CERTIFICATE OF QUALITY —_—
CEPTU®DIKAT SIKOCTI

10 mg Nu2g (10x2) in Country of manufacturer India

blisters Kputus-supobuus: bunin

Hpoaysr UETPU H®, rabaerin, BRPUT B ROBOKO ;

OGBTORKOI0, 110 10 My NeZ0 (10%2} y Snierepi 5
et containg: Cetirizine Hydrochloride 10 mg ’

MICTHTR HeTUpMINBY rij

o 32400142 Batch Quantity / 06%em mapri: 171730
A i e ot S N Il a lc“ [; () lq ooy
Analytical Report / Awasitaunui spir No: 2002FP24000158 Date of Analysis / ars Aocsrimenns: 27 - N
Date of Manufactare / Hata supobamurea: 01/2094 Date of Expiry / Tepmin npunarnocri: 12 L N
Registration certificate / Peecrpawiitne nocsipvernnn Ny Valid till / Tistene no: unlimited / HeoGmemen i

UAZS

Bix 08,12.2017 )
10 tablets in blister; 2 blisters in a cardboard box ahelin
in Ukrainian language /

no 10 vabueror y Baiesepi, no 2 Daiereps s xeg prowii
o ROpoGI 3 Mapieynar sy yrpatcL ko MOBOIG
Name, address and numbers of the licenses of manufactyre and Dr. Reddy's Laboratories Ltd., ¥FTO - 11

quality control/ Haiimenysanug, ARpeCa Ta nomep Minensiy Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
BHPOGHNKA TA KOHTPOIIO IROCT: Village, Bachupally Mandai, Medchal Malkajgiri District -
SO0090, Telangana State, India, Mo OI/RR/APY6//R

1-p Peani’e JaGoparopic JIrx, OTO - 11 s Biisuuug No :12;1,’
43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynai, Bauynani Mmum.r;,j
ORpyr Menuan Matica iripi - 300090, wiray Tenanrans, tuni Sty
Mivensin No 63/RR/AP/O6/F/R

£

Test / Teer Result / Pesyabrar

Description / Onue White colored, round, biconvex film coated tablot film coated {ablet
with a plain surface on one side and a breakline |with a plain surface on one side and 4 breakline
debossed on the other side / Kpyrai msoonyxni jdebossed on the other side / Kpyrai xsoonyini
TaBACTKI, BKPUT] [1iBKOBOIO obonenxoio 6itore ralieTion, BRpUTT WwrisKo RO ofononkoo Giaoro
KOBODY, 3 PO3ALIOBWILHOIO CMYTOIG 3 ORHOTO [KONLOPY, 3 PO3AITOBANL IO CMYIOIO 3 OHOTO

boxy 1a raagenuxi 3 inworo Goxky Goky Ta ranensxi 3 mmoro foxy
2. fidentification AComplies as prescribed / Binnosizae suvoram The retention time of the peak due to Cetirizine
inenrndixauis Hydrochloride in the chromatogram of the sample|

preparation corresponds to that of the Standard
preparation under Assay / Yac YTIpUMYBauHs nixy
UCSTHPHSARY  riupoxsopuiy  wa XpoMaTorpami
BHIPOGOBYBAHOIO  posuuny  minnosige Hacy

