Cept. Ne: 21004920

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

Perremno (®nopenuust) — Uranus

IpousBoacteennas munersust No: aM-81/2020 ot 29/07/2020

Cepruduxar GMP: 1T/96/H/2020

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panue JexapcTBeHHOT 0
cpeacTBa:

N
Istiflto ® ™
De Angeli
@ M

I'YTTAJIAKC kanam nis nepopasasnoro npuema 7,5 mr/ma 30 ma RU

Cepusi Ne:  132305B Ne anajm3a: 21004357-2-2
ApTukys Ne: 464530 Jara npoussoacTea:  23.08.2021
Cepust npoMekyTouHoro mpoaykra: 132305 CPpoK roHOCTH: 07/2024
BIX kon/ YnakoBouHblii MaTepuay.  ®makod (mommstwieH  Hamewarano: 21.09.2021
BBICOKOM TIJIOTHOCTH)
TecroBasi cnenupuranmusa Ne: 77338- Kon 3aka3uuka: 663610
p510a00301+H/I
IIponsBoacTBennas cnemupuxamus  77338-p330a00103
Ne:
PerucrpanuonHoe cBUA€eTEIHCTBO 1T N015238/01
Ne:
Crpannna: 1
HcnbiTanue Crnenuduxanus PesvabTar Ouenka
Onucanue
IIpo3paunsiii pacTBOp, CIeTKa BSI3KHIA, OT OECIIBETHOTO CooTBeTCTBYET C
JI0 JKEJITOBATOTO WIK CJIETKa KEITOBATO-KOPUIHEBOTO
1BeTa.
3anax
ITouTtn HeouryTUMBII CooTBeTcTBYET C
IBet pacTBOpa
He OoJiee MHTCHCHBHO OKpAIIICH, YEM PACTBOP CooTBeTCcTBYET C
cpaBueHust B9
IIpo3payHocTh pacTBOpa
OnanecueHnus He Ooyee, yeM y cycnieH3uu cpaBaeHus | CooTBeTCTByeT C
pH
415 - 512 5,0 C
OTHocHTEeTbHAS IUIOTHOCTH
d (20/20)
1,148 -1,168 1,163 C
Jl03a M 0OTHOPOHOCTH 103MPOBAHMS
Macca kax1o# 103bl He JOJDKHA OTKIIOHATCS Ha Oonee  CooTBETCTBYCES,

geMm +10% ot cpenneit maccer 10 1o3. O6mas macca 10
103 He JOJDKHA OTKIIOHATHCS Ha Oojee yeM £15% ot

TeopeTnieckoi Maccel 10 7103.

CKOpOCTL NnaJaCHU Kanejb HC NOJLKHA NPEBLIIIATD 2

KaIlJId B CEKYHIY.




Cept. Ne: 21004920

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

Perremno (®nopenuust) — Uranus Nj@&

IpousBoacteennas munersust No: aM-81/2020 ot 29/07/2020 Istituto )

Ceprudukar GMP: IT/96/H/2020 De Angeli
e

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panue JexapcTBeHHOT 0 I'YTTAJIAKC kanam nis nepopasasnoro npuema 7,5 mr/ma 30 ma RU
cpexcTBa:

Cepusi Ne:  132305B Ne anajm3a: 21004357-2-2
ApTukys Ne: 464530 Jara npoussoacTea:  23.08.2021
Cepust npoMekyTouHoro mpoaykra: 132305 CPpoK roHOCTH: 07/2024
BIX kon/ YnakoBouHblii MaTepuay.  ®makod (mommstwieH  Hamewarano: 21.09.2021
BBICOKOM TIJIOTHOCTH)
TecroBasi cnenupuranmusa Ne: 77338- Kon 3aka3uuka: 663610
p510a00301+H/I
IIponsBoacTBennas cnemupuxamus  77338-p330a00103
Ne:
PerucrpanuonHoe cBUA€eTEIHCTBO 1T N015238/01
Ne:
Crpanuna: 2
Hcnpitanne Coenndukanns PesyipTar Ouenka
HopauHHOCTH
Hatpus nuxocyiabpat (BOXX/nnognas marpuia)
CoOOTBETCTBYET CTAHIAPTY CooTBeTCTBYET C
Harpus nuxocyaspat (TCX + BOXKX)
CoOTBETCTBYET CTAHIAPTY Tecrt onyiieH
Harpus 6enzoart (BDXKX)
CoOTBETCTBYET CTAHIAPTY CooTBeTcTBYET C
Hatpus 6enzoat (TCX)
CoOTBETCTBYET CTAHIAPTY Tecrt onyiieH

Pacnag akTHBHOIO MHIPeIMEHTA

C-LA 401 NA (BOXX)
<=0,76 % 0,00 C
(axBuBanenTHO 1,0% pacmaBmierocst HaTpHUs
MUKOCYJTh(haTa MOHOTHUIPATA)

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

(oxBuBanentHo 0,2% pacraBuierocsi HaTpHs
NHUKOCYJb(paTa MOHOTH/IPATA)
Jlio00ii Hecmennduyeckmii mpoaykT pacnaaa (BOXX)

<=0,2% 0,0 C
CymmMma npoaykToB pacnaga (BOXX)
<=14% 0,0

KoanyecTBeHHOE coepxanne
Hatpust nukocyabpara monoruapat (BOXX)

713,0- 788,0 mr/100,0 vt 751,2
KoncepanT
Hartpus 6en3oat (BOXKX)
180,0 — 220,0 mr/100,0 mn 198,6 \
O0BeM cogepRkuMOoro CoOTBEeTCTBYCE

