOpa
Onanecuenuys He Ooee, 4eM y cycrien3un cpaBHennsi I CoorserctByer C

pH

4,5-5,2 5,0 C
OTHOCHTEIBHAS IIOTHOCTD
d (20/20)

1,148 — 1,168 1,164 C

Jl03a 4 OAHOPOAHOCTH /103bI
Macca kaXmoi 4036l HE JOKHA OTKIOHATHCS Ha Ooliee Cootsercteyer C
geMm £10% ot cpenneit maccol 10 mo3. O6mas macca 10
103 HE JIOJDKHA OTKIIOHATHCS Ha Oosee ueM +15% ot
TeopeTnueckoit Macchl 10 103. CkopocTh najeHus
Kariejib HE JOJI’)KHA IMPEBbINIATh 2 Kalllki B CCKYHY.
NnenTudpuxanus
Hatpus nukocyaspat (BOXX/nuonnas marpuna)
COOTBETCTBYET CTAHIAPTY CootBerctByer C
Harpus nukocyabpart (TCX + BOXX)
COOTBETCTBYET CTaHIAPTY Tect omymeH
Hartpus 6en3oat (BOXKX)
COOTBETCTBYET CTAaHIAPTY CootBerctByer C
Hartpus 6en3oat (TCX)
COOTBETCTBYET CTAHIAPTY Tect onyeH

Pacnaa akTuBHOrO HHI'PEAUECHTA
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Cepr. Ne: 25005593

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

Perremno (®aopenuus) — Utanus F A R E V A
ITpousBoacTBenHas munensus Ne: aM-87/2025 ot 11/07/2025 ISTITUTO DE ANG
Ceptudpuxar GMP: IT/99/H/2025

Cepruduxkar aHajamsza u COOTBETCTBUS

HaszBanue npoaykra: I'YTTAJIAKC kaniu ais nepopaibHoro npuema 7,5 mr/ma 30 ma RU
Homep cepun:  532374A No ananuza: 25004985-2-1
Hpoaykr Ne: 464537 Hdara 08.09.2025
NPOU3BOJCTBA:
Cepust nonygadpukara 532374 Cpoxk roanoctu:  08.2027
BIX xon/ynak. MaTtepuad: OJIAKOH (monmatunex Jarta neuatu: 01.10.2025
BBICOKOM IIJIOTHOCTH)
Cneundukanms ais Kon 3akazumka: 863140
NnpoBeAeHus UcnbITaHui Ne: VVQUALO0778809 1.0+ND
I[IpousBoacrBeHHast
cnenndukanusa Ne: VV-QUAL-0778795 1.0
Perucrpanuonsoe
yaocToBepeHue Ne: JITT-Ne (003553) - (PT'-RU)
Crpanuna: 2
IHoka3zareab Pe3yabTar OueHka
Hopma
C-LA 401 NA (BOXX)

<=0,76 % 0,00 C

(axBuBanenTHO 1,0% pacnasmerocs HaTpusi MUKOCyIbpaTa

MOHOTHIpAaTa)

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

(axBuBanenTHo 0,2% pacnasierocs HaTpus
NHUKOCYJb(haTa MOHOTH/IpATa)
JI1o60ii Hecnennduyeckunii 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 M 766,7 C
KoncepBaHT
Harpus 6en3oat (BOXKX)
180,0 —220,0 mr/100,0 ma 201,0 C
O0BeM coaepKUMOro CootserctByer C

Mukpo6uoJioruyeckasi YucToTa, KOHTPOJMpPYyeMasi NePUOINYECKHU - -
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Cepr. Ne: 25005593

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

Perremno (®aopenuus) — Utanus F A R E V A
ITpousBoacTBenHas munensus Ne: aM-87/2025 ot 11/07/2025 ISTITUTO DE ANG
Ceptudpuxar GMP: IT/99/H/2025

Cepruduxkar aHajamsza u COOTBETCTBUS

HaszBanue npoaykra: I'YTTAJIAKC kaniu ais nepopaibHoro npuema 7,5 mr/ma 30 ma RU
Homep cepun:  532374A No ananuza: 25004985-2-1
Hpoaykr Ne: 464537 Hdara 08.09.2025
NPOU3BOJCTBA:
Cepust nonygadpukara 532374 Cpoxk roanoctu:  08.2027
BIX xon/ynak. MaTtepuad: OJIAKOH (monmatunex Jarta neuatu: 01.10.2025
BBICOKOM IIJIOTHOCTH)
Cneundukanms ais Kon 3akazumka: 863140
NnpoBeAeHus UcnbITaHui Ne: VVQUALO0778809 1.0+ND
I[IpousBoacrBeHHast
cnenndukanusa Ne: VV-QUAL-0778795 1.0
Perucrpanuonsoe
yaocToBepeHue Ne: JITT-Ne (003553) - (PT'-RU)
Crpanuna: 3
IHoka3zareab Pe3yabTar OueHka
Hopma

Pa3mep BoimymenHoi cepuu (1r.): 48137

Onenka: CooTBeTCTBYeT.