YTPHMARNS NIKY Ha Xpomarorpami cra HAGpTHOO]
- PO3RHY. e |
3. [Dimension / Posmipn
Diameter / Hiamemp 8.10 mm ~ 8. 13mm / 8.2 mm 0.2 mm (8.00 mm - 8.40 mm)/
8.10 MM ~ 8.13 mm 3.2 MM 0.2 MM (8.00 mm — 8.40 MM)
Thickness /7 OGN 3.5 mm #0.2 mm (3.30 mum - 3.70 mm)/
3.42 mm - 3.49 mm / 3.5 mm 0.2 mm (3,30 mm - 3,70 min)
4. |Average weight / Cepenng {1893 mg/ 189.3 my 191 mg +3.0% (185.3 mg - 196.7 mg)/
maca 191 Mr+3.0% (185.3 mr - 196.7 Mry o
5. |tlardness / Teepuicrs 99N/ 99 1y INot less than 25 N / He mewwe 25 H
6. [Water/ Buicr ronorn 2.6% wiw [Not more than 6.0 % WiV [ He Binnie 6.0%
7. |Disintegration Time / 05 minutes 49 seconds / !\l STt tes /;%c Ginvie 30 xengun
Posuananns 05xs.49¢cex. M CHEHO 2 /T »
...... SRR
1e product confirms 1o above specifications i L] |

Hpumiria: Npopyrr BIUIOBINAE BRILC3a3HAY N crnenrdikamy

Tested by / Tecrysap: Document Checked by 7 Mepenipus: " ¢ and Position 7
2. Latha / Quality contro) - Team A Sustiritha / Qual ity controf - Tea s M Hocana:

Member W Qualily Assurance -
{2 %

XSS
L
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CERTIFICATE OF QUALITY
CEPTARIKAT AKDCTL

m coated tablets 10 mg W;ﬁi)(ﬂ}ﬂ} i |Country of mzmx;:{aé{‘zi}'ér: India

i CTRINE, U
blisters Cpatna-sapobI: Junin
TIpoaysT 2 §;’§5”§"§}‘§/§§~§@§)§ i, prpuri $LHRROBOI0 i
ofoaono, 1o 1 ME 20 (10x2) ¥y Grrierepi
{ tablet containg: Cetlivizine Hydroehioride 1 4 g
MicTHTh HeTHPHIMHY LIPS wixy 10 M . e ——— 1
“epin Ne: 32400142 ntity / 06 em naprii: 171730 acks /171730 \
nasiranni spir M 220 f Analysis / I |

s VO3 Yacpainn X 22007
16 tablets in a blister; 2 blisters in a cas

in Ukrainian Janguage /
o 10 radneroxy aicrepi, no 2 GaicTepy B rapronuii
icopodui 3 MapKyBAEIM yrpAfueLIcolo MOBOIO

Dr. Reddy's Laboratories Ltd., ETO - 1 '
Survey No. 42p, 43, 44p, 45p, 460, 53, 54 & 83, Bachupally
village, Bachupally Mandal, Medebal Malkajgivi District -

200390, Telaugana State, India, N GIRIVAP/IGFIR

N-p Peani’e JlaGoparopic JItil, @TO - 11, Mispnumus Ne 42p.
43, 44p, 45p, 46p, 53, 54, 83 ¢ Bauynasn, Bauynani Manaada.
prpyr Mepuan Manxaiiripi- 500090, myrar Tesanrana, sy

I , 63/RR/AP/IGFIR

When 20 tablets are weighed not more than twol
of the individual weights deviate from the average
weigltt by more than £7.5% and no tablet should
deviate by more than 415.0% / TIpis spadcyBari
10 rabretox, He Ginbine 2% TABACTOR MOMCYTH
iapiansTHes BiA CEPEHEBOT MACH Hinpiie HiK Ha
+7.5% Ta KodoHa 3 rabneToK He TOBHHHA
inpine Hik_wa

sard box Iabeling

yBannsn

Size and type of the package/ Posmip T4 THIL TAK

e —— T
Name, address and nombers of the licenses of manuf
quality control / Hajimomynasns, axpeca Ta womep hinensil
4 1A KOWTPOJID SICOCT it

acture and

supobuir

,,,,,,,,,,,,,,,,,,,,,,,, S
of Weight / Complies / Binnosixac

l{ O pHOpiHICT MACH

piapisATIEn MACOK0 O
Acceptance value AV«

[niformity of do
/ OppopiagicTs RO30BAHMR
“Dissolution/ Posunrmicrs (9790, 100%, 98%, 100%, 100%, 100%
(Calculated @S /B

repepaxyHKy

! [ fabeled wmount of

Cetivizine  Hydrochloride i dizsolved in 30

B OMOHIE 0% () sin HPRACTION
14

I

smmre

Remarks: The product confirms to above specifications
e3a3HageRii cretudixauil

Tipumitia: Hpopyxt piznopifac BULIE3A3NAYEHIN CIELIEIRC L
Tested by / Tecrynam: Pociment Checked by / Vlepenipns