Muxkpo0uoaoruieckas YucToTa, KOHTPOJIHPyeMas NePHOAUYECKH -



Cept. Ne: 21004920

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

Perremno (®nopenuust) — Uranus Nj@&

IpousBoacteennas munersust No: aM-81/2020 ot 29/07/2020 Istituto )

Ceprudukar GMP: IT/96/H/2020 De Angeli
e

Ceptudukar aHajan3a U COOTBETCTBHUS

Ha3panue JexapcTBeHHOT 0 I'YTTAJIAKC kanam nis nepopasasnoro npuema 7,5 mr/ma 30 ma RU
cpexcTBa:

Cepusi Ne:  132305B Ne anajm3a: 21004357-2-2
ApTukys Ne: 464530 Jara npoussoacTea:  23.08.2021
Cepust npoMekyTouHoro mpoaykra: 132305 CPpoK roHOCTH: 07/2024
BIX kon/ YnakoBouHblii MaTepuay.  ®makod (mommstwieH  Hamewarano: 21.09.2021
BBICOKOM TIJIOTHOCTH)
TecroBasi cnenupuranmusa Ne: 77338- Kon 3aka3uuka: 663610
p510a00301+H/I
IIponsBoacTBennas cnemupuxamus  77338-p330a00103
Ne:
PerucrpanuonHoe cBUA€eTEIHCTBO 1T N015238/01
Ne:
Crpanuna: 3
HcnbiTanue Crnenuduxanus PesvabTar Ouenka

Pa3mep BoimynieHHo# cepun (wt): 32479 - IPUMEYAHUE: Homep HopmatiBHOro nokymenta: I1 N015238/01

Onenka: CooTBeTCTBYET

3asBieHne 0 cepTH(UKAIUY:

HacTtosiluuM moATBeP:KIal0, YTO BCe 3TANBI NPOM3BOACTBA JAHHOI MAPTHH FOTOBOH MPOXYKIUHU ObLIH
NpoBeieHbI B MOJTHOM cooTBeTcTBHH ¢ GMP TpeGoBanmsimu EC, a Takike ¢ TpeGoBaHusIMHI
PerucTpannoHHOro y1ocToBepeHusl CTPaHbl HA3HAYEHHS.

VI0JIHOMOYEHHOE JIUIIO: WucTtutyTo ne AHremu
Cp.a
VY10 THOMOYEHHOE JIUITO
Dr. ssa Dr. Claudia
Bottalico
21.09.2021

Jara:

Cepus mpoBepena (Otnen dhapmanestudeckoro Beimycka): Dr. Roberta Cariaggi [ara: 21.09.201

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




Cert. No : 21004920

PSS =
Istifuto ®
De Angeli
= M
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50086 Reggello (F1)-ltaly
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Cerlificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5MG/ML 30 ML RU
Batch No.:  132305B No. of Analysis 21004357 -2 -2
Article No. : 464530 ‘ Date of Manufacture : 23.08.2021
Semifinished batch 132305 Expiry date: 0712024
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 21.09.2021
Testing Spec. No. : 77338-p510200301+ND Customer code: 663610
Manufacturing Spec. No.:  77338-p330a00103
Marketing Authorization No: PN015238/(01
: Page: 1
Test
Specification Result Evaluation
Appearance
Clear, colourless fo 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 solufion B9 Conforms C
Clarity of the solution
Not mare opalescent than raference suspension | Conforms "
pH
45-52 : 50 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
+- 10% from the average waight of 10 doses. The total
weight of 10 doses should not deviale 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) : e
Corresponding te standard TO

Sodium benzoate (HPLS)
Corresponding to standard Conforms C

Sodium benzoate (TLC)
Corresponding to standard TO



Cert. No: 21004920

Istiiute Da Angeli 8.r.L.-Loc. Prulll n, 103/c- 50066 Reggello {Fi)-ttaly
Manufacturing Authorization N°: aM-81/2020 dated 26/07/2020
GMP Certfflcate No: IT/96/H/202¢

Istifuto @

De Angeli
@' M

Certificate of Analysis and Conformance

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

Batch No.:  132305B

No. of Analysis : 21004367 -2 -2

Article No. : 484530 Date of Manufacture : 23.08.2021
Semifinished batch 132305 Expiry date: 0772024
BIX codef Pack. Mat. : BOTTLE HDPE Printed on : 21.09.2021
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 (HrLC)
<= (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
monehydrate}
Any unspecified degradation product (HpLC)
<=0,2 % 0,0 c
Total degradation products (Hr.C)
<= 14 % 0,0 C
Assay
Sodium picosuifate monohydrate (HPLC)
713,0 - 788,0 mg/100.0 mi 751,2 C

Preservative content
Sodium benzeate (HrLC)
180,0 - 220,0 mg/100.0 mi

Volume of contents

Microbiological purity tested periodically

198,86

Conforms




Cert. No : 21004920

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggelio (FI)-Italy
Manufacturing Authorization N°: aM-81/2020 dated 29/07/2020
GMP Certificate No: IT/96/H/2020

Istituto ®
De Angeli

=

Certificate of Analysis and Conformance

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

Batch No.:  132305B

No. of Analysis :

21004357-2-2

Article No. : 464530 Date of Manufacture : 23.08.2021
Semifinished batch 132305 Expiry date: 07 /2024
BIX code/ Pack. Mat. : BOTTLE HDPE Printed on : 21.09.2021
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) : 32479 - 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.):

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

Qualified Person:

Roberta Cariaggi

Dr.ss

S

Date;
.":r s ) (‘"\‘ ;‘ :l‘/

Istituto De Angeli s.r..
ed Pefson

Lo

uaia Bottalico

21 /58 [ >4
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