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

TeriTyTo e Anxeni C.p.t. ICTITYTO JIE AHXEJI
Jloxanita Mpyani, 103/c — 50066 Perenno (®nopenuis), lranis

T Certificate of Quality

Ceprudixat Axocri

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-iMnopTep: Ukraine/Yxpaida
Country of Manufacture/ Kpaina-BipobHHK: Italy/lTania

Active ingredient/ AxTuBHHH inrpenient: sodium picosulphate monohydrate 7.5 mg/ml
natpito mikocynbhaTy MOHOrixpar 7.5 Mr/mn

Marketing Authorisation Number: UA/0832/01/01
PeecTpauiiiHe 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: no 15 Ma y ¢nakoHi; no 1 dniaxony B KapToHHiii kopobui 3
MapKyBaHHIM yKpaiHCbKOIO MOBOIO.

Batch number/Homep cepiit  332759A
Date of Manufacture/Jara BupobHHLTER! 10.10.2023
Date of Expiry/Ilpuaaruuit 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:

1M 38TBEPIKYIO, IO HAaBEACHA indopmartis € JIOCTOBIPHOIO Ta TO1HOIO. Llio cepito mpoyKuii Gyno BHrOTOBIEHO,
BK/IOYHO [1aKyBaHHs/MApKyBaHHs Ta KOHTPOIb AKOCTI, HA BUILE3A3HAUEHIH prpobuuyiit AinsHL (-axX) ¥ MOBHIH
sinnopinocri Bumoram GMP, BHMoraMm 3aTBEPIKEHIM JIOKNIBHHM  PEryjIATOpHHM OpraHoM, & TaKoK ¥
signosinHocti 10 cneuudikauiil 1o Peectpauiiinoro [TOCBifMEHHA, 110 MICTATbCS B peecrpallifiHoMy A0CHE KpaiHu-
imnoprepa. [Iporoxonu BUPOGHHLTBA, NaKyBaHHs Ta pocnipkerns Oynu 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 Peresno (®nopeHuis), ITanis

Istituto De Angeli

ICTITYTO JIE AHMKEJII

Certificate of Quality
Ceprupixar AxocTi

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

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

Test Specification
Bunpo6ysaHnsa Crietudikanis

Test result Unit
Pesynsrar QnuHULA

Appearance

Onne

Odour
3anax

Colour of solution
Konip po3unny
Clarity of solution

IposopicTs PO3UHKRY

pH
Relative density [(d20/20)]
Bignocna rycrusa [(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
TMposopuit, Bia 6e3bapBHOro A0 XKOBTYBATOrO
a60 31erka JKOBTYBATO-KOPHUHEBOT0 KOJILOPY,
3j1erKa B’ A3kt PpO3UMH

Almost imperceptible

Maiixe HeBiAYYTHHA

Not more intensely coloured than reference
solution B9

He 6inpin inTercuBHO 3a6apBienuit Hix
po3uuH nopipusHHA B9

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

Cepezniii 06’eM BMiCTY JOPIBHIOE abo
Ginpiwmit HoMinansHoro 06’ eMy Bmicry Q.
He 6iswiue 1 3 50 06’emin Modke GyTH B
mexax Biz(Q - X) 13 (Q - 2X), :onex 06’eM
ne nosuHeH GyTa MenmaMm (Q - 2x).
Hominanskuii 06’em Q (mi): 5-50
HenocTatkicTs HAOBHEHUX 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

Terityro ne Arxeni C.p.J.,

Tokanita Mpynni, 103/c — 50066 Peresio (Onopenuis), Itanis

Batch number/ Homep cepii: 332759A

Certificate of Quality
Ceprudixar 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 anasisy: 23006575-2-1

Test Specification Test result Unit
BunpoGysanHs Creundixauis Pesynprar OnpHHMI
Maca ko¥HOT 1031 HE NOBHHHA BiIAXHIATHCH
Ginblue Hix Ha £10% Bia cepeAHBOT MacH Jna
- 10 f103. 3arasbaa maca 10 103 He IOBHHHA
Jlo3yBanHst T4 OAHOpiAHICTE . . . o) ot . X
BinxuasTHCH Ginblue Hix Ha +15% Bix Bignosipnae
A03YBAHHSA M
teopeTHunoi Mack 10 o3,
[HsuakicTs KpanaHHg He MOBUHHA
TepeRUlILyBaTH 2 Kpamti B CeKYHAY.
Identification
InenTudiranin
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 aKTHBHOrO {HrpeaiesTy

C-LA 401 NA™
C-LA 401 NA™
C-oxide

C-oxceng

Any unspecified degradation

product

Byne skuit necnerdiunnii

APOAYKT po3nagy

Total degradation products

Cyma npoaykris
posnany

Assay of Sodium picosulfate
monohydrate (HPLC)

Buicer Harpito nikocyasdary

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

Sodium benzoate
HaTtpilo Gensoaty

CropiHka 3 3 4

BIANIOBiRAE CTAHAAPTY

corresponding to standard
piAnosiznae cranaapTy
corresponding to standard
piamonizae craHaapTy

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

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

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

< 0,2% (exsisanentro 0.2% PO3KNALEHOTO
Hatpilo nikocyabpary 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
Binnosinae

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

C0OQ-652199-V09
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Istituto de Angeli Sa.l. * .
Localita Prulli 1, 103/c — 50066 Reggello (F), Italy Istituto De Angeli

Ierityto ae Arierti C.p.J. ICTITYTO JE AHXKEJI
Tloxanira ITpys, 103/c — 50066 Perenno (®rnopenuin), Iranis

Certificate of Quality
Ceprudirar Axocti

GUTTALAX® PICOSULPHATE, drops, 7 ,5 mg/ml
TYTTAJAKC® MIKOCYJAb®AT, xpan, 7,5 MIr/mMot

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

Microbiological quality™*”
MixpoGiosoriuua €werora -
Total aerobic microbial

2
count (TAMC) < 10? CFU/ml Not analyzed CFU/ml
JaranbHA KUIBKICTD
aepoluux < 10¥KYO/mn He ananizysanocs KYO/mn
mikpoopragizmis (TAMC)
Total combined
yeasts/moulds count (TYMC) < 10 CFU/ml Not analyzed CFU/ml
3aranbua KiLKicTh
PIAKOBHX TA IIicHABHX S 10 KYO/mn He ananisysanoch KYO/mn
rpubis (TYMC)
Escherichia coli absentin 1 ml Not analyzed
Escherichia coli pigcythicTs B 1 ma He ananisypanoch

Remarks/[Tpumiticn: ~ * test is being performed during in-process control
* TecT TIPOBOAATS i/ 4ac KOHTPOIIO B fipoteci BApoOHALTBA
#* 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
#%% auarniis IPOBO/STH Ha KONCHIH wsiiit cepil, MoHAMEHIE OfMH Pa3 B piK.

Tni the event of any discrepancies or doubt between English and Ukrainian language versions,
the English language version shall prevail. /
V pasi Gyas-aKkux pos6ixsocreii abo cyMuiBiB MK BEpCiAMH AHIITIIHCHKOO 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 nignucy CAI: 02.11.2023 Dt.ssa Paola-Glori
Qualified Person / YnoBHOBaXKeHa oco6a: Dt. Paola Giori OF . 222D

(Name, signatute) / (Im’ 51, miANHC)

Cropinka 4 3 4 COQ-652199-V09




