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Cepr. Ne: 26001388

Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utanus
[Tpoussoacreennas muuensust Ne: aM-87/2025 ot 11/07/2025
Ceprudpuxar GMP Ne: IT/99/H/2025

FA
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ISTITUTO DE ANGELI

CepTudukart aHAIH3a U COOTBETCTBUA

Hartpus 6en3oat (TCX)
CoOOTBETCTBYET CTAHIAPTY

Pacnag akTuBHOrO HHI'PEIHECHTA

Haszpanme nmpoaykra: I'YTTAJIAKC kanau ais nepopajbHoro npuema 7,5 mr/ma 15 ma RU
Homep cepuu:  631156A Ne ananm3a: 26000774-2-1
MponykT Ne: 464536 Jarta 06.02.2026
NMPOM3BO/ICTBA:
Cepus noaydadpukara 631156 Cpoxk roanoctu: 01/2028
BIX kon/ymak. MaTtepuasn: OJIAKOH (o TriieH JaTta meuaTu: 06.03.2026
BBICOKOM TIJIOTHOCTH)
Crnenuduxanus s Kon 3aka3uuka: 863155
MpoBeAeHUsI HCTBITAHMIT Ne: VVQUALO0778809 1.0+ND
IIpousBoacTBeHHAs
cnenudukanusa Ne: VV-QUAL-0778795 1.0
PerncrpannonHnoe
ynocroBepeHue Ne: JITI-Ne (003553) - (PI'-RU)
Crpanuna: 1
ITokazareJb Pe3yabTar Ouenka
Hopma
Onucanue
[Ipo3paunblii pacTBOP, CJIETKa BSI3KHiA, OT OECI[BETHOTO CootBerctByer C
IO KEITOBATOrO WU CIIETKa )KEITOBATO-KOPHYHEBOTO
LBETA.
3anax
ITouTtn Heoury TUMBII CootserctByer C
LlBeTHOCTH pacTBOpa
He 6onee MHTEHCUBHO OKpallleH, YeM PacTBOP CootBerctByer C
cpaBHeHUs B9
IIpo3payHocTh pacTBOpa
Onanecrnennus He 6onee, yem y cycriensun cpapaenns | CootBerctByer C
pH
4,5-5,2 5,0 C
OTHocHTeTbHAS IUIOTHOCTH
d (20/20)
1,148 — 1,168 1,163 C
Jo3a 1 0AIHOPOIHOCTH A03bI
Macca ka0 1036l He JJOJDKHA OTKJIOHAThCs Ha Oosiee  CootBerctByer C
geMm £10% ot cpenneit maccol 10 mo03. O6mas macca 10
103 HE JI0JDKHA OTKJIOHATHCS Ha Ooiree ueM +15% ot
Teoperndeckoir Macchl 10 103. CKOpOCTh MaeHUs
Karelb He JOJDKHA MPEBbIATh 2 KAl B CEKyHIY.
NnenTudpukanus
Hatpus nukocyaspar (BOXX/nuonnas marpuna)
CooTBeTCTBYET CTaHIAPTY CootBerctByer C
Hatpus nukocyasgar (TCX + BOXKX)
CooTBeTCTBYET CTAaHIAPTY Tect onymien
Hatpus 6en3oat (BOXKX)
CooTBeTCTBYET CTaHIAPTY CootBerctByer C

Tecr onymien
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Cepr. Ne: 26001388
Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utanus F A R E V A
[Tpoussoacreennas muuensust Ne: aM-87/2025 ot 11/07/2025 ISTITUTO DE ANGELI

Ceprudpuxar GMP Ne: IT/99/H/2025

CepTudukart aHAIH3a U COOTBETCTBUA

Haszpanme nmpoaykra: I'YTTAJIAKC kanau ais nepopajbHoro npuema 7,5 mr/ma 15 ma RU
Homep cepuu:  631156A Ne ananm3a: 26000774-2-1
MponykT Ne: 464536 Jarta 06.02.2026
NMPOM3BO/ICTBA:
Cepus noaydadpukara 631156 Cpoxk roanoctu: 01/2028
BIX kon/ymak. MaTtepuasn: OJIAKOH (o TriieH JaTta meuaTu: 06.03.2026
BBICOKOM TIJIOTHOCTH)
Crnenuduxanus s Kon 3aka3uuka: 863155
MpoBeAeHUsI HCTBITAHMIT Ne: VVQUALO0778809 1.0+ND
IIpousBoacTBeHHAs
cnenudukanusa Ne: VV-QUAL-0778795 1.0
PerncrpannonHnoe
ynocroBepeHue Ne: JITI-Ne (003553) - (PI'-RU)
Crtpanuna: 2
ITokazareJb Pe3yabTar Ouenka
Hopma
C-LA 401 NA (BOXX)

<=0,76 % 0,00 C

(oxBuBasienTHO 1,0% pacnasiuerocs HaTpus MUKOCYIbhaTa

MOHOTHJIpaTa)

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

(axBuBanentHo 0,2% pacmaBmierocs HaATPH
MUKOCYNIb(aTa MOHOTHpPATA)
JIw60ii Hecnennpuueckuii npoaykT pacnaaa (BIXX)

<=0,2% 0,0 C
CymmMma npoaykToB pacnajga (BOXKX)
<=14% 0,0 C

KoanyecTBeHHOE coep:kaHue
Hatpusa nukocyanpara monoruapat (BOXX)