CepruukamoHHOE 3asBICHHUE:

Hacrosimum noarBep ka0, YTo Bee 3Tanbl IPOU3BOACTBA JAHHOH NAPTHH IOTOBOI NPOAYKIUH OBLIH
NpoBeeHbI B N0JIHOM cooTBeTcTBUU ¢ GMP TpedoBanusimu EC, a Takke ¢ TpedGOBaAaHUAMH
PerncTpannoHHoOro y1ocToBepeHHsl CTPAHbI HA3HAYEHMS.

Y1onHoMoueHHOE Istituto De Angeli S.r.l.
JIUIIO: YTIOTHOMOYCHHOE JIUIIO
<HOAMNUCH>
Dr. ssa Paola Giori
Hara: 01.10.2025
0630p cepun (Otaen GpapmaneBTHIEecKOro Bhimycka): Dr. Beatrice Nannini Hara: 01.10.2025

*****KOHeH OquTa*****
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HPUJIOKEHUE K CEPTUDOUKATY AHAJIM3A (conpoBoauTe/bHOE
MUCbMO)

Haspanue npoaykra: I'VTTAJIAKC ®, kaniau opaabsHsble 7,5 mr/mia 30 Mo
Howmep cepun: 532374A

GMID: 863140

[Hara mpoussozactaa: 08.09.2025

Cpoxk rognoctu: 08/2027

Homep Perucrparmmmonnoro ynocrosepenns B Poccun: JIIT-Ne(003553)-(PI"-RU)
Homep HJI: JITI-Ne(003553)-(PT-RU)-110425

Ycnosus xpanenus: [Ipu temnepatype He Beie 25 °C. He 3aMopaxuBaTh.
Cpok rogHocTu: 2 roaa

Crpana-umnoptep: Poccus

EAEU GMP ceprudukat: GMP- EAEU- RU- 01352-2024

Hazsanue A®U: Harpus nuxocyibdat

Howmep cepuu ADU: 0460108

[poussoaurens ADU: Kamopeke [Tpodapmako MuaHo

Anpec npousBoautenss AD®U: Via E Curiel 34, 20067 Paullo (MI), Utamus

Iloka3sareib Crnenndpuxanus PesyabTar

YmakoBka ITo 15 mur mmm o 30 M1 B tutacTMaccoBbii | 30 MJI B TNTACTMACCOBBIN (PITakoH,
(h1aKoH, YKYTIOPEHHBIH MPOOKOH- YKYIOPEHHBIN MPOOKO-KaneIbHATICH
KaneabHULIeH ¥ 3aBUHYMBAIOIICHCS Y 3aBUHYMBAIOUICICS KPBILIKOH.

KpBIMKOﬁ. ®J1aKoH ¢ JTUCTKOM-BKIIAIBIIIIEM ®1aK0H C TUCTKOM-BKIIQIBIIIIEM B

B KAPTOHHYIO MayKy. KapTOHHOM MayKe.

MapxkupoBka B cootBerctBuu ¢ paznenom 1.3.2 monyna | B coorBerctBum ¢ pazagenom 1.3.2
1 perucTparmoHHOTO 0Che MOJyJsl 1 perucTpaliluoOHHOIO 10Che
JIEKapCTBEHHOTO NpenapaTa. JIEKapCTBEHHOTO Ipemnapara.

Hacrosmum s moaTBepskaaio, 4YTo NpUBEICHHAS BhIIIe HH()OpMaLHs ABISETCS JOCTOBEPHON U TOYHOH. JTa
cepus TPOAYKIIMM TIPOM3BeaeHa (BKJIIOYAs YIAaKOBKy (MapKHpPOBKY) W KOHTPOJIb KadecTBa) Ha
BbIIIEyKa3aHHON MPOU3BOJICTBEHHON IUIONMIAAKe (IUIOIIAKaX) B MIOJHOM COOTBETCTBHH C TPEOOBAaHUSIMU
[IpaBun Hamrexamedl TPOW3BOACTBEHHOW TMPAKTHKK EBPa3wiickOro SKOHOMHYECKOTO COI03a U
TpeOOBaHUSMU KOHTpPOJII KadecTBa JICKAPCTBEHHBIX CPEICTB, a Takke B COOTBETCTBUH CO
creunpUKausiIMU, COIACPKAIIMMHUCS B PErHCTPALMOHHOM JOChE CTpPaHBI-MMIOPTEpa. 3alucd o
MIPOM3BOICTBY, YIIAKOBKE W aHAIM3Y MTPOBEPEHBI, M YCTAHOBJICHO UX COOTBETCTBUE TpeboBaHusM [IpaBmi
HaJyIeKallel MPOU3BOACTBEHHOM NPAKTUKU EBPa3suiicCKOro 3KOHOMHUYECKOIO COH3a

