Cepr. Ne: 21000695

Hucruryto ae Anremn C.PJL. Tlpynnn 103/c- 50066

Perrenno (Pnopennus) — Uranus /’w@@
[IpouwssoncTeennas miuensna Ne: aM-81/2020 ot 29/07/2020 Et’gétgngE"
C ukat GMP: IT/96/H/2020

epTH!

CepTudukar aHa/M3a u COOTBETCTBHSI

HasBanue jiekapeTBenHoro ['YTTAJAKC kanan a1s nepopajibHoro npuema 7,5 mr/mu 15 ma RU
cpexcTBa:

Cepust Ne;  131075A Ne ananimza: 21000164-2-1
ApTHKYJT Ne: 464529 lata npom3eomcTea:  12.01.2021
Cepusi npoMexkyTouHoro npoaykra: 131075 Cpok roaHocTu: 12 /2023
BIX kon/ ¥nakosounbiii Matepuan:  ®nakou (nommstinen  HamewaTano: 10.02.2021
BbICOKOH IJIOTHOCTH)
Tectopasi cneundurkauns No: 77338- Kon zakasuuka: 663609
p510200301+H]T
IponssoacTeennas cneundukauns  77338-p330a00103
Ne:
PeruncrpaunoHHoe CBHAETE/ILCTBO ITNO015238/01
Ne:
Crpanuua: 1
Henbiranue Crneundukanuus PesvabTaT Ouenka
Onucanne
[TpospauHblii pacTBOp, Clierka BA3KHii, 0T GeCLBETHOTO CoorBercTByeT C
10 JKETOBATOTO HIIH CJIETKA )KEeITOBATO-KOPHUHEBOTO
LIBETA.
3anax
[TouTH HeowyTHMBII CootserctByer C

LlgeT pacTeopa
He Gonee uurencneHo okpanieH, yem pacTeop CooreercTByeT c
cpaBHeHHs B9

Ilpo3paynocTn pacTBOpa

Onanecuenuns He 6osee, 4em y cycnensun cpasHerns | CooTReTcTBYET C
pH
4,5-5.2 5,0 (@
OTHOCHTEIBHASA MIOTHOCTE
d (20/20)
1,148 - 1,168 1,164 C

Ho3a H 0AHOPOAHOCTH 103HPOBAHHSA
Macca Kax10H 1031 He T0JKHA OTKIOHATBCA Ha 6olee CootseorsiE¥™mmm.C
uem £10% ot cpentedt maccsl 10 go3. O6uias macca 10 “}
1103 He 10JKHa OTKIOHATHCA Ha Donee yem +15% ot
TeopeTHyeckoif Maccel 10 mo3.
CKopocTh najgeHus Kaneb He L0JKHA TPERBIATS 2
Kanu B CEKyHITY.

o




Cepr. Ne: 21000695

Hucturyto e Anrenn C.PJI Ipynm 103/¢- 50066

Perreano (Gnopenims) — Mranus ﬂ@@-

ITpouseoscTBenHas nuuensna No: aM-81/2020 ot 29/07/2020 istituto i

Ceprdmxar GMP: [T/96/H/2020 De Angeli
b M

CeprudukaT aHa/IM3a U COOTBETCTBHS

Hasgauue jiekapereennoro FYTTAJIAKC kanan aist nepopasHoro npuema 7,5 mr/mut 15 ma RU
cpeacTBa:

