AEPYABHA CJIVIKBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUHKAMM y m. KHCBI

npos. Hagii Ceitanusot, 3, 02099, reg, {044) 295.26.85
E-mail: dis.kytvi@dls.gov.ua, Koa CHAPIIOY 37079055

BUCHOBOK
npo AKicTL BBezeHoro p Ykpainy xikapcenkoro 3acofy

30.07.2024 Ne 38856/24/26

HETJIO®

{naliMcuypasHs FIREPELKOIO 3aC06Y 3riAu0 1 peecTpauifinim HOCBIZYSH AN )
Tabxerkn, srpuari mABKOBOIO 060I0HK0I0, 110 5 Mr 110 10 Tabacromr y Omierepi; no 3 Duicrepi
Y Raprouuiil nauni

(dopma Bunycky, ao3ysamis, sua TaRYBAHI AIRAPCHKROO 3ac06y)

Homep peectpaniitsoro nocsiguenm UA/16] THO1/01 evpox nit peecTpaitifinoro nocsizvenns HeoGMene L

Cepia nixkapcbroro sacofy Ne EFX2400981 Kimexiots Bsesenoro nixapenkore zacoby 9135
BupoGrnk Ereprospren JTaiid Cacnens Himites, Tunis

(nalimcryBanHg BAPOSHITKA FIKAPCHEOTO sacely, kpaina noxomxens)

Brescno 5 Vipainy Torapuerso 3 obmemenon BixnosinaanuicTio "OPTAHOCIH JEIn,
iaenr. won: 24377666

(Hafimenysuma 1z ko g CAPTIOY wpriso! acodu abo upisunie, iv', 0o farnikos Ginenieey
0cobu - IHANpUeM A, T Micle HPOMKBAHKS Ta peceTpauiinmii HOMED O0ATKOBOT KAPTKH rumTimixs
N0 LATKIB 00 cepis ta Hosep aciIopTa) ”
Hpovoxoa sisyaneuoro courposo sip 10.07.2024 Ne 2310/7.

Haboparopunii auaiaz sxoeti Aikaperxore sacely saitichenuis:

JaGoparopis 3 konrpomo sxocri AiKapehkux zacobis TOR "HOBPOBYT-IIIKUJIAB" (». Kuig,
By11. Hosropou-Cisepernka, 6vn.3, nexutnosl npuMimenns 92)

(HAMMERYBAHHS T2 Micue3HENOEreI suBopirropil, o nposea AaGopaTOpHRi ananiz BKOUTE)

Buchosok mono skocti gikapeskoro sacoBy, sruanwit nadoparopieio ein 29.07.2024 No 1139-24

Pesynpratu naboparoprore ananizy sxkocti JHKAPCHROro 3aco0y ga HEPEBIDEHHMY IOKA3HHKAMY BiTTOBIAIO ]
BHMOTaM METOIE KOHTPOII) AKOCT] (ananitirio-HopmMariaiol poxymerranii),

3a  pesyaeTarams BSpcaBnOr0  KOHTPOIID BCTAHOBIIEHG, WO  Mikaporkui c’}6/ Brecno & Vepainy 4

iy
ROTPHMAHHAM sumor HKONOUABCTEA WOAO 3a0e30CYCHIA RKOCT] JHKAPCHLIHX 12
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wiAny ’_g@

Hauanpanx

Muxona XOJIOJAEHKO
{rmocaacra SR -}\e Y i T s

wofD pI} - {reizmc) (iriegany va apisminig)

5% olr, fu LA
K\\ N éﬂ@‘ﬁg/cmeﬂsén




P
e § §
SRV

UETAO® 226 nersn, anpm| nfo, no 5 ur Ne 50

Prottuct name / Hasea npogyii: |

Pharmaceutical form / livapceia dropma:

CETLO® | UETNO®

capin ¢ EFX2460981

CERTIFICATE OF ANALYSIS

CEPTHONAT AHARIGy M 21CP24100333

Strengthipotency / Guna gilanmsHicrs:

Type and size of packaging / Bug | poswip ynakoem]

Active substances / Bl pevooiin E

. Bmg (wr)

flm-coated tablets f Tabnetiv, skpw} maiskaacio SBONOHKE

0 tabnevor y Bricrep: ng 3 GnicTep y kapromnii nawy.

