JEPXKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMHM y m. KUEBI

npos. Hanii Caitnuunior, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
PO SAKICTL BBE3EHOr0 B Y KpaiHy JiKapchkoro 3acoby

08.01.2026 Ne 678/26/26

POJITHO3
(HaliMeryBanIs IKApCLKOro 3aco0y 3riAHO 3 pecCTPAUIFIMM HOCBIAYCHIHAM )
TabAeTKH, BKPUTI NIiBKOBO1O 060JI0HK0I0, 110 10 mr; o 10 Tabaerox B Gaierepi, no 2
Guicrepn B kKapToniii Kopodui
(hopmMa BUTIyCKY, 103yBARHA. BUA HAKY BAUAK AIKAPCHKOFO sacofy)

Homep peecrpauiiivoro nocaiauenns UA/18210/01/01 crpox aif pecetpauitinoro nocsinuenss HEOBMeNE N
Cepis nikapcekoro sacoby Ne 509002650 KinokicTs sresenoro nikapeskoro sacoGy 40796

BupoGHuk YOPJIII MEOVULIAH JIAY CAH. BE TIJDK. A.L11., Typeuunna

(nafMeRyBaHES BUPOOHUKA NTKAPCLKOrO 32080y, KPaTHa NOXOLKCHHS)

‘Tosapucrso 3 o6mekenoo sianosigannuicTIo "Tpokac ®apma

Bseseno 8 Ykpall 5
S R Yipaiua", iewr. won: 37177201

(naimenysang a xon 3a C/PIIOY OprAHIIOT 0cobu aba npisruite, iM's, 1o Gatbkoni dhizmnol
ocobu - nianpuemis, il Micue npoxuBanHs Ta PeCCTPAIIAIME HOMEP OBNIKOBOT KAPTKY MadTIHKa
noaatkis afo cepis Ta HoMep nacopra)

Tporoxon isyansuoro xenrpono sin 01.12.2025 Ne 4583/01.10-25/18.
JlaGoparopunii ananis axocri mikapeskoro 3acoly 3niticHennii:

Jaboparopis dapmaxomneiinoro ananisy JIT1 "Yxpatucnkuit Raykosuit (apmaroneitnnii uentp
AKOCTI flikapchkuX 3aco6iB" (m.Xapkis, ByJ1, AcTponomitHa, 33)

(HafiMenyBaHs Ta MicUEIHAXOAKCH IR aabopartopii, 1o nposena nadoparopuuit anaais skocri)

Bucnosox wouo akoeri nikapeskoro 3acoby, suganuil naboparopicio sin 08.01.2026 Ne 14/147625
Pesyabratu maGoparoporo ananiay AKOCTi NiKapebkoro 3acoby 3a NepeBipeHMU HokasiuKkamu BIANOBIZAIOTE
BHMOTaM METOLIB KOHTPOMO AKOCTI (avanitnuno-HopmarnsHoi ROKymMeHTauii),

3a  pesyaptatami  nepxasioro KOITPOMIO  BCTAHOBACHO.  HIO  JliKApChK
AOTpHMaHus

3ci6  BaeIcHo B Yepainy s
[ 3AKOHONABCTRA OO 3abe3nenenns SKocT aika

Muxona XOJIOMEHKO

(nijnuc) (initian ra npispuine)




Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. AS.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupoéreno: YOPIIE MEAHIIHH ITAY CAH. BE TLLK, A1,
Micyesnaxooncenun: 15 Tesmys Maxawendi Jpcasi Hony Jincadoeci
M50 Fowewai bazoacurap/Cmandys, Typevuuia
Jiyensin: TRIUY/2019/12-2

CERTIFICATE OF ANALYSIS No0.40000062113

CEPTH®IKAT AKOCTI

Product name ROLINOZ

Hazea npodyrmy POJITHO3

Pharmaceutical form, package film-coated tablets 10 mg, 10 tablets in a blister; 2 blisters together with a

type and size

Ieaflet in a carton box

Aixapeora opaa, mun ma possip  mabaemiu, expumi niiekoeoio oboaonroi, no 10 me, no 10 manemox ¢

VRAKOGKY

Dosage / potency
Hosa / cuna Oiy

Registration certificate
Peccmpayiiine noceiovenns

Batch size
Posmip cepiy

Prd

oaicmepi; no 2 Gricmepu 6 xapmonniii Kopobyi pasom 3 incmipyxyicio ons
MEQUNHO20 3ACIOCYBaHHS

Cetirizine dihydrochloride 10 mg

Uemupusuny ouziopoxaepudy 10 me

UA/18210/01/01

41.711 packages / ynaxosox

Datchno, 509002650
Ne cepii
Manufacture date
- 09.2025
,[Iama GUHPOGH UG
Expiry date 08.2028
Tepsin npuoamnocmi oo
TEST LiMIT RESULT
Tlorasnuru axocmi Hopsyeannn Pesynomam
Appearance White to off-white, oblong, both side scored film-coated | Conform
Onuc tablets, Bionveioae
Hoszacmi  madtaemxuy, GKPUMI  NAIGROBOIO 0BONONKOID  @i)
6iro20 00 matioce Girozo KOA6OPY, 3 POINOOIALHOI PUCKOI 3
0box doxia.
Identification
loenmughixayis
- cetirizine Retention times of the main peaks obtained from sample and | Conform
" dihydrochloride/ standard chromatograms should be similar. Bionosioae
yemupusuny Yacu ympuvysanns ocnoenux nixie na xpomamozparax

