JTEPXKABHA CJYKBA 3 JIKAPCHEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUiBCHKINA OBJIACTI

npog. Ceimnuynol Haxil, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
NPo AKICTH BBE3EHOI0 B YKpaiHy JiKapcbKOro 3acody

13.03.2025 Ne 9278/25/10

IYTTAJTAKC®IIKOCYJIb®AT

(HaliMeHyBaHHA JIKApCLKOTO 3aco0y 3riAHO 3 peecTpatlifiiuM MOCBIAMEH M)
Kkpanai, 7,5 mr/ma; no 30 ma y gaakoni; no 1 gpiakony y KapToHHIH Kopo6ui

(dhopma BHTYCKY, MO3YBaHHS, BIJ MAKYBAHHS JIKaPCHKOTO 3C06Y)
Howmep peecrpauiitnoro nocsinuenns UA/0832/01/01 crpox nii peecrpauiitroro nocsizuenns 01.01.2099
Cepis nikapcrioro 3acoby Ne 432480A KinbkicTs BBesenoro mikapceskoro 3acoby 10800

Bupo6uui Icrityro ne Amxeni C.p.r., Itamis

(naliMeHyBaHHA BUPOOHMKA JIIKapPCHKOTO 3ac00y, KpaiHa MOXOMKEeHHS)

Baesewo B Ykpainy Tosapucrro 3 o6me:xenoo BigmopizaabuicTio "OIEJIA
XEJICKEA YKPATHA", inenr. xon: 43726391

(naiimenysanms Ta ko4 3a €JIPTIOV ropuanunoi ocobu abo npissuite, im's, 10 6aTbKOBI PisHunol
0co6H - mifpremus, i Micle IPOXHMBAKHA Ta peecTpaliiiHuil HomMep 0071iKOBOT KAPTKH MIIaTHHKA
roatkis abo cepis Ta HOMEp macropTa)

Mporokon Bisyansuore xonrposo iz 13.03.2025 N 0600/8.

3a  pesynpTaTaMH  JIGPXKABHOTO KOHTPOJNIO BCTAHOBNICHO, [0 JUKapChKWH 3aci6 BBeseHo B Ykpainy 3

AOTPHUMAHHAM BHMOT 3aKOHOJABCTBA HIOA0 3a0e3IICYCHHS SKOCT] J1iKapChKUX 3acobiB.

Onsra CEPLOMEHKO

{ninnuc) {ininianu Ta npizsuie)




Istituto de Angeli S.r.l. . :
Localita Prulli n. 103/c — 50066 Reggello (F1), Italy Istituto De Angeli

lerityTo ne Amxeni C.p.i. ICTITYTO AE AHXKEJI
Jloxanirta [Tpynni, 103/c — 50066 Perenno (Dnopenuis), ITanis

Certificate of Quality
Ceprudikar Sxocri

Manufacturing Authorvisation number/Homep finensii 1a BupodHUUTBO: aM-170/2022

GUTTALAX® PICOSULPHATE, drops, 7,5 mg/ml
CYTTAJAKC® IMIKOCYJb®AT, kpamti, 7,5 mr/mi

Importing country/ Kpaina-iMnoprep: Ukraine/Ykpaina
Country of Manufacture/ K paina-supobumk: Italy/lranis

Active ingredient/ AxTuBHHH iHrpeieHT: sodium picosulphate monohydrate 7.5 mg/ml
natpito nikocynndary MoHOTiapat 7.5 Mr/mil

Marketing Authorisation Number: UA/0832/01/01
Peectpaliiine nociguents: UA/0832/01/01

Type and size of the package: 30 ml in a vial; 1 vial in a carton box labelled in Ukrainian language
Bug, posmip Ta KOMIIIEKTHICTb ynakoski: no 30 My dnaxoni; no 1 aaxony B KkapToHHiil KopoOiLi 3
MapKyBaHHAM YKPATHCHKOIO MOBOIO.

Batch number/Homep cepii: 432480A
Date of Manufacture/Jlata BupoOHULTBA: 04.10.2024
Date of Expity/[Ipunatsuii 10 09.2027

Batch size/Po3mip cepii: 46851 packs / ynakoBoK

Certification statement:

| 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 focal 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

Cainourso cepriidirauii:

L{yM 3aTBEPILKYIO, IO HABEACHA iHpopMaLLif € AOCTOBIPHOIO Ta TOUHOIO. Llio cepito npoaykuii Oysio BUTOTOBICHO,
BICTIOUHO NAKyBaHHsA/MapKyBaHHA Ta KOHTPOIL SKOCTI, Ha BHLIE3A3HAUEHIH BupoGHM il AlnaHL (-sx) y TOBHii
sianosigHocti Bumoram GMP, Brmoram 3aTBEP/DKEHIM JIOKA/IbHUM  PETyIsTOPHITM opraHoM, a TaKkou Y
siarosiaHocTi A0 cneusdikaliit 1o PeecTpauijiHoro nocsia4enHs, o MICTSTBCS B PEECTPaLiHHOMY A0CHE KpatHit-

imnoprepa. [1poroxonu BHPOGHHLTBR, aKyBaHHs Ta nocHiKeHus Oynu neperssiHyTi Ta BiANOBIatOTL BHMOTaM
GMP.