13 tablets i bliser. 3 blisters Tn a cardboard pack / 1o 1

1 film-coated tablet centain: Levacetirizine Dihydrochloride 5 mg
1 TabneTa, Bxpata nnlekoeoi OB0ngHor, WiCTHTS: flesoueTHp KKy Auiapoing

Manufacturer f BupoBrmk: L

Addrass / Afpeca:

Registration certificate / Peecrayiiine noceiguers;

Epvienna [Ew). MaxabySrara, Teranrars, IH-503 301, g

|

Plot No: $-8, 59, 13 & S14/P TSIIC, Pharma SEZ. Green indusial Park, Pelepally V), Jadcheria (M), i
I

r

]

Mahabubnager, Telangana, IN - 508 301, India
(81},

not he Ee-8, £¢-9, Ec-13/Mira Ec- 14/ T Ec AR Alf Ci, dapma o | Jor, 1) pin IWgacTpian Mapx, Nonenanni

UAMB177/01101

License No_ / Nugenain Ne: 1_1_91MNIAP.'2614.’FIG o i

Sakh Ne / Cepin e |

Date of manufacture / fata 81pobHrLTea

TES{

EFX24000B4
0512024 Expiry date / Tepsin npuaamocri

‘ A;:ceptable crité;éa {at releaséj

PeaynuTar

| HalmeHysauns roxamrg

Description 7 Opmc

anl

Whils to off-white. oval, hiconvex, im coated tablets,
Bin maike Binoro A9 Binore konsopy,

Kpstrepd npwivsraoet {wa BUIYCK)

0Bankki, apcorykr Tabnetier, BRPITI Complies {Bignosigac)

IBK0B0I SBoRsHKOK,

T
: Th

[ By HRLC / BEPX

|
!l__w
By UV /Y9 - oo - HOTOMeTDIA

N S
|

: Enantioreer purity by HPLG

| Uncrora enavriomeny Ya

10

! shauld comrespond to that in
i inthe eAssays by HPLG

: Mac YIPAMYBAHHA OCHGBHOND MKy Ha XPOMaTOIpami BMipouSoBysaHore DO3IHY Mag
BIFOBIAGTY VALY yTpUMYaSHHS OSHOBHOTO niky He XpoMaTorpami CTEHABDTHOD
[ pOsIuEy, OTpHMaHiA B TeT «KinbticHe BraHayer sy maTofom BEPX

: Th;gb!uﬁdn éﬁot}fdugé'gﬁéi::.é.-ahscrpﬁcn maxinta at 231 « 2 nm.
| Posunk mae AEWMCHCTDYSATY Makcityn aBeopBUiT 3a AoBXwHK XBUNI 23122 Hm

should comespond & hat in the chromatogram of the standard solution, as oblained
in the test of S (1)

& retention fime of the

major peak in the chromatogram of the sample solution r

the chromatogram of the standard solutien, as obtained
Cemplies (Bianoainae)

23190 am (uw)

¢ retentlen time of the major peak in the shromatogram of the sample solution |

enantiomar content by HPLC.

. . : Compliss {Rianosiga
C Y TRUAMYBEHES GCHOBHEIO Niky Ha ApoHaTerpam sunpotobyBanony poamsy mae | ompis (Bizsosinac)

slgnosigaty vacy YTPHRGBAHHA OCHOBHOIO fiiky Ha XpomMaTorpamt cTaRaapTHo |
POilHY, OTRMMAHIA 8 TecTi «Baict S {-) eHanTioMepy, :

25 g (ur) £ 1% (8.4 g ) - 106 5 mg () 053 mgpm

[ . —
| Average mass / Cepeans maca

! Uniformity of mass

i Ofropigticns macy

* Not more than 2 tablets in 20 deviale from e average by more than 7.5% and K
none deviate from the ;

average by mose than 15%.