Cepust Ne:  131075A Ne ananmsa: 21000164-2-1
ApTHKY Ne: 464529 Hata npouseoacrea:  12.01.2021
Cepus npomeskyTodHOro npoaykta: 131075 CpoK rojiHocTH: 12 /2023
BIX kon/ ¥Ynakosounelii matepuan:  ®nakon (mommstuien  Hameuatamo: 10.02.2021
BBICOKOH IJIOTHOCTH)
TecTopas cneunpuranns Ne: 77338- Koa 3akazuuka: 663609
p510a00301+H]T
Ipoussoacreennas cneundukauns 77338-p330a00103
Ne;
Perncrpaunonnoe cengetenscrso ITNO15238/01
No:
Crpanuua: 2
HenbiTanue Crneundukauus PesvaeTar Ouenka
MoannaHOCTH
Hatpus nukocyasdar (BIKX/1uonnas Matpuira)
CoOTBeTCTBYeT CTaHAapTY CootBeTcTByeT C
Hatpus nukocyasdat (TCX + BOAKX)
CooTeeTcTBYeT CTAaHZAPTY Tecr omymen
HaTpus 6enzoat (BDXKX)
CooTBeTcTBYET CTaHAAPTY CooTtBeTcTBYeT 6
Hatpus 6ensoar (TCX)
COOTBETCTBYET CTAHAAPTY Tect omymen

Pacnajg akTHBHOro HHrpeaueHTa

C-LA 401 NA (B2DXKX)
<=0,76 % 0,00 C
(axBuBanenTHO 1,0% pacnasiuerocs HaTpus
nUKoCYib(haTa MOHOTMIpaTa)

C-Oxkcnn (BDXX)
<=0,2% 0,0 C

(okBHBaEHTHO 0,2% pacrniaBuierocs Hatpus
MHKOCYIb(haTa MOHOTHApATa)
JIio6oii necneunduuecknii npoaykT pacnaaa (B2¥KX)

<=0,2 % 0,0 &
Cymma npoaykToB pacnana (BIKX)
<= 1,4% 0,0 &)

Konuuecreennoe coaepKaHue
Hatpus nukocyabpara monornapar (B3XKX)
713,0—788,0 mr/100,0 mn

KounceppauT
HaTpus Gensoat (BOXKX)
180,0 —220,0 Mr/100,0 ma
Oonem copepxnmoro
MHKpOGlIOHOI‘I/I‘lECKaﬂ HUCTOTA, KOHTpPOJIHpYeMasi nepHoOAHYECKH




Cepr., Ne: 21000695

Hucturyto ne Aurenn C.P.JL [pynu 103/c- 50066

Perrenno (dnopenums) - Uranus @aé-

[IpomssoscTeennan muuensus Ne: aM-81/2020 ot 29/07/2020 Istituto

Cepridmxar GMP: [T/96/H/2020 De Angeili
B e

Ceprudukar anaam3a M cOOTBEeTCTBHS

Haspanne nexapcreennoro I'YTTAJIAKC xanau a1s nepopansHoro npuema 7,5 mr/ma 15 ma RU
cpeacTBa:

Cepust Ne:  131075A Ne ananusa: 21000164-2-1

ApTHRY] Ne: 464529 HMata nponsBoacrea:  12.01.2021

Cepust npomexkyrounoro npoaykra: 131075 Cpok roagHocTu: 12 /2023

BIX kon/ ¥Ynakorounblii matepuan:  dnakos (monustiien HaneuaTano: 10.02.2021
BbICOKOH MIOTHOCTH)

Tecropas cnieundukauns Ne; 77338- Kona 3akasunka: 663609

p510a00301+H/
IpouspoacTBenHas cneundukamms 77338-p330a00103

Ne:
PerdcrpaunonHoe cBHETEILCTBO TTNO15238/01
Ne:
Crpannua: 3
HcnbiTanue Crneunduxauus PesvasTaT Ouenka

Pazmep BeimyuienHoit cepun (wt): 93606 - [IPUMEYAHUE: Homep HopmaTneHOro noxymenta: IT N015238/01

Ouenxka: CooTBercTByeT

3asBneHne 0 cepTHUKAINM:

HacTosiiunm noateep:kaaio, 4To Bee ITanbl NPOH3BOACTBA AaHHOI MNAPTHH FOTOBOH NMPOAYKUHH GLITH
IPOBEACHBI B 0THOM co0TBeTCTBHH ¢ GMP TpeGosanusimu EC, a Takike ¢ TpeGoBanusimu
Perucrpaunonnoro yaoctoBepeHus cTpanbl Ha3HAYEHHSI.

