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M)\ Manufactured by WORED MEDICINE ILAC SAN. VE TIC. A.S.
A\ YY) WORLE VIEDIGIVE . § Location; 15 Temmuz Mahallesi Cami Yolu Caddesi
N Phamuceutical Campany No:50 Gunesti Bageilar/Istanbul, Turkey
License: TRJUY/ZOIWIZ -2

Bnpoﬁneuo VOPJII[ MEI[I’IHHH JTAY CAH. BE TIIK. AL,

Mlcuesﬂa.mmkemm 15 Temmys Maxannei }E{}Kam Hony Jxanneci
Ne50 Tronemni Bammmap/@ramﬁyn, Typeuuuna
Jinensia: TR/UY/2019/12-2

CERTIFICATE OF ANALYSIS No.40000029323
CEPTH®IKAT SIKOCTI m

Product name ROLINOZ

Hasea npodyximy POIHO3

Pharmaceutical form, package oral drops, solution, 10 mg/ml, 20 ml in a flacon, 1 flacontogether wi
type and size aleaflet in a carton.box

Jixapeora hopma, mur.ma posmip. kpan opansui, pozuun, 10 mz/mn; 20.mn y draxoni; 1 q’mmcm: 3
YHAKOBK ' IHCMPYRUICIO OJist MeOUURO20 3ACHIOCYEAHIA Y KApMOHIIL Kopooui
Dosage / potency Cetirizine dihydrochloride 10 mg/m]
Hoza/ cuna div Llemupusuny duziopoxnopud 10 mz/mr

Deghitmation coritiioate UA/17107/01/01

Peecempayiine nocgicuenns
Batch size

Posmip cepil

atch no. 308001791
Ne-cepii

SNRRASEEI ISR 08.2023
Hama eupobiiymaea

Expiry date 072026
Tepmin npudamuocmi 0¢

39175 packages / ynaxogox

TEST - - LIMIT RESULT
Hoxasnuxu aARocni | Hopmysanis __ Pesynymam

Appearance | Colorless clear solution " “Conform
Bosriuniil euznsd | Tposopui#i Gesbapprmit posums | Binnosinae
“Clarity and degrec of | Clear solution Conform
- opalescence | TIpozopuit posqun Biarosigae
Iiposopicmy I cmynine
onanecyenyit | | _
Degree of coloration | Colourless solution Conform
Crmyninb sabapenens | Besbapsuuii po3unn o | Bipmosinae
Identification. N | | B
Doenmudirayin_ | - _

-cetirizine dilipdrochloride | Retention time of main peak obtained from sample | Conform

- Yemupusuny solution chromatogram should be similar with | Binnosinae

Qu2iOPoXnOpUd retention time of main peak obtained from standard
-' | chromatogram.
~methyl parabern Yac  ympumysauws — OCHOGHO20  HIKY MU
- Memunnapaben XPOMAIMO2pami  BURPOBYBAHO2D  POSUUHY  MGE
~propyl paraben 30I2amUCs 3 HACOM YWMPUMYBAHHS OCHOGHOZ0 RIKY
- nponinnapaben HA XpoMamozpamy cman@apnmaeo POSUUHY. |
Retention time of main peak obtained from sample | Conform
solution chmmatoglam should be similar with | Bixmosigae
retention time of main peak obtained from standard
chromatogram.
Hac — ympumysarHa  OCHOEHOZ0 niKy  Ha
XPOMGIMOZPaMi  GUNPOGYSANCE0  POIYUHY — MAE
3bizamucs 3 YQCom YMPUMYGaHHsL OCHOBHOZ0 HIKY |
| Ha xpomamozpami CmanOapmHO20 pO3YUnY

> 20.0 ml . _
220,0 20.1 ml ()
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
~ No:50 Guriesli Bageilar/Istanbul, Turkey

License: TR/U Y12019/12-2

Bupotneno: YOPJIJX MEAMITA 1JTAY CAH. BE T],IDK AL
Micuespaxomxenns: 15 Temmys Maxannewi Dxami Meny Thxanneci

No50 TMonewni Barmwxunap/Cramfyn, Typeuynsa

Mitensig: TR/UY/2019/12-2

Dose and uniformity of dose | No single mass deviates by more than 10 per cent Conform
Mosa i odnopidnicime 0o3u from the average mass. The total of 10 masses does
OPANBHUX. KPONENs not differ by more than 15 per cent from the
| nominal mass of 10 doses.
| Kodna 0OuHuuHG MACA He MOJKCe BIOXURAMUCA
Binvur wize na 10 eidcomxie 6id cepednuol macu. | Binnosigae
Cymapna maca 10 0oz He eiopisuscmocs binvut
i HIDIC HG 15 gidcomxie 80 HOMiHANGHOL MACU 10 003
pH 4555 19
Densnty - 1.000-1.200 g/ml 1.089 g/ml (r/mn)
Lyemuna - 1,000-1,200 e/mn

