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Pharmaceuticals and Cosmetics, [nc..

Danica 5, 48 000 Koprivaica. Croaziz
Benyno, JTIKH Ta KOCMETHEA, 7.1,

ey Janina 3, 48000 Konprrnis, Xopsaria

QUALITY CONTROL DEPARTMENT

BIAALT KOHTPOIIO SIKOCT]

BATCH CERTIFICATE
CEPTH®IKAT SAKOCTI CEPII
Product name: PORTALAK, syrup, 667 mg/ml, Manufacturing date: 12.2020
500 ml in bottle Nol with
closure and dosing cup in box
HaliveHnysadHg IPCOyKTY: TTOPTAJIAK, cupon, 667 Mr/mil, Hara supodunuTsa: 12,2020
710 500 M7 ¥ dakoHi 3 XpHIIKOIO T2
3 MIPHHM CTAKARIHKOM: N0 | guiaxony
B KapPTOHHIH maurti
Batch Ne: 27189031 Expire date: 12.2023
Cepis Ne: 27189031 TprgaTanit qo : 12.2023
Quantity: 7.460 pes a' 500 ml Cropinka 1 33
Kimpricrs: 7.460 v o 500 mn
Marketing Authorization in Ukraine: UA/14086/01/01 unlimited
Pericrpauifine nocsizdenna s Yxpaini: UA/14086/01/01 aie Gxcrpokoso
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020
BucHeBOK niaTeepmkenss ceptndikaty GMP: Ne 239/2020/C-644 ot 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16
Jinexzia pa supodunurss: Mo381-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Ine.. Croatia
Buipobuuk: beayno, nekapeTsa i1 KOCMeTHKa, 1.1., XopBaThs
Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia
Anpceca supobunursa: vy, Hawniua 5, 48000 Konpusuuns, Xopsatia
PARAMETERS REQUIREMENTS RESULTS
NMAPAMETPH BHMOI'H PE3Y.IBTATH
APPEARANCE Clear viscous liquid, colourless or pale brownish-vellow. Complics

OHNC

[Mposzopa s'aska pixitha i1 Ge3BapBUOro 0 KOPHYHERO-KOBTOrO
K0Is0pY.

Bianosinae

NOMINAL VOLUME

HOMIHAJIBHHE OB €M

Average filling volume is not less than 500 ml. The volume of not
more than one unit may be below 485 ml, and the volume of not
any unit may be below 470 ml.

Cepeaniii o0cgr HanoBHesHs nopMHeH OyTH He Memme 500 ma.
Obesr ne Siabute 0AHOTO GIaKoHa mome OyTH seHwe 483 mi, |
AKOJCH (PUIAKOH HE MOME MATH 00CAT HANOBHEHAA Menu 470 ML

304.4 mi
Complies

5044 an
Bixnosinac

OF
FROM

UNIFORMITY  OF  MASS
DELIVERED  DOSES
MULTIDOSE CONTAINERS
OAHOPUIHICTD MACH
OQIHOPA30BO] 1034 13
BATATG/IO30BAHO! YITAKOBKH

Not more than 2 of the individual masses deviate from the average
mass by more than 10 % and none deviates by more than 20 %,

He Gimpie 2 oxpemiX Mac BIDXHIRIOTRCR Bii cepeannol macw
Simbi wiw va 10%, § 30148 3 UHN He BUNMAAETLCA OlAbI HiK Ha
20%.

Complies

Bianorizae

IDENTIFICATION OF LACTULOSE
(HPLC)

LIIEHTHDIKAILLA JTAKTY IG3H

(BOKX)

The retention time of the main peak in the chromatogram obtained
with the sample solutien corresponds to the retention iime of the
main peak of lactulose in the chromatogram obtained with standard
solution, .

Hac  YTpHMYBAHHM  OCHUBHOTO  THKA HA  XpoMarorpai
BHIPOOYBAHOTC PO3IHMHY Mac BLUNIOBIZATH 4acy VIDHMYBAHMH
OCHOBHOI'O [ika JakTViA03H HA  XPOMATOrpaMi
pOS‘!HH_’y’.

CTAHIAPTHOIO

Complies

Binosizae

IDENTIFICATION OF LACTULOSE
(CHEMICAL REACTION)
UIEHTIGIKALL  JIAKTVIIO3U
(SKICHA PEAKIIISH

In the prescribed conditions a red precipitate is produced.

Y zanponodoBanMx
KONBEOPY.