713,0— 788,0 mr/100,0 mn 7574 C
KoncepBanrt
Hatpus 6en3oat (BOXKX)
180,0 — 220,0 mr/100,0 min 198,4 C
O0beM coaep:KuMoro CootBerctByer C

MukpoOuonoruyeckass YucToTa, KOHTPOJIHPyeMasi MEPHOTUYECKH - -
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Cepr. Ne: 26001388
Istituto De Angeli S.r.L-Loc, Prulli n. 103/c- 50066 Reggello (FI)-Utanus F A R E V A
[Tpoussoacreennas muuensust Ne: aM-87/2025 ot 11/07/2025 ISTITUTO DE ANGELI

Ceprudpuxar GMP Ne: IT/99/H/2025

CepTudukart aHAIH3a U COOTBETCTBUA

Haszpanme nmpoaykra: I'YTTAJIAKC kanau ais nepopajbHoro npuema 7,5 mr/ma 15 ma RU
Homep cepuu:  631156A Ne ananm3a: 26000774-2-1
MponykT Ne: 464536 Jarta 06.02.2026
NMPOM3BO/ICTBA:
Cepus noaydadpukara 631156 Cpoxk roanoctu: 01/2028
BIX kon/ymak. MaTtepuasn: OJIAKOH (o TriieH JaTta meuaTu: 06.03.2026
BBICOKOM TIJIOTHOCTH)
Crnenuduxanus s Kon 3aka3uuka: 863155
MpoBeAeHUsI HCTBITAHMIT Ne: VVQUALO0778809 1.0+ND
IIpousBoacTBeHHAs
cnenudukanusa Ne: VV-QUAL-0778795 1.0
PerncrpannonHnoe
ynocroBepeHue Ne: JITI-Ne (003553) - (PI'-RU)
Crpanuna: 3
ITokazareJb Pe3yabTar Ouenka
Hopma

Pa3mep BeImymieHHON cepun (1mT.): 95544

Onenka: CooTBeTCTBYeT.

CeprudurkaioHHOE 3asBICHHUE:

HacTosmuM noaATBep:KIa10, YTO BCE ITANBI NPOU3BOACTBA JAHHOH MAPTHH FOTOBON MPOAYKIUH ObLIN
NpoBeJeHbI B M0IHOM cooTBeTcTBHE ¢ GMP TpedoBanusimu EC, a Takike ¢ TpeOoBaHUSIMH
PerucrpanoHHOro y10cToBepeHusl CTPaHbl HA3HAYEHH.

YnonHOMOYeHHOE Istituto De Angeli S.r.l.
JIIIO: YTOIHOMOYEHHOE JIALIO
<HOANUCH>
Dr. Claudia Bottalico
Hara: 06.03.2026
00630p cepun (Otaen papmaneBTudeckoro Beimycka): Dr. Beatrice Nannini Harta: 06.03.2026

*****KOHCH OquTa*****



Cert. No : 26001388

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

F A

REVA

STITUTO DBE AMNGEL

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU

BatchNo.: 631156A

No. of Analysis :

26000774 -2 -1

Article No. : 464536 Date of Manufacture : 06.02.2026
Semifinished batch 631156 Expiry date: 01/2028
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 06.03.2026
Testing Spec. No. : VVQUALO778809 1.0+ND Customer code: 863155
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
Aimost 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 5,0 C
Relative density
d(20/20)
1,148 - 1,168 1,163 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 70
Sodium benzoate (HPLC)
Corresponding to standard Conforms c
Sodium benzoate (TLC)
TO

Corresponding to standard




Cert. No : 26001388

FAREVA

ISTITUTO DE ANGEN

(stituto 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: 1T/99/H/2025

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU

BatchNo.: 631156A No. of Analysis : 26000774 -2 -1
Article No. : 464536 Date of Manufacture : 06.02.2026
Semifinished batch 631156 Expiry date: 01/2028

BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 06.03.2026
Testing Spec. No. : VVQUAL0778809 1.0+ND Customer code: 863155

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 (HpPLC)
<=0,76 % 0,00 C
(Equivalent to 1.0% degraded sodium picosulfate
monohydrate)
C-Oxide (HpPLC)
<=02% 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 757 4 C
Preservative content
Sodium benzoate (HPLC)
180,0 - 220,0 mg/100.0 ml 198,4 c
Volume of contents
Conforms C

Microbiological purity tested periodically




Cert. No : 26001388

FAREYV

ISTITUTO DE ANGEL

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

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU

BatchNo.:  631156A No. of Analysis : 26000774 - 2 - 1
Article No. : 464536 Date of Manufacture : 06.02.2026
Semifinished batch 631156 Expiry date: 01/2028
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 06.03.2026
Testing Spec. No. : VVQUAL0778809 1.0+ND Customer code: 863155
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) : 95544

Evaluation : Conforms

Certification statement:

| hereby certify that all the manufacturing stages of this batc

destination country.

h 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

Batch Review (Pharmaceutical Release Dept.):

Qualified Person: t»OP. Angeli s.r..
~ 3' ‘\ Pﬁ@?n
Date: QI IN D

Dr. audia Bottalico

P 4 .
08795/ 524

Dr. Beatrice Nannini Date: 06.03.2026

weikx End of Report ****