Related Substances
Cynpogioni domiutky
-~ qny single-impurity
- BYOb-AKA:00UHULHE
OOMIUUKA
- total impurity
- CYMA QOMILLOK

<0.25%

<1.00 %

<Disregard himit
<Meoici gusieierus,

0.07 %

| Assay
| KinoricHe SUSHOYEHHSA

- cetirizine dikydrockloride
- YEMUPUIUHY
OueiopoXnopuo

- methyl paraben
- MEMUInapaden:
- propyl paraber
- nponmnapaﬁeﬂ

10.0 mg/ml+5.0 % (9.5-10.5 mg/ml)
10,0 malwn % 35 % (9,5-10,5 me/min)

1.35 mg/ml=10.0 % (1.22-1.49 mg/ml)
1,35 szl & 10°% (1,22-1,49 ma/mn)

0.15 mg/ml+10.0 % (0.14-0.17 mg/ml)
015 ME/M)I + 10 % (0,14-0,17 me/aen)

10.1 mg/ml
10,1 mr/mnn

1.34 mg/ml

1,34 mr/ma

0.15 mg/ml

0,15 mr/mn

Microbiological Qu.ahty
Mirpobionoziuna gucmoma:

cotint (TAMC)
- 3020016HO

(TAMC)

(TYMC)
. 3Q2ANbHA

epubis (TYMC)

— Escherichia coli

- total- aerobic niicrobial

Kkinsxicme |
aepobrux.  MIKpOOP2AHiZMIG |

~ total yeast/moi ulds count

KioiICHb
Opisconcosux I nlicenesux

< 10° CFU/ml
< 107 KV O/mn

< 10! CFU/mi
< 10" KYO/mn

Absentin 1 ml

Biocymni y I mn

<] CFU/ml
<] KV O/nmn

<1 CFU/ml

| <] KYO/mn

Absentin 1 ml

Bigeymuiy 1 mn

I do hereby certify. that the abovementioned datu are frustworthy and accurate. I His
product baitch is man ufactured @ackaguw/labellm included) under the qualily control on
the abovementioned manufacturing site in full conformity with the GMP reqmremem‘s

establishied by the reg gulatory agency of Turkey as well as with the specifi cm’wn an
methods of the analytic-normative documentation, registered in Ukmme
manufacture, packaging and analysis are reviewed; conformity

established.

ntrol

WML@ 9 5







B et P T e g b D W T o a1 A P e b B My D

WEHLR&EQINE Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
SEES Phamhaseulical Company - No:50 Gunesli Bageilar/Istanbul, Tarkey
License: TR/UY/2019/12-2

Bupobneno: YOPJX MEAHIUH LJIAY CAH. BE TIIDK. A.ILL.
Micuesnaxomxents: 15 Temmys Maxamnewi Txami Hony Txamect

Ne50 Troneunti Barmoxunap/Crambyn, Typeyunsa
Jinensia: TR/UY/2019/12-2

Lunt 5 3ac8i0uy10, o nepepaxosana ¢uwie ingopmanis € GoCMOBIPHOI | MOUHOIO.

Ila cepin npodyryit Gyna euz0meeiena (CKUOUAOUU RAKYSAHHA [/ MAPKYSAHHA ) 3

NPOGEOSHHAM. KOHIMPOIIG AKOCWE HO GUIEEKAZANIl QupOoOHuyill OU1bnull € nosHIU
eionosionocmi 3 eumozaniu GMP, ecmanoenenumu pezynamopnum opeanom Typewuuru,
a makovic y idnogionocmi 3i cneyuinayicio i memodamu kommponso axocmi (MKA),

3APECCMPOBARUMY. 8 Ykpamz. lpomoxonu eupobnuymea, yRAKOGKL 1@ aHANI3IE Oy
nepeznanymi ma ecmanoeneno gionogionicmy GMP.

Surname and position of person, approving
bateh release to market
IIpizeuiye ma nocada / seauns ocobu, axa

sudana Q03BN HA BUNYCK Cepil

Signature and date, stamp
ITionuc ma dama Hidnucanus, nevameda /
WIaMn 30.10.2023
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.