VMOBEX MVTBODIOETBEH  OCET  HEPBOHOTO

Complies

Biirosizae

Boow v U056 8003803 Vgl

o

i




Pharmaceuticals and Cosmetics, Inc..
Danica 5, 48 000 Koprivnica. Croatia
Benyno. AlKW Ta KOCMETHKE. .11,

sy, Hapina 3, 48000 Konpusryus, Xopeatis

QUALITY CONTROL DEPARTMENT

BUILT ROHTPOMD AKOCTT

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPIL

Product name: PORTALAK, syrup, 667 mg/ml, Manufacturing date: 12.2020
500 ml in bottle Nel with )
closure and dosing cup in box
HaiiMenyBanus NpOAYKTY: FIOPTAJIAK, cupon. 667 Mrima, Jata supodHuULTEA: 12.2020
no 500 ma y daaxosi 3 KDHUIKCH TA
3 MIpHUM cTakasdukoM: o 1 drakony
B K&PTOHHIN na4ui
Batch No: 27189031 Expire date: 12.2023
Cepiz Ne; 27185031 TIpuaarsuit fo: 122023
Cropinxa 233
PARAMETERS REQUIREMENTS RESULTS
IHAPAMETPH BHMOI'H PEIYJILTATH
IDENTIFICATION OF LACTULOSE | In the prescribed conditions a red colour is produced. Complies

(CHEMICAL REACTION)
ITEHTHOIKALLA JIAKTYJIO3H
(AKICHA PEAKLIL

¥ 32npOoNIoHOBARIX YMOBAN POIHMN 3a0apRIlocTRCH B 4epBOINit
Kosip.

Rinnogizae

pH OF SOLUTION $
pH PO3UHHIY §

3.0-7.0

4.6

CLARITY The solution S is clear. Complies

MPO30PICTD Po3uuy S nosiEeH SvTH OPO30OpHM. Bianosias

COLOUR The solution S is not more intenscly coloured than reference Complies
solution BY;.

KOGJBOPOBOCTD 3adapeienns posdiiy S He ITOBMHHA NCPERHUIYEATH 320apBICHHS Bianosinae
ETanOHHOTo po3HuHY BY .,

RELATED SUBSTANCES Impurity B: not more than 15.0 % 11.399 %

CTOPOHHI JIOMILIKH

Impurities A, C: for each impurily, not more than 10.0 %
Impurities E, F: for each impurity, not more than 4.0 %
Impurities G, 1 for cach impurity, not more than 1.5 %
Impurity D: not more than 1.0 %

Unspecified impurities: for cach impurity, not more than 0.5 %
Sum of impurities eluting after impurity H: not more than 1.3 %
Total (excluding impurities 3 and C): not more than 12.0%
Homimox B: we dinpwr 13.0 %

Hosinke A, C: s KoxHOT JoMitnkH, He §iaem 10.0 %
Jomimkw E, F: 114 vosxnol qosinrgy, xe Glasi 4.0 %
Hosmimkr G, H: a8 xownoT fosMimxd, He 0iwm 1.5 %
Howsinzow [3; we Oiawi 1.0 %

Heizenrudirosani JoMILIK, 478 KOKHOT J0MILKH, HEe GLIbm
0.5%

Cyva JomMilnok BixosyX miend oMimgn H: ve Biaeur 1.3 %
Cyma (Brrmouno govimxs B 1a C): ue 6iaem 12.0 %

3.382%:6.121 %
0.448 %; 2.811 %
1427 %: 0.941 %
Not detected
Not detected
Not deiccted
8.010 %
11.399 %
3.382%:; 6.121 %
0.448 %: 2.811 %
0.427 %; 0.941 %
HE BHABICHO
HE BHABICHO
HE BUSABNEHO
8.010 %

H

RELATIVE DENSITY Not more than 1,380 g/ml 1,323 g/ml
BIAHOCHA HUIBHICTh He GiTpm 1,380 r/a 1.323 r/mn
REFRACTIVE INDEX Not less than 1.431 1.439

TIOKA3HHK 3AJIOMJIEHHSH

He merm 1,451




i1 17" Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Danica 3, 48 000 Koprivnica, Croatia
Beavio, iKY Ta KOCMETHKA, 1.1.,
sya. Hariua 5, 48000 Konpueruig, Xopeatis

BIJUTL KOHTPOJTIO SIKOCTT

BATCE CERTIFICATE
CEPTUH®IKAT 9KOCTI CEPII

Product name: PORTALAK, syrup, 667 mg/ml, Manufacturing date: 12.2020
500 ml in bottle Nel with
closure and dosing cup in box

HaliMenysanus npoaykTy: ITOPTAJIAK, cuporn, 667 sr/ma, Hara supoSuuuTaa: 12.2020
o 500 ma y oaroui 3 kpukow Ta
3 MipHMM cTakaHukoM; mo | grakony
B KApTOMHIN nauii