1. Latha / Quality control A. Susmitha/ Ouality control - et
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i ISign & Date / Nianne/ Jara: 30-01-2024




CERTIFICATE OF QUALITY

CEPTU®IKAT SIKOCTI

Puge / Crap. 3ot /54

Diisters

Hponyrr: BUETPHH®, ratnerxn, BRpiri gAiBKoROI
oGodoiecoin, 10 10 wr Moo (10%2) y Gaicrepi

I tablet contains: Cetirizine Mydrochloride 10 mg
Tabaeria micrars, HETHPIH Y Ppoxdiopiry 10 wr

Product: CETRINE, film conted tablets 10 mg Ne20 (10x2) in

Country of manutactover: India 0 e
Kpaira-supofmme: fuais

Bateh / Cepin XNor B2400142

Bateh Quantity / 06 em naprifs 171730 l"a&ksﬁ??]go
VHAKOBOK

A_jnh tical Report / Ananirouauii ssir Ne: 20008 P24000158

Date of Analysis / lara Aocaiprenns: 27-01-

Date of Manufacture / Jlata supoGumreas: 01/2024

Date of Expiry / Tepmin npuparwoceri: 12/2026

Registration certificate / Pecerpauiiine nocsiguenns Ne:
UA/GTE9/02/01

Valid till / Ajitere no: unlimited / :‘teoﬁmememm

Order of MOH No: Ne1570 from 08.12.2017 / Haxas MO3 Yicpaiun Ne1570 nig 08.12.2017

Size and type of the package / Posmip ra run HAKYBAHT:

hox labeling

10 {ablets in a blister; 2 blisters in a cardboar
in Ukrainian language /

1o 10 Tabaerox y Gaticrepl, wo 2 6aictepu B Kaprouuii
KOPOGKi 3 MAPKYBAHHAM YIEDATHCHICOID MOBO10

quality control / Haiimenynaxag, agpeea ta nomep Jinensiy
BUPOGHAKA T4 KOWTPOINO AKOCTI:

Name, address and numbers of the licenses of manufacture and

Dr. Reddy's Laboratories Ltd.,, FTO - 11

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RR/AP/YG6/E/R

T-p Pepni’e Jaboparopic Jry, ©TO - H, Fimanig Ne 42p,
43, 4dp, 45p, 46p, 53, §4, 83 ¢. Baaynani, Bauynani Maugan,
oxpyr Meauan Makaiivipi - 500090, wrar T estanrana, s,

Ulinensin Ne 63/RR/AP/OS/F/R

11, fimpurities / Jomiwmxy
KOMKHA BLIOMA QoMK IMP-B: 0.02%
b} highest
impurity ~ /
HeBiNoMa nomimiy IMP-E: 0.04%
AOMILIOK
0.015%)
06%

3.3%

a) each known impurity /| IMP-A: Not detected / pe Brsnaucna

unknowni IMP-C: Not detected / HE BU3HAYEeHa
HaiGinLa IMP-D: Not detected / HE BU3HANEHa

¢) total impurities / cymal IMP-F: Less than Limit of detection (LOD = ) Not more than 2.0% / we 6isbime 2.0%
0.015%) / Huxue nivira swsnavenus (1B =

