JIEPYKABHA CJYKBA 3 IIKAPCBKWX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hanii Caimanunoi, 3, 02099, ten. (044) 295-26-85 ’
E-mail; dis.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo AKiCTL BBe3eHOro B Ykpaiuy Jlikapcbkoro 3aco0y

20.01.2026 Ne 1955/26/26

POJITHO3
(HalmeHyBaHHR NiKAPCHLKOTO 3acoBy 3rilHO 3 peecTpautifinuM NocsiA4eHHM)
* kpamwii opanbii, po3unH, 10 mr/mur; 20 mu pozundy y ¢iakoHi 3 npodkor-KpaneabHAUEI0 3
KPHIKOI0; 110 1 GpJakoHy B KapTOHHIH KopoOui
((hopma BunycKy, 103yBaHHS, BUI NaKyBaHHA Jlikapcbkoro 3acoly)

Howmep peectpauiiinoro nocsinuenus UA/17107/01/01 crpok aii peectpauiitnoro noceinuenss HeOOMeXeHHH
Cepis nixapebkoro saco6y Ne 509002620 Kinbkictb BBeseHoro nikapchkoro sacoby 49131

BupoGuuk YOPJIA MEQUUMH UIAY CAH. BE TIJDK, AL, Typeuynna

(HaliMeHyBaHHSA BUPOOHWKA flikapchbKOTo 3aco0y, KpaiHa MOXOMKEHHS)

Beeseno B Vkpainy Tonapucreo 3 o6mekenolo Bignosinansuicrio "Tpokac ®apma
Yxpaina', inenr. won: 37177201

(uaitmenyBanks Ta koa 3a €APIIOY iopuanunol ocobu abo npissuiue, imM's, no 6aTbkoBi
(izuynoi ocobu - mianpuemus, 1 MicLie NPOXHUBAHHS Ta peccTpauiiHui HoMep 06NikoBOT
KapTKW nIaTHHKa noatkis abo cepis Ta Homep nacnopra)

- IlpoToxon BisyanbHoro konrposo sin 11.12,2025 Ne 4476/01.10-25/4.
Jlaboparophuii aHani3 axocTi nikapcbkoro 3acoby 3miHcHenuii:

JlaGoparopis hapmakoneiinoro ananisy 1T "YkpaiHchkuit HaykoBHil (apmaxoneiinuit ueHTp
AKOCTI JIiKapChkuX 3aco6iB" (M. Xapkis, By/1. AcTpoHomiuna, 33)

(HalimMenyBaHHs Ta MicuesHaxowkenns naboparopii, o nposena AaGopatopiui ananis SKOCTH)

Bucnosok wono sxocti nikapckkoro sacoBy, sunanuii naopatopieio sin 16.01.2026 Ne 38/155425

Pesynvratn naGopatoporo ananisy sikocri nikapcbKkoro 3acofy 3a nepeBipeHHMH NOKa3HUKaMu BianoBixaioTL
BMMOTaM METOAIB KOHTPOMIO AKOCTI (aHANTHUHO-HOPMATUBHOT NOKYMeEHTALIT).

32 pesynsTaTaMM  1€pXKaBHONO  KOHTPOMO BCTAHOB/IEHO, WO JiKapCbiuit 3aciG BBeseHo B Vkpainy 3

CbKHX 3ac00iB.
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupotaeno: YOPIA MEJHIHH IAY CAH. BE THIK. AL
Micyesnaxoducenns: 135 Temmys Maxannewit Jocami Hony Jocaddeci
Ne30 IN'oneweni Bazoxewnap/Cmambyn, Typewuuna
Jlivensin: TR/UY/2019/12-2

Pharmaceuticet Company

CERTIFICATE OF ANALYSIS No. 40000061269
CEPTH®IKAT AKOCTI

Product name ROLINOZ

Hasea npooyxmy POJITHO3

oral drops, solution, 10 mg/ml, 20 m! in a flacon with a dropper
stopper and cap, 1 flacon in a carton box

kpanni opanoni, posuwun, 10 me/mn, 20'mn posuuny y garoni 3 npobroio-
Kpanenvruyero 3 kpumxoi, no 1 gaaxony e kapmounnii kopobyi

Pharmaceutical form, package
type and size
Hixapeeka opma, mun ma posmip

VAAKOGKY
Desage / potency Cetirizine dihydrochloride 10 mg/mi
Hoza / cuna oii Lemupuszuny ouziopoxnopudy 10 me/mn

Registration certificate
Peccmpayitine nocgiouennn
Batch size

Posmip cepii

UA/17107/01/01

49.200 packages / ynaxosox

Batehng, 509002620
Ne cepii
Manufactufe date 09.2025
Hama supobruymsa
Expiry date . 08.2028
Tepmin npudamnocnii 0o
TEST LIMIT RESULT
Hoxasnuxu axocmi Hopmyesaruna Pesyremam
Appearance Colorless clear solution. Conform
3oeniumniii euensio lIposopuii 6e3bapenuil pozyun. Bidnosidae
Clarity and degree of Clear solution. Conform
opalescence IIposopuii pozuun. Bionosioae
IIposzopicmy i cmynine
onanecyenyii
Degree of coloration Colourless solution. Conform
Cmyninw 3a6apenenns Lesbapenuil po3uun. Bidnosioae
Identification
Ioerimugbixayis
-cetirizine dihydrochloride Retention time of main peak obtained from sample | Conform
- yemupuzuny ouziopoxnopudy | solution chromatogram should be similar with | Bidnogioae
retention time of main peak obtained from standard
chromatogram.
Yac  ympumysauus  OCHOBHO20  HMIKY  HA
Xpomamozpami  eunpobYSaHO20  PO3YUHY  MAE
3bieainuca 3 YACOM YMPUMYEAHHS OCHOGHO20 NIKY
HO XPOMAMO2PaMi CIAHOAPHIHOZ0 POYUHY.
-methy! paraben Retention time of main peak obtained from sample | Conform
- memunnapaberty solution chromatogram should be similar with | Bidnogioae
~-propyl paraben retention time of main peak obtained from standard
- nponiznapabeny chromatogram.
Yac  ympumysanus — 0OCHOGHO20 — HIKY — HQA
Xpomamozpami  @unpodysano2o  pouuny mac |V
30i2amucs 3 4acoM ympuMyeanHs OCHOGH020 mxy_ )
HQ Xpomamozpami cmandapmnozo posuumy. = =/

