Istituto de Angeli S.r.l. . B
Localita Prulli n. 103/c — 50066 Reggello (FD), Italy Istituto De Angeli

IeriTyTo e Anxeni C.p.t. ICTITYTO JE AHXEJI
Jloxanira Mpyani, 103/c — 50066 Pereano (®nopenuis), lranis

T Certificate of Quality

Ceprudixat Axoeri

Manufacturing Authorisation number/Homep niuensii ua BHPOOHUITEO? aM-170/2022

GUTTALAX® PICOSULPHATE, drops, 7,5 mg/ml
TYTTAJAKC® MIKOCYJIb®AT, xpanui, 7,5 Mr/mit

Importing country/ Kpaina-iMnoprep: Ukraine/Yxpaida
Country of Manufacture/ Kpaina-BipobHHK: Italy/lTania

Active ingredient/ AxTUBHHH inrpenient: sodium picosulphate monohydrate 7.5 mg/ml
uatpito mikocynbhaTy MOHOripar 7.5 Mr/mn

Marketing Authorisation Number: UA/0832/01/01
PeecrpauiiiHe MoCBifUeHHA: UA/0832/01/01

Type and size of the package: 15 mlina vial; 1 vial in a carton box labelled in Ukrainian language

Bui, po3Mip Ta KOMIUIEKTHICTb YIIaKOBKH: ro 15 Ma y ¢nakoHi; no 1 diaxony B KapToHHiii kopobui 3
MapKyBaHHIM yKpaiHCbKOIO MOBOIO.

Batch number/Homep cepiit  332759A
Date of Manufacture/Jara BupobHuLTER! 10.10.2023
Date of Expiry/Ilpuaaruuif 10: 09/2026

Batch size/Poamip cepii: 95349  packs [ ynakoBoK

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP

Caiponrso cepriiranii:

1lim 38TBEPIKYIO, IO HAaBEACHA indopmartis € JIOCTOBIPHOIO Ta TO1HOIO. Lo cepito mpoyKuii Gyno BHrOTOBJEHO,
BK/IOYHO [1aKyBaHHs/MApKyBaHHs Ta KOHTPOIb AKOCTI, HA BHILE3A3HAUEHIH prpobuuyiit AinsHu (-ax) ¥ MOBHIH
sinopizuocri Bumoram GMP, BHMoram 3aTBEPIKEHIM JIOKNBHHM  PErysIATOpHHM OpraHoM, & TaKoK ¥
signosinHocti 10 cneuudikauiil 1o Peecrpauiiinoro [TOCBifMEHHA, 110 MICTATbC B peecrpallifiHoMy A0CHE KpaiHu-
imnoprepa. [Iporokonu BUpOGHHLTBA, NaKyBaHHs Ta pocnipkerns Gynu nepernsHyTi Ta BiznoBiaaloTh BHMOTaM
GMP.
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Istituto de Angeli S.r.1.

Localita Prulli n. 103/c — 50066 Reggello (FI), Italy

IcrityTo ne Amxeni C.p.Ji.

Jlokanira [pysni, 103/c — 50066 Pereso (®nopeHuis), ITanis

Istituto De Angeli

ICTITYTO JIE AHXKEJII

Certificate of Quality
Ceprugixar AxocTi

GUTTALAX® PICOSULPHATE, drops, 7,5 mg/ml
I'YTTAJAKC® IIKOCYJIb®AT, kpanJi, 7,5 Mr/mi

Batch number/ Homep cepiit 332759A Number of analysis/Homep ananizy: 23006575-2-1

Test Specification
Bunpo6yBsaHnsa Crietudikanis

Test result Unit
Pesynsrar QnuUHULA

Appearance

Onne

Odour
3anax

Colour of solution
Konip po3unny
Clarity of solution

Ipo3opicTs POIUHRY

pH
Relative density [(d20/20)]
Bignocna rycruna [(d20/20))

Volume of the content’

O6’em BmicTy

Dose and uniformity of dose

Cropinxa 2 3 4

Clear, colourless to yellowish or slightly
yellowish-brown, slightly viscous liquid
Tposopuit, Bia 6e36apBHOro A0 XKOBTYBATOrO
a60 37erka JKOBTYBATO-KOPHUHEBOr0 KOJILOPY,
3j1erKa B’ A3kt PpO3UMH

Almost imperceptible

Maiixe HeBiAYYTHHHA

Not more intensely coloured than reference
solution B9

He 6inpin inTeHcuBHO 3a6apBienuit Hix
po3uuH nopipusHHA BY

Not more opalescent than reference
suspension I

He 6inbiu iHTEHCUBHO ONANCCUGHTHUN HIX
cyeneHaia nopinusuus 1

4,5 -35,2

1,148 - 1,168

1,148 - 1,168

The avetage volume of contents is equal to or
greater than the nominal volume of

Q contents.