@) Not miore than 0.2% / ue Siapie 0.2%

) Not more than 0.2% / ne Binpme 0.2%

12, Assay Cetirizine| 9.86 mg/ 9.86 mr
Hydrochloride (Caleulated
a5 Czy.'l‘:'f.zs(h,ﬁ]N'z’,):;‘ZHCI) 7
Kinskicue BILHANCH S
UETHPHIIHY FIApOXIOpH LY
(5 nepepaxyHKy Ha
CorHasCIN Oy 2HCT)

from 9.50 mp/tab 1o 10.50 me/tab 7 uin 9.5 w1 fend
10 10.50 mrfral

Remarks: The product confirms to above specifications

Hpsmiria: Npoayxr sixmosinae smnesasyavenii crienudirauiy

Tested by / Tecrysun:
D. Latha / Quality control

Member L Member

-

Document Checked by / Mepesipus: §
A, Susmitha / Quality control ~ Teaky

X e sl
Sign & Date / innue/Qara: 30-01-2024 Sign & Date / Iinrmc/ ara: 30-01-2024 (Sig._n & Date / Ninnwe/[Tara: 30-01-2054




CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

'g.fiﬂ {yug. dolisd

20 (10 oy of manafacturer: india '

o oRI0I, 1O £ par M2 (100 ¥ gaterepl
11 tablet cantains: Cetirisioe ééyda'ach!m‘ida i mg
icrurs penipuay apo 1

Products d tablets 1O mg
Halinters §€p£i'§i§i§~v§§H;}(}f}imECZ lain
ipoaywr LETPHH®, vabuerii, prpr Tl BATBROBOKE !%
{

H

}

iy 7O ers DT

|

—
i’{}mch (Juan
E" HAKOBOX

IAns Date of Analysis / [l Toemia: 27-01-202
[rate of § MiH g

1&*‘«55 stration certificate / ¥ nlimited / sepGmexen ai
U

08.12.201

570 from L
A FUT IAKYSA

Order o }
ackage / Poamip ¥

Cand type of the p 10 tablets i ster; 2 bl

in Ukrainian language /

nto 10 Tabnerox’y gaicrepi, no 2 GaicTepn B waprosuiil
| [ L{Qﬁ!&iﬁﬁik?}SDL?;‘E!EL‘EE.‘:E..X.!S}E‘."}E.‘:!,Sﬂ?w}l ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
! .A\r{i';}:f\g{}mre : Te Jicenses of manufactare and [y, Reddy's Laboratories Lid., FTO - 11
quality control / Hajimenynaunst, appeca ta HOMEP srinensil Survey No. 429, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
pipOGHIICA TR KORTPOXIO sRoeTi: village, Bachupally Mandal, Medchal Malkajgirt Distriet -

500090, Telangana State, India, No §3/RRIAPIOGFIR

H-p Peani’c JinGoparopic Jrn, OTO ~ 1, Hinpnuus N 42p

13, 44p, 45D, 46p, 53, 84, 83 ¢ Bauynani, Bauynani Mo
prepyt Mepuai Masncairipi - 500090, wrrar Tenaurams, Jnjis.
‘[‘:ijggg}_ﬁilv;l’\ggﬁ/RR/Af/‘)6[F/R »

e e T

st 14

U

Microbiological purity
MikpoGionorita HACTOTa
Total  Acrobic Microbial

13,

Less than 10 CFU/ g/

Mene wix 10 KYOir Not more than 500 CFUfg / He Giapue 500

Count (TAMC) / 3arajipha YOy
(ABKICTS acpofumxiless than 10 CFU/g/
Mikpoopradizmis (TAMC) Memne wbr 10 KYOIr
Not more than 50 CF Ulg / He Gupuie 50 KVOIr

Total Yeast and Mold Count
(rymey  / JaranbHa
CiNpKICTE  APDERIGKOBUX !
i MC) {Absent in T g ! Bincyrnis 1r

¢

Absentin 1 g/ Bincyri B Ir
oo s £ ER T ARy

hereby certify that the above information is authentic and accurate. This bateh of product
has been manufactured, including packaging/ Jabelling 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 in the Marketing Authorisation
of the importing country of product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.”

