Cept. Ne: 20003533

Wnctutyto ne Anrenu C.P.JL Ipysnmm 103/c- 50066

Perremno (dnopenuust) — Utamus

IpousBoxacTBenHas nuuensus Ne: aM-138/2018 ot 07/11/2018
Ceptuduxar GMP: 1T/233/H/2018

Ceprudukar aHajan3a U COOTBETCTBUS

HNHcTUTYTO 1€ AHTeJIH

Ha3Banue npoaykra: I'YTTAJIAKC kaniu ajs npuemMa BHYTpb 7,5 mr/mJ 15 mu, Poccuiickast
Denepauus
Cepus Ne: 031596A Ne ananmsa: 20002667- 2-1
Aptukya Ne: 464529 Jara npomsBoacTBa:  22.04.2020
Cepusi NPOMeKYTOYHOT0 MPOAYKTA: 031596 Cpok rognocTu: 04 /2023
BIX kon/ YnakoBo4HBIi MaTepHaJ: ®nakon (mommatwiien  HamewaTtano: 27.05.2020
BBICOKOW TUIOTHOCTH)
TecroBasi cnenugnranus Ne: 77338- Kon 3aka3unka: 663609
p510a00301+ND
IMpousBoacTBeHHasi cienupUuKaAnUs 77338 p330a00103
Ne:
Perucrpanuonnoe cugereanctBo Ne:  T1N015238/01
Crpannna: 1

HcnbiTanue Crnenuduxanus PesvabTat Ouenka
Onucanue

IIpo3pauHsiii pacTBOp, CIIErKa BSI3KUil, OT OECLBETHOTO CooTBeTcTBYET C

JIO ’KEITOBATOTO MU CIIETKa KEITOBATO-KOPHUYHEBOTO

1BETA.
3anax

TTouTn HEeONTy TUMBIH CooTBeTCTBYET C

IBet pacTBOpa
He Gonee MHTEHCHBHO OKpAIIIeH, YeM PacTBOP CooTBeTCTBYET C
cpaBHeHMs B9

IIpo3paunocTs pacTBOpa

OnanecueHius He Ooliee, yeM y cycrien3uu cpapHernus I CooTBeTCTByeT C
pH
45-52 5,1 C
OTHOCHTEILHAA IJIOTHOCTE
d(20/20)
1,148 - 1,168 1,164 C

Jl03a M OTHOPOIHOCTBH 103bI
Macca kax/101 1036l HE JOJDKHA OTKJIOHAThCS Ha Oosiee  COOTBETCTBYET C
gyeM +10% ot cpenneit maccrl 10 no3. O6mas macca 10
JI03 He JI0JDKHA OTKIIOHSTHCS Ha Oosee ueMm +15% ot
TeopeTudeckoil Mmaccel 10 103.
CkopocTb NaJIeHus! Karesb He JOJDKHA MPEBBIIaTh 2
KaIUTi B CEKYHIY.
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HUcnpitanne Coenndukauns PesyapTar Ouenka
HoaauHHOCTH
Hatpus nukocyaspat (BOXX/nnonnas marpuna)
CooTBeTCTBYET CTAaHIAPTY CootBercTBYyET C
Hatpus nukocyaspar (TCX + BOXKX)
CooTBeTCTBYET CTAaHIAPTY Tect onyuieH
Hartpus 6en3oat (BOXKX)
CoOOTBETCTBYET CTAHIAPTY CooTBeTCTBYET C
Hartpus 6en3oat (TCX)
CoOTBEeTCTBYET CTAHAAPTY Tect omymen
Pacnax akTMBHOr0 MHTpeHeHTa
C-LA 401 NA (BOXX)
<=0,76 %
(axBuBanentHo 1,0% pacnaBiuerocst HaTpust 0,00 C
nUKoCyJb(haTa MOHOTUPATA)
C-Oxcnn (BOXX)
<=0,2% 0,0
(axBuBanentHo 0,2% pacmaBiierocs HaTpPH
MUKOCYJIb(haTa MOHOTHIPATA)
JIo0oii Hecenupuyeckuii npoaykT pacnaaa (BOXKX)
<=0,2% 0,0 C
Cymma npoaykToB pacnaga (BOXX)
<=1,4% 0,0 C
KoauyecTBeHHOE coep:kaHne
Hatpns nuxocyiabpata moHoruapat (BOXX)
713,0— 788,0 mr/100,0 mn 764,7 C
KoncepanT
Hartpus 6en3oat (BOXKX)
180,0 —220,0 mr/100,0 M 201,1 C
O0beM coep:KUMOT0 YIAKOBKH CooTBeTCTBYET C