Not mote than 1 in 50 volumes is permitted to
be in the range (Q - x) and (Q - 2x). No
volume is permitted to be less than (Q - 2x).
Nominal volume of Q (ml): 5-50

Underfill x (ml)=Q - 0.09

Ceperniii 06’eM BMiCTY JOPIiBHIOE abo
Ginbimit HoMinansHoro o6’eMy Bmicry Q.
He 6ispiue 1 3 50 06’emin Modke GyTH B
mexax Biz(Q - X) 13 (Q - 2X), :ozner 06’eM
ne nosuHeH GyTa MenmaM (Q - 2x).
Hominanshuii 06’em Q (mi): 5-50
HenocTatkicTs HAOBHEHMUX X (MJT):

Q:0.09

The weight of each dose should not deviate
more that £10% from the average weight of 10
doses. The total weight of 10 doses should not
deviate more than +15% from theoretical
weight of 10 doses, The dropping speed does
not exceed 2 drops per second.

Conforms

Bianosinae

Conforms
Bignosigae

Conforms
Bignosinae
Conforms

Bianosifae

5.1
1.163
1,163

Conforms

Bianosigae

Conforms

C0Q-652199-V09




Istituto de Angeli S.t.l.

Localita Prulli n. 103/c — 50066 Reggello (F1), Italy

Ierityro ne Arxeni C.p.J.

Tokanita [pynni, 103/c — 50066 Peressio (Onopenuis), Itanis

Batch number/ Homep cepii: 332759A

Certificate of Quality
Ceprudikar AxocTi

GUTTALAX® PICOSULPHATE, drops, 7,5 mg/ml
['YTTAJAKC® MIKOCYJIb®AT, kpam, 7,5 mr/mi

Istituto De Angeli

ICTITYTO AE AHXEJII

Number of analysis/Homep anasnisy: 23006575-2-1

Test Specification Test result Unit
BunpoGysanHs Creundixauis Pesynprar OnpHHMI
Maca ko¥HOT 1031 HE NOBHHHA BiAXHIATHCH
Ginblue Hix Ha £10% Bia cepeAHBOT MacH Jna
- 10 103. 3arasbaa maca 10 103 He IOBHHHA
Jlo3yBanHst T4 OAHOpiNHICTE . ’ . 7 i ; A
BifxuAsTHCH Ginblue Hix Ha +15% Bix Bignosinae
A03YBAHHSA M
teopeTHunoi Mac 10 1o3.
[HsuakicTs KpanaHHg He MOBUHHA
TepeRUlILyBaTH 2 Kpaiti B CeKYHAY.
Identification
InenTudikanin
Sodium picosulfate . ; .
(HPLC/UV diode array) corresponding to standard Conforms
Hatpito micocynbdar (BEPX3 4 : : :
V@-ieTexropon) BiANOBiNAE CTAHAAPTY Binnosinae
Sodium picosulfate - ; -
(TLC + HPLC) corresponding to standard Not analyzed

(BEPX)

HaTpiro mixecynbga

(TLUX + BEPX)

Sodium benzoate (HPLC)
Harpit Genzoat (BEPX)
Sodium benzoate(TLC)
Hartpiio 6ensoar (TLIX)
Active ingredient degradation (HPLC)
Po3naj aKTHBHOTO {HrpeaiesTy

C-LA 401 NA™
C-LA 401 NA™
C-oxide

C-oxeng

Any unspecified degradation

product

Byne skuit necnerdiunnii

APOAYKT po3nagy

Total degradation products

Cyma npoaykris
posnany

Assay of Sodium picosulfate
monohydrate (HPLC)

Buier Harpito nikocyandary

monoriapary (BEPX)
Preservative content (HPLC)
BmicT KoHCcepBAHTY (BEPX)

Sodium benzoate
HaTtpilo Gensoaty

CropiHka 3 3 4

BIANIOBiZAE CTAHAAPTY

corresponding to standard
piAnosiznae cranaapTy
corresponding to standard
piamonizae cranpapTy

<0,76% (equivalent to 1,0% degraded sodium
picosulfate monohydrate)

< 0,76% (exsipanentso 1,0% po3xnaneHoro
HaTpito nikocynshaty MOHOTIZpaTY)

<0,2% (equivalent to 0,2% degraded sodium
picosulfate monohydrate)

< 0,2% (exnisanentro 0.2% PO3KNALEHOTO
HaTpilo nikocyabgary MoHoriapaTy)

<0,2%

<0,2%
< 1,4%
< 1,4%

713,0:— 788,0 mg/100 ml

713,0 — 788,0 mr/100 mn

180,0 — 220,0 mg/100 ml
180,0 —220,0 mr/100 Mn

He ananisysanochb

Conforms
Bianosinae

Not analyzed

He ananisysasnock

0.00
0.00
0.0
0.0
0.0

0.0
0.0
0.0

756.2

756.2

200.1
200.1

COQ-652199-V09
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Istituto de Angeli Sa.l. * .
Localita Prulli 1, 103/c — 50066 Reggello (FI), Italy Istituto De Angeli

Ierityto ae Arxcerti C.p.J. ICTITYTO JE AHXKEJI
Tloxanira Tpys, 103/c — 50066 Perenno (®rnopenuin), ranis