.767{" e /L/ o0 / 7
B304 26
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eutical Company
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12:2
Bupoéneno: YOPILT MEAHLHHA NIAY CAH. BE THUK. AL,
Micyesnaxodocenns: 15 Temmys Maxannewd Jocami Hony Joicadoeci
Ne50 Nonewni bazdacunap/Cmamdya, Typewuura
Miyensis: TR/UY/2019/12-2

Extractable volume
Bumsazyeanuii 06'em

>20.0 ml 20.4 ml (an)
> 20,0 mn

Dose and uniformity of dose
Hosa i oonopionicme dosu
OpaNBHUX Kpanetb

No single mass deviates by more than 10 per cent | Conform
from the average mass. The total of 10 masses does | Bionogioae
not differ by more than 15 per cent from the
nominal mass of 10 doses.

Koduna oQunuuna maca He Mmodce GIOXUIAINUCA
Binour nise na 10 sidcomris 6i0 cepeonvol maci.
Cymapra maca 10 003 we 8idpisuscmves Oinvid
uisic Ha 15 siocomxis 6id nominanvioi macu 10

003.
pH 45-55 4.9
Density 1.000-1.200 g/ml 1.088 g/ml (2/mn)
Tycmuna 1,000-1,200 2/mn

Related Substances
Cynposioni Qomiuacu

- any single impurity <0.25% 0.09%

- OYOb-SIKG OOUHUNHA OOMIUIKA

- total impurity <1.00% 0.09%

- CYMA QOMIULOK

Assay

Kinvkicne susnauenns

- cetirizine dihydrochloride 10.0 mg/ml£5.0 % (9.5-10.5 mg/ml) 10.0 mg/mi

- yemupusury ouziopoxnopuoy 10,0 me/mn £ 35 % (9,5-10,5 me/mn) 10,0 ma/mn

- methyl paraben 1.35 mg/ml£10.0 % (1.22-1.49 mg/m}) 1,29 mg/ml

- mennumapaberny 1,35 me/mn + 10 % (1,22-1,49 mz/mn) 1,29 mz/mn

- propyl paraben 0.15 mg/ml+10.0 % (0.14-0.17 mg/ml) 0.14 mg/ml

- nponiznapabeny 0,15 meimn £ 10 % (0,14-0,17 ma/rin) 0,14 m2/mn
Microbiological Quality:

Mixpobionoziyna yucmoma:

~  total aerobic microbial | <10° CFU/ml <10 CFU/ml
count (TAMC) <10 KYOlmn <10 KYO/mn
- 3a20M6HA KIALKICHL Qepoduix

mixpoopeanizmie (TAMC)

- total yeast/moulds count | <10' CFU/ml <10 CFU/ml
(TYMC) <10 KYOlwn <10 KYOlmn
- sqeaneHa KibKiCcHb

opixcOscosyx | nnicenesux

epudie (TYMC)

— Escherichia coli Absent in 1 mi Absent in 1 ml

Biocymmui y 1 mn Biocymui y 1 mn
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupoéneno: YOPIA MEAHIHH LIAY CAH. BE TIK. A1,
Micyesnaxodmcenus: 15 Teamys Maxannewi Jocani Hony Jocaddeci
N30 Nonewni Bazoxucunap/Cmandyn, Typeuvuna
Hiyensin: TR/UY/2019/12-2

2 Pharmaceutival Company

I do hereby certify that the abovementioned data are trustworthy and accurate. This product
batch is manufactured (packaging/labelling included) under the quality control on the
abovementioned manufacturing site in full conformity with the GMP requirements, established by the
regulatory agency of Turkey as well as with the specification and control methods of the analytic-
normative documentation, registered in Ukraine. The protocols of manufacture, packaging and
analysis are reviewed; conformity with the GMP is established.

Lun s 3aceiduylo, wo nepepaxosana euwe ingopmayis € docmosipnoro i mounowo. La cepin
npodyxyii 6yna eU20MOBREHA (EKAIOYQION Y RAKYGAHHS. /[ MAPKYSAHNS) 3 IPOGEOEHHUSM KOHMPONIO AKOCHE
Ha euujeskasauiti eupobuuwit dinvruyi ¢ noeuill eidnogidnocmi 3 eumozamu GMP, ecmarnosienumu
pezyasmoprum opeanom ITypewwunu, a maxooc y eionogionocmi 3i cneyugixayicio | memodamu
xoumponmio sxocmi (MKS), sapecemposanumu ¢ Yxpaini. Ipomoxonu eupobuuymea, YNaxoeku ma
ananizie Gynu nepezisHymi ma scmanosneno gionogionicme GMP.

Surname and position of person, approving batch
release to market

IIpizsuye ma nocada / 3eanns ocodu, axa
sudana 0036in Ha BUNYCK cepit

Signature and date, stamp
Hionuc ma oama nionucanus, nevamxa /
ULHICMIT
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