Cepr. Ne: 20002667

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

Perremno (®nopenuust) — Uranus Nj@&

IpousBoxacTeennas nuuensus Ne: aM-136/2018 ot 07/11/2018 Istituto )

Ceprudukar GMP: IT/233/H/2018 De Angeli
e

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panue JexapcTBeHHOT 0 I'YTTAJIAKC kanim puis nepopajbHoro npuema 7,5 mr/ma 30 ma RU
cpeacTBa:

Cepusi Ne:  031438A Ne anasnu3a: 20001973-2-1
ApTHKyJT Ne: 464530 Jarta mpouszBoacrBa:  28.03.2020
Cepust npoMexyTOUHOTO mpoaykTa: 031438 Cpok rogHocTu: 03 /2023
BIX koa/ YnakoBouHblii MaTepuai:  @nakxon (mommdTmiieH  HamewartaHo: 28.04.2020
BBICOKOM TIJIOTHOCTH)
TecroBasi cnenugunranus Ne: 77338-p510a00301 Kon 3aka3unka: 663610
IIpousBoacreennas cnenuukanus  77338-p330a00103
Ne:
PerncrpanuonHoe cBUAETEILCTBO ITN015238/01
Ne:
Crpanuua: 1

Hcnriranue Cnennduranns Pesyaprar Onenka
Onucanue

IIpo3paunsiii pacTBOp, CIeTKa BSI3KHIA, OT OECIIBETHOTO CooTBeTCTBYET C

JI0 ’KETITOBATOTO HIIH CJIETKa )KEeITOBATO-KOPHIHEBOTO

[BETA.
3anax

ITouTtn HeouryTUMBII CooTBeTcTBYET C

IBet pacTBOpa
He Gonee MHTEHCHBHO OKpallleH, 4eM PacTBoOp CooTBeTcTBYET C
cpaBHeHust B9

IIpo3payHocTh pacTBOpa

OnanecueHnus He 6oyee, yeM y cycnieH3uu cpaBaeHnus I  CoOTBETCTByeT C
pH
4,5-52 5.0 C
OTHocHTeTbHAS IUIOTHOCTH
d(20/20)
1,148 — 1,168 1.164 C

Jl03a M 0OTHOPOHOCTH 103MPOBAHMS
Macca kaxIo# 1036l He JJOJDKHA OTKIOHAThCS Ha 6omee  COOTBETCTBYET C
geMm +10% ot cpenneit maccer 10 1o3. O6mas macca 10
103 He JOJDKHA OTKIIOHATHCS Ha Oojee yeM £15% ot
TeopeTnieckoi Maccel 10 7103.
CKOpOCTh MaZicHusI Karelb He JTOJDKHA TPEBHIAaTh 2
KaIUTA B CEKYH/Y.
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Cepr. Ne: 20002667

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

Perremno (®nopenuust) — Uranus

IpousBoxacTeennas nuuensus Ne: aM-136/2018 ot 07/11/2018
Ceptuduxar GMP: 1T/233/H/2018

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panue JexapcTBeHHOT 0

N
Istiflto ® ™
De Angeli
@ M

I'YTTAJIAKC kanim puis nepopajbHoro npuema 7,5 mr/ma 30 ma RU

cpelacTBa:
Cepusi Ne:  031438A Ne anasnu3a: 20001973-2-1
ApTHKyJT Ne: 464530 Jarta mpouszBoacrBa:  28.03.2020
Cepust npoMexyTOUHOTO mpoaykTa: 031438 Cpok rogHocTu: 03 /2023
BIX koa/ YnakoBouHblii MaTepuai:  @nakxon (mommdTmiieH  HamewartaHo: 28.04.2020
BBICOKOM TIJIOTHOCTH)
TecroBasi cnenugunranus Ne: 77338-p510a00301 Kon 3aka3unka: 663610
IIpousBoacreennas cnenuukanus  77338-p330a00103
Ne:
PerncrpanuonHoe cBUAETEILCTBO ITN015238/01
Ne:
Crpanuua: 2
HcnbiTanue Cnemnduxanus Pe3yabTat Ouenka
HopauHHOCTH
Hatpus nuxocyiabdat (BOXX/nuognas marpuia)
CoOOTBETCTBYET CTAHIAPTY CooTBeTCTBYET C
Hartpus nuxocyiabpart (TCX + BOKX)
CoOTBEeTCTBYET CTAHAAPTY Tect omymen
Hartpus 6en3oat (BOXKX)
CooTBeTCTBYET CTAaHIAPTY CootBercTBYyET C
Hartpus 6ensoat (TCX)
CooTBeTCTBYET CTAaHIAPTY Tect onyex
Pacnajg akTMBHOI0 MHTPeUEHTA 0,00
C-LA 401 NA (BOXX)
<=0,76 %
(axBuBanenTHO 1,0% pacmaBmierocst HATPHUs C
MUKOCYJTh(haTa MOHOTHUIPATA)
C-Oxcua (BOXX) 0.0
<=0,2% C
(oxBuBanentHo 0,2% pacrnaBuerocsi HaTpHs
nUKOCYJIb(haTa MOHOTUIPATA)
Jlio00ii Hecmennduyeckuii mpoaykT pacnaaa (BOXX) 0.0
<=0,2 % C
Cymma npoaykToB pacnaga (BOXX) 0.0
<=1,4% C
KoanyecTBeHHOE coepxanmne
Hatpus nukocyiabdara monoruapat (BOXKX) 756,8
713,0— 788,0 mr/100,0 M C