Cropinka | 34 COQ-652200-V09



Istituto de Angeli S.r.l.

Localita Prulli n, 103/c — 50066 Reggello (FI), Italy IStltUtO De Angeh

lerityTo nie Amxeni C.p.at.

ICTITYTO JE AHXEJI

Tlokanita Ipysni, 103/c — 50066 Perenno (drnopentis), Ianis

Certificate of Quality
Ceprudikar SAxocri

GUTTALAX® PICOSULPHATE, drops, 7,5 mg/ml
I'YTTAJAKC® IMIKOCYJBb®AT, kpanai, 7,5 mr/mi

Batch number/ Homep cepii: 432480A Number of analysis/Homep ananisy: 24005218
Test Specification Test result Unit
Bunpo6ypans Creunixauis PesynbTar OpHHuLs
Appearance Clear, ?olourlcss to ‘yellowl?h or slx.ght.ly Conforms

yellowish-brown, slightly viscous liquid
TTposopHit, Big 6e306apsrOro 10 KOBTYBATOrO
Onuc ab0 3AerKa MOBTY BATO-KOPHUHEBOIO KONBODPY, Bixriosinae
3erka B’ S3KuH po3uHH
Odour Almost imperceptible Conforms
3anax Maibie Hesiauythuit Bianosijae
ColouF 5isohition Not more intensely coloured than reference Conforms
solution B9
Koaip poswny He 6inblu IHTEHCHBHO 3abapBaeHui Hix BinoEinae
po3uMH nopiBHAHHA BY
Clarity of solution Not more opalescent than reference Conforms

[posopicrs posunny

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

Volume of the content”

O6’em BmicTy "

Dosc and uniformity of dose

Cropinka 2 3 4

suspension |
He GiNbLl IHTEHCHBHO ONAECLEHTHHI HiXC

; . Binnosinae
cycnenam ﬂOplBHﬂHHﬂ [

4,5-52 5.0
1,148 — 1,168 1,162
1,148 — 1,168 1,162

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

Q contents.

Not more 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

Cepeznniit 06’ em pmicry sopistioe abo
Ginblunii HoMiHanLHOro 06°emy smicty Q.

He Ginbie | 3 50 06’ emis moxe 6yTH B
mexax B (Q - x) Ta (Q - 2x), swonen 00’em
e nosuner 6yt MentwnM (Q - 2X).
Hominansuuii 06’em Q (an): 5-50
HepocraTHicTh HAMOBHEHHUX X (MA1):

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

Contorms

COQ-652200-V09
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Istituto de Angeli S.r.l.

Localita Prulfi n. 103/c — 50066 Reggello (F1), ltaly

lerityro e Amxeni C.p.a.

Istituto De Angeli

ICTITYTO AE AHXKEJI

Tloxanira ITpysni, 103/c — 50066 Pereno (®nopenuis), ITasis

Certificate of Quality

Ceprudixat Srocri

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

Batch number/ Homep cepii: 432480A

Number of analysis/Homep ananisy: 24005218

Test
BunpoOyBaHHs

Specification Test result
Crieunikanis PesyabTar

Unit
OnurmLs

Jlo3yBaHHsA Ta OAHOPIAHICTD
[A03YBAHHNA

Ldentification
[nenTndikais
Sodium picosulfate
(HPLC/ULV diode array)
Harpito nikoeyabhar (BEPX3
Yb-fieTexTopon)
Sodium picosulfate
(TLC + HPLC)
Harpito nircocynb(a
(TIWIX + BEPX)
Sodium benzoate (HPLC)
Harpio Geu3oaT (BEPX)
Sodium benzoate(TLC)
Hatpiro 6enszoar (THIX)
Active ingredient degradation (HPLC)
Po3nas AKTHBHONO IHFPEXIENTY
(BEPX)

C-LA 401 NA™
C-LA 401 NA™
C-oxide

C-oxcn

Any unspecified degradation
product
Byab sucuit necnentdivnnii
APOAYKT po3nany
Total degradation products
Cyma npoayKTiB
posnaay
Assay of Sodium picosulfate
monohydrate (HPLC)
Baicr Hatpio nikocyaehaty
MOHOTIAPATY (BEPX)
Preservative content (HPLC)
BmicT KoHcepBanTy (BEPX)
Sodium benzoate
Harpilo 6ensoaty

Cropitka 3 3 4

Maca KoNHOT 03H 1i¢ TOBHHHA BIAXUIATHCE
Ginniue uix Ha +£10% Bigl CEpEAHBOT MACH JUIS
10 no3. 3arannna maca 10 103 He fiopuiid
piAXHIsTHCD Biblie Wi na £15% Big
reopernunof Macu 10 103.