Quiopoxaopudy

- titanium dioxide/
mumany doxcuoy

docrioxcysanoco i cmandapmiozo Po3uuny nogunni oyvimu
0OHAROGUMU,

Yellow-orange color should be observed in test solution. Conform
Hocaiooyeanuii posvun noeunen sabapeumucs 6 JAco6mo- Bionosioac
OPANINCEGUL KOAID.,

Average weight
Cepeodns saca
Uniformity of weight
Qduopionicme smacu

123.6 mg % 7.5% (114 - 133 mg) 120 g
1236 e+ 75 % (114 - 133 M) 1202

Not more than 2 of the individual masses deviate from the. :@onﬁ){m
. ; il i, Y
average mass by more than 7.5% and none deviates by miore’ fg}f){&om() c
0 / * C\'}f}‘ /1” NN
than 15.0%. ya @
He 6iavute 2 inousioyaavnux mac MOCYMb GIOXUARIICH /G0

) i . A i OF q
cepeonvol sacu dinvut wise ua 7,5 % I owcodna - O 1B (e 11

R TY
na 15,0%. TOKY MER
Water content <6.0% 46
Baticm goou o 3
I N 3 v 7 YL YR /
Dnsmtggratmn <30 min N/’ié ’,‘W@jﬁf/ 2
Posnadannus < 30 xa S :};40:;1‘8“

/
[ o v A7 Aop 00 GZ:/




Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A8,
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2
Bupobaeno: YOPI] MEAHIIMH LIAY CAH, BE TIDK. AL
Micyesnaxodscennn: 15 Texys Maxaaewi Aacami Hoay Jacadoeci
Ae30 INonensi Bazdsicwrap/CmamGya, Typeswuna
Hiyensin: TRAUY/2019712-2

Dissolution > 85.0% in 15 min (Q=80.0%) 96.1 %
Posuunenns 23850 %3a 15 x6 (Q = 80,0 %) 96,1 %
Uniformity of dosage units Acceptance criteria (AV) should meet the requirements., Conform
Oouopiouicnms dozosanux Hpuitsimne suavenns (AV) mac sionogioamu suvozam. Bionogioae
QOunL

Related substances
Cynposioni domiumu

= impurity A,B,C,D,E,F/ <0.2% <Reporting limit
odoviwiku A, B, C, D, E, F <0.2% <Meoxwi eunenenus
—non-specific impurity/ | <0.2% <Reporting limit
necneyudiivni domiuky £0.2% <Meoici susignennsn
— total impurities/ <1.0% Conform

CYMU QoMitor <1.0% Bionogidae

Assay

Kinoricue ausnauenms

—cetirizine dihydrochlorides | 10.0 mg/ tabl £5% (9.5 - 10.5 mgftabl,) 10.2 mg/ tab]
yemupusuny 10,0 x2/ma6, + 5 % (9,5-10,5 ma/mab. y, 10,2 mz/mab.

| ouziopoxaopudy

Microbiological quality
MixpoGionociwna yucmoma

- TAMC < 10° CFU/g <10* CFU/g
. < IPKYO/z <IP KVO/e
= TYMC < 10 CFU/g <10° CFU/g
T I KVO/e <10’ KVO/2
= Escherichia coli Absent/g Absent/g
Bidcymmui/z Biocymni/z

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.

Uun st 3aceiowyio, o nepepaxoeana auye inghopyania e docmogipuoio | mounoo. L cepist npooyryii Gyna
GuromosiIena (rMoNAIOUY naxveanns / MAPRYGANNA) 3 HPOBCOCHHAM KOUMPOAIO AKocmi na GUIeBRA3ANTT
sUpOOHUNIT Olnvnuyi 8 nosuiir 6iOnoGIOnOCMI 3 Guvocavy GMP, scmanosaenunu PEYARIMOPHUNM OpeanOM
Typewyunu, a  maxoxc Y eionoGionocmi  3i cneyuiraicio i semodamu kowmposio  sxocmi  (MKH),
sdpecemposanuse ¢ Vipaini.  Hpomoroau GUPOOHUYIMEA, YNaKosKU MA anaiizie Oyau nepecusuymi ma

BCMANOGACHO 6iIOROGIONICHL GMP, 4i
. i Figen O
Surname and position of person, approving mMesul B uq
batch release to market

. ; - tified
Hpissue ma nocada / seanns ocobu, sxa cuoang QU@ \
A036LU Ha 8UNYCK cepii

Signature and date, stamp
Hionue ma oama RiOnucanus, nevanica / wanasm


http://www.tcpdf.org