IMoamuce/mata: 01.10.2025 Istituto De Angeli S.r.1.
L Y1IoIHOMOYEHHOE JTUII0

Wwms negatasivu 6ykBamu: Dr. Paola Giori <TOJIHCH>

JomxHOCTh: YTIOTHOMOYEHHOE JIUII0 Dr. ssa Paola Giori

Huctutyto ne Anrenu C.p.a 01.10.2025



Cert. No : 25005593

Istituto De Angeli S.r.L.-Loc. Prulfi n. 103/c- 50066 Reggelio (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

Batch No.:  9532374A

No. of Analysis :

25004985 - 2 - 1

Article No. : 464537 Date of Manufacture : 08.09.2025
Semifinished batch 532374 Expiry date: 0872027
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 01.10.2025
Testing Spec. No. : VVQUALO778809 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
4,5-5,2 5,0 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)
TO

Corresponding to standard




Cert. No : 25005593

Istituto De Angeli S.r.L.-Loc. Prufli 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

EWTITUTO OF ANGEL

Certificate of Analysis and Conformance

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

Batch No.:  532374A

No. of Analysis :

25004985 - 2 - 1

Article No. : 464537 Date of Manufacture : 08.09.2025
Semifinished batch 532374 Expiry date: 0872027
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 01.10.2025
Testing Spec. No. : VVQUALO0778809 1.0+4ND 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 (HPLC)
<=0,76 % 0,00 C
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HPLC)
<=0,2 % 0,0 ¢
(Equivalent to 0.2% degraded sodium picosulfate
monohydrate)
Any unspecified degradation product (HpLC)
<=02% 0,0 c
Total degradation products (HpLC)
<=14% 0,0 c
Assay
Sodium picosulfate monohydrate (HrLC)
713,0 - 788,0 mg/100.0 ml 766,7 C
Preservative content
Sodium benzoate (HrLC)
180,0 - 220,0 mg/100.0 mi 201,0 C
Volume of contents
Conforms C

Microbiological purity tested periodically




Cert. No : 25005593

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 BE ANGEL!

Certificate of Analysis and Conformance

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

BatchNo.:  532374A No. of Analysis : 25004985 - 2 - 1
Article No. : 464537 Date of Manufacture : 08.09.2025
Semifinished batch 532374 Expiry date: 08 /2027
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 01.10.2025
Testing Spec. No. : VVQUALO778809 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) : 48137

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.):

istitutoDe- %eh sl

4 Person
Qualified Person: Qua“f'%‘f )
Date: Dr ssa Pao/a (:4[[0[‘[ )

Dr. Beatrice Nannini Date: 01.10.2025

#*** End of Report *****
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product name: Guttalax®, oral drops, 7.5 mg/mL, 30 mL

Batch number: 532374A

GMID: 863140

Manufacturing date: 08.09.2025

Expiry date: 08/2027

Reference number to MA registered in Russia: LP-N(003553)-(RG-RU)
ND number: LP-N(003553)-(RG-RU)-11.04.2025

Storage condition: Keep at a temperature not exceeding 25 °C. Do not freeze.
Shelf-life: 2 years

Importing country: Russia

EAEU GMP Certificate: GMP-EAEU-RU-01352-2024

API name: Sodium picosulfate

API batch number: 0460108

API manufacturer: Cambrex Profarmaco Milano

API manufacturer’s address: Via Curiel 34, 20067 Paullo (MI), Italy

Test Specification Result

Packaging 15 mL or 30 mL into plastic bottle closed | 30 mL into plastic bottle closed
with a dropper and a screw cap. A bottle | with a dropper and a screw cap. A
with the patient leaflet in a carton. bottle with the patient leaflet in a

carton.

Labelling In accordance with section 1.3.2 of | In accordance with section 1.3.2 of
module 1 of the registration dossier of the | module 1 of the registration
medicinal product. dossier of the medicinal product.

I hereby certify that the above information is true and accurate. This batch of product has been
manufactured (including packaging (labelling) and quality control) at the above-mentioned site in full
compliance with the requirements of the Eurasian Economic Union Good Manufacturing Practice and with
the requirements of quality control of medicinal products, and in accordance with the specifications,
contained in the importing country registration dossier. The manufacturing, packaging and analysis
records have been reviewed and found to be in compliance with the Eurasian Economic Union Good
Manufacturing Practices Regulations.

Istituto De Angeli s.r:le——
Signature / Date: 01.10.2025 " Qualified P§reon
Printed name: Dr. Paola Giori \ , ,Z »\;(,‘:
Dr.ssa Paola Giori

Title: Qualified Person Istituto de Angeli S.r.l. &
OLL,C JEDED