L BuaKkicTh Kpanatus e NoBHHHE
nepenHiLyBaTh 2 Kpani B cexyuauy.

corresponding to standard
pijnosinae cranaaprty
corresponding to standard

pianosisae cTaHaapTy
corresponding to standard
sianosigac cranjapry
corresponding to standard
Bijnosigae crannapry

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

< 0,76% (exniBanen o 1,0% po3KIIa/ICHOrO
warpito nikocybdary MoHoriapary)

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

< 0,2% (exnivanentso 0.2% po3iiaacHoro
warpito nikocyssdary aonoriapary)

<0,2%

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

713,0 — 788,0 mg/100 ml

713,0 — 788,0 mr/100 ma

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

Binnosinae

Conforms
Binnosinae
Conforms

Bianosinae

Conforms
Bianoninac
Conforms
Bianosigae

0,00

0,00

759,1

759,1

200,3
200,3

COQ-652200-V09

%
%
%
%
%

Yo
%
%

mg/100 ml

MI/100 Ma

mg/100 ml
Mr/100 mn



Istituto de Angeli S.r.L. o : v
Localita brulli . 103/c — 50066 Reggello (F), Ttaly Istituto De Angeli

[erityro fie Awbxeni C.p.i. ICTITYTO JE AHXENI
Toxasita [pysni, 103/c ~ 50066 Perenno (Mropenttist), Iranis

Certificate of Quality
Ceprugikat Axocri

GUTTALAX® PICOSULPHATE, drops, 7,5 mg/ml
I'VYTTAJAKC® NIKOCYJb®AT, kpamnJi, 7,5 mr/mi

Batch number/ Homep cepii: 432480A Number of analysis/Homep ananisy: 24005218
Test Specification Test result Unit
BurtpoOy BatiHs Creundikatis Pesynbrar OHuLs

Microbiological quality™*
MixpoGioJorinna uieroTa “
"Total acrobic microbial
count (TAMC)
Jaranbia KiALKieTh
aepobuux < 102 KYO/mn He ananizysanoch  KYO/n
mircpooprauizmis (TAMC)
Total combined

< 10% CFU/mi Not analyzed CFU/ml

yeasts/moulds count (TYMC) <10 CFU/MmI Not analyzed CFU/mI
Zaranbia KiMbKieTH

APIAEKOBIX TA DuieHABHK < 10 KYO/Mn e ananisysasocs KY O/
rpudin (TYMC)

Escherichia coli absent in 1 ml Not analyzed
Escherichia coli igcyrnicth 8 1 M He ananiszypanoch

Remarks/[pumiti: — /

# test is being performed during in-process control

# TCT NPOBOAATS TTiJL 4AC KOHTPOJIO B npoueci BUpoOHULTBEA

#% C-LA 401 NA = 4-[(pyridin-2—yl)(4-hydroxyphenyl)methyl] phenyl sodium sulphate
## tegt is performed for each 5t patch, or at least once a year

k¥ aprasnia IPOBOMLSTE HA KONKHIH stTii cepil, IoHAHMEHUIE OftHH pas B pix.

In the event of any discrepancies or doubt between the English and Ukrainian language
versions, the English language version shall prevail. /

V pasi By ab-sKkHX po36ixcrocTel abo cyMHiBiB MK BEpCISMEL aHIIHCHKOI0 Ta YKPATHCRKOIO
MOBAMH [IEPEBAKITY CHITY MAE BEPCist AHFTHCHKOI0 MOBOIO,

Result/PezynnraT: Released and certified /Bunyunieno ra cepridiKoBano
Date of RELEASE)/(lara BUITYCKY): 05.11.2024 . '
( Yo ! {stituto. De.Angeli s.1.l

" Qualified Pergon

Date of CoQ signature / Jlata nignucy Cst: 05.11.2024 SR s Tk
Qualified Person / YnosHoBaxeHa ocoba: Dr. Paola Giori Cee aQIa“GfOI‘l 5
(Name, signature) / (Im’s, T O AL L0

Cropitka4 34 CO0-652200-V09
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