YTONHOMOYEHHOE JTHIIO: Hncturyto ne Anrenn
Cp.n
YnomHOMOYEHHOE JTHLIO
Dr.ssa Paola Giori
10.02.2021

Hara:

Cepus nposepena (Otaen apmanesTnyeckoro Bhimycka): Dr. Roberta Cariaggi [lata: 10.02.2021

*****KDHeu O-rl{e-ra*****




Cert. No : 21000695

Y N =
Istituto ®
De Angeli
@' M/
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggsllo (FI)-ialy
Manufacturing Authorization N°: aM-81/2020 dated 28/07/2020
GMP Certificate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
BatchNo.:  131075A No. of Analysis : 21000164 - 2- 1
Article No. : 464529 Date of Manufacture : 12.01.2021
Semifinished batch 131075 Expiry date: 1212023
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on ; 10.02.2021
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 refersnce solution B9 Conforms C
Clarity of the solution
Not more opalescent than reference suspension | Conforms C
pH
45-52 5,0 g
Relative density
d(20/20)
1,148 - 1,168 1,184 C

Dose and uniformity of dose
The weight of each dose should not deviate by more than ~ Conforms . G
+- 10% from the average welight of 10 doses. The fotal
weight of 10 doses should not deviate by mors than +/-15%
from the theoretical weight of 10 doses. The dropping
speed does not exceed 2 drops per second.

Identification
Sodium picosulfate (HpLC/ Diode Aray)
Corresponding to standard Conforms

Sodium picosulfate {TLC +HPLC)
Corresponding to standard

Sodium benzoate (HPLC)
Corresponding fo standard Conforms

Sodium benzoate (7Lc)
Corresponding to standard TO




Cert. No : 21000695
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Istituto ®
De Angeli
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/- 50086 Reggello {FI)-ltaly
Manufacturing Authorization N°; ah-81/2020 dated 29/07/2020
GMP Certficate No: IT/96/H/2020
Certificate of Analysis and Conformance
Product Name: GUTTALAX drops for peroral usage 7,5 mg/ml 15ML RU
Batch No.:  131075A No. of Analysis : 21000164 - 2 - 1
Article No. : 464529 Date of Manufacture : 12.01.2021
Semifinished batch 131075 Expiry date: 1272023
BIX code/ Pack. Mat, : BOTTLE (HDPE) Printed on : 10.02.2021
Testing Spec. No. : 77338-p510a00301+ND Customer code: 663609
Manufacturing Spec, No.:  77338-p330200103
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 (HPLC)
<=0,2% 0,0 &
(Equivalent to 0.2% degraded sodium picosulfate
monchydrate)
Any unspecified degradation product (HpLc)
<=0,2% 0,0 C
Total degradation products (HrLc)
<=14% 0,0 C
Assay
Sodium picosulfate monohydrate (HeLc)
713,0 - 788,0 mg/100.0 ml 762,7 C
Preservative content
Sodium benzoate (HpLc)
180,0 - 220,0 mg/100.0 m 2018 C

Volume of contents

Microbiological purity tested periodically

Conforms




Cert. No : 21000695
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Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fl)-Htaly

Manufacturing Authorization N°: aM-81/2020 dated 28/07/2020
GMP Certificate No: IT/98/H/2020

Certificate of Analysis and Conformance

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

Batch No.:  131075A No. of Analysis : 21000164 -2 - 1
Article No. : 464529 Date of Manufacture : 12.01.2021
Semifinished batch 131075 Expiry date: 1212023
BIX code/ Pack. Mat. : BOTTLE (HDPE) Printed on : 10.02.2021
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) : 93606 - Note: Number of the Normative Document: P N015238/01

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.

Isti/mte—D geli-s:t.l.
Qualified Person: \ (Qualuﬁﬂ ego%‘
Date: Dr.ssa Raola Gfori
Lo _pl dold
RCTEC Ayt
, : S hiko Ny R
Batch Review (Pharmaceutical Release Dept.): Dr. Marilena Fina Date‘zﬂé%{“iom

I e
7 OHf

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