MﬂKpOﬁHOJ’lOI‘l/l‘{eCKaﬂ YUCTOTA, KOHTPOJIUpyeMasi NePpUHOANIECCKHA
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HcnbiTanue Crnenuduxanus PesvabTat Ouenka

Pa3mep Bemmymniennoi cepuu (1t): 95219 Ipumedanne: Homep HopMaTHBHOM JOKYMEHTAITUH:
I N015238/01

Onenka: CooTBeTCTBYET

3asBicHUE O CepTI/I(l)I/IKaHI/II/IZ

HacrossmuM mnoATBep:kAal0, 4YTO BCe 3Tanbl NPOU3BOACTBA NAHHOW CepuH TOTOBOr0 NPOAYKTa ObLIH
NnpoBeJeHbI B 10JHOM co0oTBeTcTBHH ¢ GMP Tpe6oBannamu EC a takike ¢ Tpe6oBannavu Perucrpannonsoro
YI0CTOBEepeHHUsl CTPAHbI HA3HAYEeHH .

VYnonmaomoueHHoe uno:  Mucmumymo oe Anzenu c.p.
Keanuguuyuposanmolii
compyonuk /Ip.cca
Iaona I'vopu
Iloonuce

Hara: 27.05.2020

Cepus nipoBepena (Otmen papmaineBTHIecKoro Boimycka): Dr. Beatrice Nannini [lata: 27.05.2020

*****KOHeH OquTa*****
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Cert. No : 20003533

Istitutc De Angel; S.r.L.-Loc, Prulll n. 103/c- 50066 Reggello (FI)-Italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certiilcate No: IT/233/H/2018

Istifito &

De Angeli
@ 'M

Certificate of Analysis and Conformance

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

Batch No.:  031596A

No. of Analysis :

20002667 - 2- 1

Article No. : 464529 Date of Manufacture : 22.04.2020
Semifinished batch 031596 Expiry date: 04 /2023
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 27.05.2020
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec. No. :  77338-p330a00103
Marketing Authorization No: PN 015238/01
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 51 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 dosas should not deviats by more than +/-18%
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.
Identification
Sodium picosulfate (HPLC/ Dicde Aray )
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
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Cert. No : 20003533

Istituto De Angeli S.r.L.-Lec. Prulli n, 103/c- 50085 Reggello (FI)-Italy
Manufacturing Authorization N°; ah-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018

.
Istituto

De Angeli
-2 M

Certificate of Analysis and Conformance

Product Name: GUTTALAX drops for peroral usage 7,5 mglmll 15ML RU

Batch No.:  031596A

No. of Analysis :

20002667 - 2 - 1

Article No. : 464529 Date of Manufacture : 22.04.2020
Semifinished batch 031596 Expiry date: 0412023
BIX code/ Pack. Mat. ; BOTTLE (HDPE} Printed on : 27.05.2020
Testing Spec. No. : 77338-p510a0c0301+ND Customer code: 663609
Manufacturing Spec. No. :  77338-p330a00103
Marketing Authorization No: PN 015238/01
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 (HrLC)
<=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 (HrPLC)
713,0 - 788,0 mg/100.0 ml 7647 - c
Preservative content
Sodium benzoate (HPLC)
180,0 - 220,0 mg/100.0 ml 2011 c
Volume of contents
Conforms ¢

Microbiological purity tested periodically
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Cert. No : 20003533

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-Italy
Manufacturing Authorization N°: al-136/2018 dated 07/11/2018

GMP Certificate No: IT/233/H/2018

Istituto
De Angeli

/ L

Certificate of Analysis and Conformance

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

Batch No.:  031596A No. of Analysis : 20002667 - 2 - 1
Article No. : 464529 Date of Manufacture : 22.04.2020
Semifinished batch 031596 Expiry date: 04 /2023
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 27.05.2020
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN 015238/01
Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 95219 Note: Number of the Normative Document: P N015238/01

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.

Batch Review (Pharmaceutical Release Dept.):

|stitute-Re Angelis
Qualified Person: ~ /* Qualjfied Pru.iw ]
—— C N
' " e A
ate [“,“r_sc.; Papla GiorT

27.05. 1o

Dr. Beatrice Nannini Date: 27.05.2020

#*** End of Report ****
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