Certificate of Quality
Ceprudirar Axocti

GUTTALAX® PICOSULPHATE, drops, 7 ,5 mg/ml
TYTTAJAKC® MIKOCYJAb®AT, xpanu, 7,5 MIr/MoT

Batch number/ Homep cepii: 332759A Number of analysis/Homep ananizy: 23006575-2-1
Test Specification Test result Unit
BunpoOyBanHs Creundikanis Pesynprar OpuHNLA

Microbiological quality™”
MixpoGiosoriuua werora i
Total aerobic microbial

2
count (TAMC) < 10? CFU/ml Not analyzed CFU/ml
JaranbHA KUILKICTD
aepolGuux < 10¥KYO/mn He ananizysanocs KYO/mn
mikpoopranizmis (TAMC)
Total combined
yeasts/moulds count (TYMC) < 10 CFU/ml Not analyzed CFU/ml
3aranabua KiaLKicTh
PIAUKOBHX TA mIicHABIX S 10 KYO/mn He ananisysanoch KYO/mn
rpubis (TYMC)
Escherichia coli absentin 1 ml Not analyzed
Escherichia coli pigcythicTs B 1 mn He ananisypanoch

Remarks/[Ipumitin:  * test is being performed during in-process control
* TecT TIPOBOAATS i/ 4ac KOHTPOIIO B fipotieci BApoOHHLTBA
#* C.LA 401 NA = 4—[(pyridin-2-yl)(4-hydroxyphenyl)methyl] phenyl sodium sulphate
%% fest is performing for each 5™ batch, or at least once a year
*%% auaniis IPOBO/STH Ha KONKCHIH wsriit cepil, IoHAMMEHIIE OfMH Pa3 B piK.

Tni the event of any discrepancies or doubt between English and Ukrainian language versions,
the English language version shall prevail. /
VY pasi Oyas-aKkux pos6ixsocreii abo cyMuiBiB MK BEpCiAMH AHIIIIHCHKOO Ta YKPaTHCRKOKO

MOBaMH TIEpEBANKHY CHILY Mag Bepeis AHTIHCHKOK0 MOBOIO.

Result/Pesynbrat: Released and certified /Bunymeno Ta ceprudixosano )
(Date of RELEASE)/(lata BUILY CKY): 02.11.2023 Istituto-De-Anggli-sti
Qualified Person ,
Y 3 "
Date of CoQ signature / Jara ignucy CAI: 02.11.2023 Dt.ssa Paola-Glori
Qualified Person / YnopHOBaeHa oco6a: Dt. Paola Giori OF .22

(Name, signatute) / (Im’ 51, miANHC)
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JIEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTAKAMU Y KHIBChKIA OBJIACTI

npos. CeiTiHgHOL Hayii, 3, m.Knis, 02099, Tex/(axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
po sIKiCTH BBE3EHOr0 B Vxpainy JikapchbKoro 3aco0y

29.02.2024 Ne 7543/24/10

TVTTAJAKC® HNIKOCYJb®AT

(ualiMeHyBaHHA JTIKApCHKOTO 3aco0y 3rifiHoO 3 peecTpalifiHuM HOCBi/[4eHHIM)
KpanJi, 7,5 Mr/mi; mo 15 may daaxoni; mo 1 draxony y KapToHHiil KopoGui

(dopMa BUITYCKY, HO3YBAHH:, BU IIaKyBaHHA nikapcskoro 3acoby)
Homep peecTpaliifHOro NoCBiIeHHA UA/0832/01/01 crpox aii peecTpanifiHOro moCBTIeR s 01.01.2099
Cepis nixapcpkoro 3acofy Ne 332759A KinbKicTh BBE3EHOrO JKapChKOTo 3ac06y 10800

Bupobuux Icrityro ne Amxeni C.p.JL., Tramisa
(uafiMeHyBaHHA BUpOGHUKA JTiKapCEKOr0 3aco0y, kpaiHa TIOXO/LKEHHA)

Baesero B Ykpaity ToBapuCTBO 3 00MEKeH0I0 pixnosigansricTio "OMEJLIA
XEJICKEA YKPATHA", inent. xon: 43726391

(ualiMeHyBaHHA Ta KOX 32 €JIPTIOY ropupu4HOl oco6u abo npiseue, iM'A, 110 Garpkosi dizuunol
0cobu - mianpHemMis, il MicHe IPOKUBAHH T2 peecTpailifnuil HoMep 06I1iKOBOT KapTKH TUIaTHHKA
nonatkir abo cepis Ta HOMEP MACTIOpTa)

TIPOTOKO. Bi3yAAbHOT0 KOHTPOIIO BiX 29.02.2024 Nz 0232/3.

3a pe3yiapTaTaMH JICPKABHOIO KOHTpOMIO BCTaHOBJICHO, IUO nikapcpkuit  3aci6  BBE3EHO B Vkpainy 3

llOTpI/IMaHHﬂM BHMOT 3aKOHOABCTBA II0/0 3a6e3neueHHs AKOCT] NiKapChKHX 3aco0iB.

/é : @.;/ Bixrop CTE®KIBCBKHMI

THANHC (iniuiany ta npilsuiie)
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