KoncepanT
Hartpus 6en3oat (BOXKX)
180,0 —220,0 mr/100,0 mn
O0beM coaepKUMOro

Muxkpo0uoaoruieckas YucToTa, KOHTPOJIHPyeMas NePHOAUYECKH




Cepr. Ne: 20002667

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

Perremno (®nopenuust) — Uranus Nj@&

IpousBoxacTeennas nuuensus Ne: aM-136/2018 ot 07/11/2018 Istituto )

Ceprudukar GMP: IT/233/H/2018 De Angeli
e

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panue JexapcTBeHHOT 0 I'YTTAJIAKC kanim puis nepopajbHoro npuema 7,5 mr/ma 30 ma RU
cpeacTBa:

Cepusi Ne:  031438A Ne anasnu3a: 20001973-2-1
ApTHKyJT Ne: 464530 Jarta mpouszBoacrBa:  28.03.2020
Cepust npoMexyTOUHOTO mpoaykTa: 031438 Cpok rogHocTu: 03 /2023
BIX koa/ YnakoBouHblii MaTepuai:  @nakxon (mommdTmiieH  HamewartaHo: 28.04.2020

BBICOKOM TIJIOTHOCTH)
TecroBasi cnenugunranus Ne: 77338-p510a00301 Kon 3aka3unka: 663610
IIpousBoacreennas cnenuukanus  77338-p330a00103
Ne:
PerncrpanuonHoe cBUAETEILCTBO ITN015238/01
Ne:

Crpannna: 3

HcnbiTanue Cnemnduxanus Pe3yabTat Ouenka

Pasmep BoimymenHoii cepuu (wt): 47576 - IPUMEYAHUE: Homep HopmaTtuBHOTO oKyMeHTa: 11
NO015238/01

Onenka: CooTBeTCTBYET

3asBieHne 0 cepTH(UKAIUY:

HacTosimuM noATBepP:KAaI0, YTO BCe ITANbI NPOU3BOJACTBA JAHHOI NaPpTHH rOTOBON NPOAYKIUHU ObLIN
NpoBeJeHbI B M0JIHOM cooTBeTcTBHE ¢ GMP TpedoBanusimu EC, a Takike ¢ TpeGoBaHUSIMH
PerncrpaninoHHOro y0cTOBEpEHHS CTPAHBI HA3ZHAYEHMHS.

VI0JIHOMOYEHHOE JIUIIO: HucrutyTto ne Aurenu
Cp.a
VY10 THOMOYEHHOE JIUITO
H-p Maona ['mopu
27.04.2020

Jara:

Cepus npoBepena (Otnen apmaneBTHYeckoro Beimycka): Dr. Rogai Alessio  [lara: 28.04.2020

*****KOHeH OquTa*****




Cert. No : 20002667

stituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fl)-Italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certlficate No: |T/233/H/2018
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e
Istituto ®
De Angeli
% M

Certificate of Analysis and Conformance

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

BatchNo.:  031438A

No. of Analysis :

20001973 -2 -1

Atrticle No. : 464530 Date of Manufacture : 28.03.2020
Semifinished batch 031438 Expiry date: 03 /2023
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 28.04.2020
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663610
Manufacturing Spec. No.: 77338-p330a00103
Marketing Authorization No: PN015238/01
- 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 50 C
Relative density

¢(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

Sodium picosulfate (TLC+HPLC)
Corresponding to standard

Sodium benzoate (HpLC)
Corresponding to standard

Sodium benzoate (7LC)
Corresponding to standard

Conforms




Cert. No : 20002667

Istituto De Angell S.r.L.-Loc. Prulli n, 103/c- 50066 Reggello (Fl)-italy
Mantfacturing Authorization N°; aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018
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Certificate of Analysis and Conformance

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

Batch No.:  031438A

No. of Analysis :

20001973 -2 - 1

Article No. : 464530 Date of Manufacture : 28.03.2020
Semifinished batch 031438 Expiry date: 0372023
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 28.04.2020
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663610
Manufacturing Spec. No.: 77338-p330a00103
Marketing Authorization No: PN015238/01
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 (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 (HPLC)
713,0-788,0mg/100.0 m| 756,6 C
Preservative content
Sodium benzoate (HpLC)
180,0 ~ 220,0 mg/100.0 ml 200,1 C
Volume of contents
Conforms C

Microbiological purity tested periodically
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (FI)-Italy
Manufacturing Authorization N°: aM-136/2018 dated 07/11/2018
GMP Certificate No: IT/233/H/2018
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  031438A No. of Analysis : 20001973 -2 -1
Article No. : 464530 Date of Manufacture : 28.03.2020
Semifinished batch 031438 Expiry date: 0372023
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 28.04.2020
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663610
Manufacturing Spec. No. :  77338-p330a00103
Marketing Authorization No: PN015238/01
Page: 3

Test

Specification Result Evaluation

Batch quantity released (pcs) : 47576 - 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.

Date:

Batch Review (Pharmaceutical Release Dept.): Dr. Rogai Alessio Date: 28.04.2020
T ‘H‘?},‘-,-_?

#++* End of Report ****