/ Widﬁ-ﬁ I'u};puua

! Wa!erCoﬁ%en'tbe‘EP; fBMIc;ﬁo,qn ' Mo

_f
£

. He bincwe ki 23 20 iHAvaiay AR mag MOKYTH maty sifxungHin 7.5 %, i +§?é %

! KOEMA IHMBAYaNbHA HBCA HE NoBMHHS MaTk sinxanedis Sikie Hix 15 9% aia ’

| CepenHLal MacH i o

| Hot more than 10 min. / Ha Sinbiwe 15 xa, 0242 min(x

1 3.20 mm (wm) 2 0.90 mm {(wa) (2.90 mm (mad} - 3.50 mmn (wm}) 344 m (v

L8002 mm (um 81w ()
45202mm (mn) 45 mm fam}

tmore than 8:0";6m.fm { F-f.emﬁilrnbme 8,05’“&.% o 48 %;fm(WM)

; i Na
. Dissolation 7 Pozsinerma ! He
i

I

CETLO®, film<oated tablata § rogt Ne 3

+ dissolved in 30 minulas

TEPedTH Y POSIHH Yepes 30 Keurmy

is

t less than 80% of the fabeled am;a—:

0,
ueHwe 80% sig HomiHanskol MnekosT REBOUETARMIMHY LTiRNOXNCDKAY Mae 104 %

- N.m__._.gfm_;{_ﬂ;im_e -

batch Ne EFX2400081 Toffs 2

Office : GV Chambers, 7-2-C& & C8/2,1.E, Sanathnagar, Hyderabad - 500 018, Telangana, India, www.evertogen.com, CIN No, U24233TG2013F LCO85349

Factory : Plot No: §-8, 5.9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepatty {v}, Jadcherla (

M], Mahabubnagar, IN - 500 301, Telangana, India.




UETRO® 1aBisram, 2T NS, 0o 5 ur Me

ta

T Hhe sceptangs of the first 16
! the Acceptance valug &5 greater tha

N 15.0%, test next 20 tablets and cafculates the |

biets should be fess than or aquai to 15,00, 7 7

i acceptance vaiue. The final acteplanne value of the 30 tablets should be less ian f
* orequal o 15.0% and no individual content of the dosage enit shouid be less than : :
P \ {1-25x0.01) Mor not more than (1+25:0.01 ) M
¢ Uniformity of dosage unifs : . . o | 88
| ORHODIBHICTR SOBORIHIAX o VAL ¢ TpiimaneHe Yuoro 4na nepiis 16 TaBnetox wes Gy MeHite abu piene 15.6%. | .
| ’ ;o npuRMansHe wicno Bingse 16.0%, ernpoSosyiom HaetyH 20 tabnaror |
: CBNMCTION TS NDUIANATLHE WCHD: Kiriieae npuimansHe wncno, prpaxonaus fa 30
H n
i Tabnevok Mac By memwe afip piene 15.0% i :
Bo3ceakin oAkl Mae Byti He menwe { |
} ] 0.091M ) i i
e e oo et e o e
ces f Cynporiani pedositn

imaurity G ﬂ,OMJl;jKaG

; Any individual unspecified Ity )
. Byab-aka oxpena HeifeHmMiKoBaHa qomiuka

1 Nat mo

i Tolal impurifies | Cyma Bomiwok J Not mofe tha

. Assay f KinbdicHs evsiadenss

1 475 mghab~
| 4T85 mrival-5.25 wl‘rgﬁ {§5.0-10;

| Levocelisizing Dibydrochioride

i ﬂaaoqempmhw AuAApoxTopug

| Iderilcation of Titanium Gioxide
laetTadiraus rurany Hiowcupy

[ An trange-red coEaJsAhould e

| ot more than 0.15% ¢ He Girsue 0,152
ot more than §.45% ¢ He Binuie 0.15%

e than 0.15% / He Ginbwe 6.45% i

.25 mgfiab. (95.0-105.0% of label claim)