Jlexaapauis 0po ceprudiraniio: “lium 3acBIAYYI0, MO BHIIEBHKIIANSHA irdopManis cupasi i Touna. Ll cepin
nposykry Gyna BUFOTOBICHA, BIUHOHAIOWH ynakoBKY/MapiKyBania Ta HepeBipKy #KOCTI HA BHUIE aragaHoMy caiiTi (ax) ¥
[OBHIH BUNOBLIHOCTI 3 BUMOraMi GMP micuesoro PeryasTopHoi oprany i BLIOBIARO O crieunGikati, 1o MICTATLC
B peecTpaliiiHoMy H0ChE { Toprosif Miuensii kpaiuK-iMopTepa abo 'y BoChe enetpdikarit npomyKTy A AOCAIKYBAHUX
NHKApCHKAX sacobin. JIOXYMEHTH 110 ofpobu, YYAKOBI T aarisy Oysin piepernsnyTi Ta BCTANOBHCHO BINNOBIANICTD

3

GMP”

Declaration of ceptification: ©1

“Remarks: The product confirms to above specifications

pumiviea: Nponyxr pigroninag prne3asnaienii cresmiran v
Tested by / Tecrypas: Document Checked by / TTepenipusi % pjpme and Position /
1. Latha / Quality conirol — Team A. Susmitha / Quality gontrol - Te& L?“ég Iv’s ra Nocana
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/\iﬂ’%/
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Membar
—— £ ;,Mwmz

———

' — ALy,
Sign & Date/ lipmuae/ Jara: 30-01-2024 \Sign & Date / Vlinnuc/ ara: 30-01-2024 1Sign &




JEP)KABHA CJIYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KAIBCBKINA OBJACTI

nipoB. Ceitnuunol Hanii, 3, m.Kuis, 02099, texn/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKiCTH BBE3¢HOr0 B YKpaiHy JiKapcbKoro 3acody

04.04.2024 Ne 6923/24/10

IETPHH®

(HaliMeHyBaHHS JIKapChKOro 3aco0y 3rifiHo 3 peecTpalliffHiM HOCBIIUeHHAM)
TaGaeTKH, BKPUTI NJIiBKOBOIO 060/10HK010, 10 10 Mr o 10 Tadnerok y 6aicrepi; o 2 Giicrepn
Yy KapTOHHii Kopo6ui

(bopma BUmyCcKY, K03yBaHHS, BUX NaKyBaHHA JIiKapchKoro 3acoby)
Howmep peectpauiitnoro noceiguenms UA/6789/02/01 crpox aii peectpaniitnoro noceiguenns 01.01.2099
Cepis nixapcrkoro 3aco6y Ne B2400142 KinbkicTs BBE3EHOTO NiKapchkoro 3acoby 450

Bupo6uuk J-p Penni’c JJaboparopic JItn, ®TO — 11, Inpis

(uaitMenyBaHHs BHpoGHUKA JIKapchKoTo 3acoby, KpalHa MOX0 UKECHHS)

Baesero B Ypainy TosapucTso 3 00MexeHow BixnosinaabHictio " p. Penai'c
JlaGoparopiz", inent. xox: 37560808

(naiiMenysanHs Ta kox 3a €JIPTIOY ioprau4Hoi ocobn abo mpispHIne, iM's, 1o 6aTeKOBI hisuHOT
oco6u - nignpremus, i Micle HPOXUBAHHS Ta peecTpatiiiniil HoMep 067ikoBOT KapTKH MIATHHKA
Hoxarkis abo cepist Ta HOMep IacropTa)

IpoToxon Bizyannnoro kourpomo Bix 23.02.2024 Ne 0186/4.
JlaGopatopHuit aHaNI3 IKOCT] JHKapChKOT0 3aco0y 3MifcHeHNIl:

Jla6oparopis papmakoneitnoro ananizy JIIT "YkpalHcbkuii HayKoBUi hapMakoneHHuil LeHTp
SKOCTI JIiKapchKuX 3acobis" (M. Xapkis, BYl. AcTpoHOMiYHa, 33)

(HaliMeHyBaHHA Ta Micle3HaxoMxeHHs TaGoparopii, 1o nposena 1abopaTopHHit aHaNi3 AKOCTI)

BHCHOBOK OO SKOCTI JiKapchKoro 3acoby, Buaaruii naboparopiero sin 04.04.2024 Ne 251/21924

PesynsTaTi 1aG0paToOpHOro aHasi3y AKOCTI JiKapchKoro 3acoby 3a MepeBipeHUMH NoKasHHKaMK BIINOBINaIOTh
BHMOI'aM METOZIB KOHTPOIIO AKOCTi (aHaNiTHYHO-HOPMAaTHBHOT JOKYMEHTANT).

3a pesynbTaTaMM JEPXKABHOTO KOHTPOJIO BCTaHOBIEHO, IO JHKapchkuit 3aci® BeeseHo B Ykpainy 3

JAOTPUMAHHAM BHMOT 33KOHOJABCTBA 1IO0 sabe3meyeHHs SKOCT] MKapChKHX 3ac00iB.

O EFIRTIO )







JEPJKABHA CIYKFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH y KUIBCBKTIA OBJIACTI

1mpoB. CeiTinynoi Hagnii, 3, M.Kuis, 02099, Ten/Qaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
PO SIKiCTh BBe3eHoro B Yxpainy JikapenKoro 3acoly
15.05.2024 Ne 24595/24/1011
HETPUH®

(HatiMenyBanns NKapcEKoro 3acoby 3rigno 3 peectpauiitnum TocBinueH M)
Tabnerku, BKPHTI IIIIBKOBOKO 000.10HK010, 110 10 M mo 10 Taéaerox y Oaicrepi; 1o 2 Onticrepu
Y KapToHHii Kopo6mi

{dopma Bumycky, AO3YBAHHA, BHA NaKyBaHH NKapchKoro 3acoby)
Howmep peecrpauiitnoro noceixyenns UA/6789/02/01 CTpOK Aif peectpauiiinoro nocsiguenns 01.0] .2099
Cepis nixapcskoro 3acoby Ne B2400142 Kinskicrs Beseroro mikapeskoro 3acoby 171000

BupoGuux H-p Penni’c Jlaboparopic JItn, ©TO - 11, lugis

(nafiMenyBanug BHPOGHHKa JliKapchKoro 3aco0y, kpaina TTOXO/IKEHHS)

Bseseno B Vipainy ToBapucreo 3 o6mexenoro BinoBixaaLHiCTIO "Ip. Peaai'c
JlaGoparopis", izenr. xox: 37560808

(HaliMeHyBaHus Ta koz 3a €ZIPTIOY ropummunol ocobu abo npissuure, im's, o 6aTkKOBI (iznanol
0c061 - mixnpreMuy, if Micye TpOXABAHHA T4 peecTpaiiymii HOMep 0B11iKOBOI KapTKH mmaTHIKa
noxarkis abo cepis ta HOMED I1acriopra)

Iporoxon Bisyansuoro kontpomo Bix 14.05.2024 Ne 1374/1.

3a  pesymeraramu ACPKABHOTO  KOHTpOMIO BCTAHOBIIEHO, WO JiKkapcokHil 3acif BBE3EHO B  Vkpainy 3

AOTPUMAHHSAM suvor 3aKOHOZABCTBA OO 3a6e3MeYEHHS AKOCT MKAPCHKHX 3aC061E.

Ounra CPBOMETIO
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Gt e g

AABOPATOPIS E
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%, 37500808 &