Batch No: 27189031 Expire date: 12.2023
Cepis M 27189031 Hpuparuuit no: 12.2023
Cropinka 333
PARAMETERS REQUIREMENTS RESULTS
ITAPAMETPH BHMOTH PE3YJBTATH
CONTENT OF LACTULOSE 100 ml of syrup contains: 67.1¢
63.4-70.0 g of lactulose (66.7 g = 3% ol lactulose).
KITEKCHE BU3HAYEHIIH 100 a1 cupony MiCTHTh: 67.1r
JIAKTYJIO3HM 63.4 —70.0 r naktvaoss (66.7 r £ 5% Jaxrvaosu).
MICROBIOLOGICAL PURITY TAMC:10°cfu /g <1
TYMC: 10 ¢fu/g <
_ FEscherichia cofi in lg: absence Absence
| MIKPOBHOJIOTTUHA YUCTOTA TAMC:10° KOE/T <]
TYMC: 10' KOE/r <l
Escherichia celi 8 11 slacvrns BiacyTHs

Concluston: [ hereby certify that the above information is authentic and accurate. This batch of product has been produced, including
packaging, labeling and quality control, and released at the above mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch record was reviewed and found w0 be in
compliance with GMP,

Bucrosor: Lluv ninTeepmayemo, mo ndmiesrasana imdopManis € 10cTosiproIo | Tounow. Jlana cepis UpoiysTy Gyia ApoBEIeHa,
BRHOWAIOYH VHAKOBKY, MADKYBaHHS Ta NEPEBIPKY AKOCTL | BIMIYICHA HA BUILCBKA3ano! RHPOGHMYOMY MalilaBuuky B mOBHIH
Bianosinsocti 3 suvorams GMP T2 Hopmawy cnenudirauii peceTpanifmoro nocsixsenns kpaiun ismopTepa. TIpoToKOI Ha cepio
OvB nepesipenui 1 Busianyni sianosinnuM sumoram GMP.

Qualified Person:

I. Kal¢i¢, M.Se.Spec.
VnoprosaxeHa ocola:
H. Kanyny, mp.en, cniew.
Date:  23.03.2021

BELUPRPC
sigliovi | kozmatka, old,
? SOPRIVNICA 36

(R




JEPXIIIKCIIY)XBA
AEPIKABHA CJIY)KBA 3 JIKAPCHLKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMIBCBHKIN OBJIACTI

npocnekt Banepis Jlo6aHoscskoro, 51, m. Kwuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua.https:.-’f’_\‘._'\ﬁ.d!s.gov.ua. Kon €IPTIOY 37078774

BHCHOBOK
Npo fIKiCTb BBE3EHOI0 B Ykpainy nikapebkoro 3ac00y

14.04.2021 Ne 16200/21/10

IOPTAJIAK

(HaiMeHyBAHHS JTiKapCLKOro 3aco0y 3rinHo 3 peecTpanifHUM MOCBIAYEHHAM )
cHpon, 667 mr/mu; mo 500 ma y $aakoni, no i paaxony i MIDHHM CTAKAHYHKOM B KapTOHHiH

oakii
((popma BHITYCKY. 103YBAHHS, BH] NaKyBaHHS TiKapcekoro 3acoby)

Homep peectpauiitioro nocsimuenns UA/14086/01/01 CTPOK Jii peectpatiiitHoro nocsingexns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 27189031 KUTBKICTB BEE€3EHOTO Jlikapehkoro 3acoby 33500

Bupo6HuKk benyno, Jiiku Ta kocMerr ka, 1.1, Xopzaris
(HalMeHYBaHH: 81 P0OOHMKA JiKapCLKOTo 3acody, KpaiHa MoXomkeHHs )

Beeseno B Vipaity CniibHe yKpaiHCbKO-eCTOHChKe MiINPHEMCTBO y (opmi ToBapHCcTBa

3 00MeKeH0I0 BilNOBiaNLHiCTIO "OnTima-®apm, JIT", inenr. kox:
21642228
(HaliMeHyBaHHS Ta ko 3a E/IPTIOY 1opuantHoi 0co0u abo Npi3BHIe. iM'A. 110 GaTbkoBi (iznuHol

0COGH - nianpHeMLIs. i Miclie NpokuBanHs Ta PEECTpaLliHHMA HOMep 00/1iKOBOT KapTkH MiaTHUKa
noJarkie abo cepig 1a Homep TAcrnopTa)

[poTokon sisyansnoro kontpomo sin 14.04.2021 Ne 0997/13.

3a pesynbTaTaMu  JIepKaBHOro KOHTPOJIO  BCTAHOBJIEHO, W10 NiKapchKWii 3aciG  BBe3eHO B Ykpaivy 3
AOTpHMA 34KOHOABCTBA 1110710 3a0e3neyeHHs

OCTi JliKapChKHX 3acOGiB.
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