5.0% 8ia 3aApnenol HiNbHOCTT

produced with hydrogen peroxide solution
¢ Torea oparkeno-uepaororp 3a0apB/ieHIA 8 POSHKHOM B0AHIO nepesciay

f Not detected {He aunane.Ho}

I
f
|
i

&1 mohab (mrirad)

Compfies (Bianosigae)

i Microbial test / MixpuSionoriung sugrosa i
J The {otal agrobic microbial count {TAMC} / 3aranene wneno MTTEaTHIK 3ep0BHix Mikpoopeaistie T ANE)
U I it e —— e et
! Not more than 10° CFUIY / He Giniwe 107 KyYOir ; <10 CFUp (Kyoir
! The tolal combined yeasismould count (TYWC) / 3aranbhe wieno APPRIAOBIIX T2 NTCHARAY rPUia (TYMC}
_5 Netmore than 102 CFUlg / He Sinswe 102 Kyoir <10 CFU/g (KvOrr}
: Escherichia col Should be shsent i 1 g / He gonyokaeTacs Hane: Absent (Bigcyni)
) {-) Enantiomer [ BuicT § (-) enamriomepy Natmore than 15% / He Sinbwe 1.5% ot detected {Ha missneno)
CONCLUSION / BUCHOBOK
The tests are performed in acordance with MOC of the marufasiurer fhat appraved by MoH of Usiraine,
n the opinion of ihe undersigned the sarmpie referred to above is of standarg Qualify is dafined in the MOC,
| hareby certify hat lhe above information is authendic and ancyrale., This bateh of produst has been mantfactured, including packagingAabeling and quality conircd at the abous-
mentioned sile In Ll compliance with e GMP requirements of the local Regulatory Aulrodly and with fhe specifcation avallable in regisiation dessier The batch processing,
packaging and anaiysis records were reviewed - found to be n compliance with GiP.
Brmnpobyparun posesen] Anmeian0 fo MKA srpobimea, 40 sateepfieen nakador: MOR Yipaia,
3o sucHosry HAKBRIAMTACIHOM0, BHLLEERATGHE 3pa30K MEE CTAHSEDTHI OKaIHuARY SIKOCT], nepeabauent MKS,
Lne 51 saceinuys, WO HESBEHS BylLe iNpOopMaLs ¢ RCCTOIDHO0 T2 o400, o ceplie npogyLii Byro supobneno {BRIHMEIMT TBKYBBHKRMApKYBakNA) Ta KORYPORS T AN0CTT Ha
BHUIEIAIMRHI EMDOGHAUH RinbHi: TBOBSLER) ¥ noeHi BlgrosiarocT! 3 eusoram GMP, Beranosnesmmm MICLRRIM PErYRRTODHIN ORTaRoM, 8 TaKoH BiAIoBiHe co CIRUMDIKALE,
10 MicTaTECH B PeecTpaniinony focve. NpoTokony BUPOCHAT B3, NEKYDANHA T anaiT e BN nepeNARYT! - BCTaHOBREND BiaroaigiicTe GUP X

Person, authorizing the “hatch réi‘é?smewfﬁ ob:

Blanosiganiya 98 mwyes Gepi

G. Srinivasa Rao i Manager QA ]
e A :
fame ¢ Mpisae | Positon 7 Tiocaaa
CETLO®, fim<costad tabtets 5 mg Ke3p bateh ke EFX2400681

Office : GV Chambers, 7-2-C8 & £a8/

Factory : Plot No: 5-8, 53-8, 5-13/P & 5-14/P TSI, Pharma 5EZ, Green Industria}

2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, }
Park, Polepaily [v)

| 13-05-203

3la of oralie 7 fima

Signature / igeg

Zofa2

ndia, www.evertogen.com, T No. U24233TGR013PLC085340

, ladcherta (M), Mahabubnagar, IN - 509 301, Telangana, India.




