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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJIRY
L Name of Product Cetrimac GFG2102509 2. { Manufacturer India
(Levocetirizine Country
dihydrochloride, film
.| coated tablets, 5 mg) — — b
Haiimenysauns IeTpumai Date: Hdepxapa-supoGuur | Inain
NpoRYKUit (IeBouernpnsnny an- 20/02/2023
| rixpoxnopuay, Tabrerkn, | JMata:
BKDHTI NNiBKORO 20.02.2023
| 0600HKOW0, 110 5 Mr) . N
3. Registration 4. | Strength/ potency of | § mg
Certificate No the medicinal
. O I product
Homep - UA/16082/01/01 Cuna pii/ akrusnicrs | § mr
peectpalliinoro JikapesKoro 3acofy
MOCBixYeHHS | L | .
5. | Dosage Form Film coated tablets 5 mg 6. | Pack Size No. 30 (10x3) in
| blisters in.a carton
| | | box |
Jikapcoka dopma Tadnerxn, skpuTi naisxoBow obosoHKol0, Posmip i Tun Ne 30 (10x3) y Guic-
ne.3 mr YIIAKOBKH, TePAX'y KApTOuHIif
| YHAKOBLUI
7. | Batch No | 8. | Dateof
| BLH82301B Manufacturing 11/2022
Homep cepit | JATa BupobHiTEa
Batch Size 133 000 Tablets (5100 packs) 9. | Date of Expiry N
Poamip cepii 153 000 Tatnerok (5100 ynaxonox) Hsrra saxinyenma 1072024
_ L TePMiHY npisaTHocti
10. | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Village Theda, PO Lodhimajra, Tehsil Baddi,
District Solan, Himachal Pradesh 174101, India
e L MNB /067/594, MB /07/593
Haiimenysanus, micuesnaxomkenus 1a HOMepH Jigensiif Beix Maxkaeone @apmacsoturanc Jdiviven
| Alrarox no BHPOGHHUTBY | KORTpPO/MIC AKOCTI Binemow Txeaa, IO Joaximaii pa, Texcin Baani,
1 Hdierpier Conan, Ximagan Ipanew, 174101, Iuain
_ MNB /07/5%4, MB /07/593.

11. | GMP Certificates No / Date 007/2023/GMP Valid till 12.08.2024
Ceprudixatu sitnosignocri GMP ans BCIiX AiAAHOK NoO 007/2023/GMP  Tepmin ail 12.08.2024
BupobuunTsy i KOHTpOIO AKOCTI 860 (npH HASIBROCTI) HOMeEpa
nocngans B 6a3i gaunx Eudra GMP

12. | Result of Analysis/ PesynabraTn Hposefesna anaisy,

Sr. | Tests ‘Specifications Results

No. | Noraszuuky Cneundixanis PeayasTaTn

Ne |

T/ | |

1. DESCRIPTION White, oval, biconvex, film-coated
tablet debossed with “M 17" on one.|
side and scored on both sides.

LN ¥ Phone :91-22-6676-2800 Works
v obsh vatlis ¥ Fax : 91-22-29256599 Yillage Theda, P.O. Lodhimajra:
;21 Andheri-Kurla Road, Email s customercare@macleodspharmacom  Tehsil Baddi, Distt. Solan
i f s PAlumbaid00 059, India. ‘Website: www.macleodspharmacon (H.P.) 174101, India.
| CIN  : U24239MHI9B9PLCO52049 Phone; 01795-236137,38
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"Onuc ABoonywii TabaeTkn oBaNLHOT dopmu, BxpuTi | Asoonyxni  tabaeTkn  OBANBHOY
MIiBK0BOI0 060N0HKOI0 Bix Gioro Mo mafixe dopmu, BKPHTI TIBICOBO1O
| 6inoro komwopy, 3 TucHeHEHEM M / aAinin | oGonoukoio  Giaoro KOJlkOpy, 3
‘po3aomy / 17 na oguomy Goni i ninicio po3oMy | TucHernam M / sinis posznomy / 17 na
‘Ha iniomy Goul, ‘oanoMy Ooui i simicio possomy ma
| : e | | inumomy Goui,
2. | IDENTIFICATION Levocetirizine dihydrochloride
A. The UV absorption spectra of sample and | Complice
standard preparation should be concordant |
B. The retention time of the Levocetiri-zine Complice
peak In the chromatogram of the sample
preparation should correspond to that of the
Levocetirizine peak in the chromatogram of
the standard preparation as obtained in the
. - | assay.
laentudikanin JleBouerupuinny AHTIAPOXAOPHA
Al Y®-cnexrpn sUnpofyBaHoero i | Bianosigae
LTAHAAPTHOrO POIUHHIB MOBUHHI 36iraTHEeR, | |
{ b. Yac yrpumysanns nixy JeBOUETHPH-3UHY | Bianosinac
AMTigzpoxnopuay HA XpomarorpamMax |
BHNPOGyBanOro | crangapriore pos-yumis,
{ OTpUMAaHHX B Xxoai xinbxicHoro BH3Havenns
L | noBunBo 36iraTHCS. | )
3 DISSOLUTION | Not less than 80 % (Q) of the labeled amount 1)952) 103 3)95
’ of Levocetirizine dihydrochloride in 30 min. 4Y97 5) 97 6)98
Pozunnennn He wmenme 80 9% (Q) nesouerupazuny ! 1) 952) 103 3)95
AMriapoxaopuny Bin 3ansneHol Kiabkocri 3a 30 4)97 5) 97 6)98
- XB, '
4 UNIFORMITY QF Acceptance value for 10 units (AV)<15,0 1) 103 2) 103 3)102 4) 102
1" | DOSAGE UNITS 5)102 6) 103 7) 101 8) 100
| 9)99 103 102
Min: 99; Max: 103; Mean: 101.73
AV: 3.0
- Not applicable
Acceptance value for 30 units (AV) < 15,0 and
no unit is not less than 9,75 M and not more
- e oo .. | than 1,25 M _ N e
Oanopianicrs pozosannx Hpuiimaneue sucno ana 10 oauenns (AV) < 1)103 2) 103 3)102 4) 102
ONMHHE 15,0 5)102 6)103 7) 101 8) 100
9)99 10) 102
| Min: 99; Maxc: 103;
;;{;m ey Cepeane: 101,73 AV: 3,0
AT N
. o 6% e Ipu#imansié diicio gns 30 OOMRALL (AV) < | He3aeTocoByerhesn
| g o eyl 1‘%*' 15,0 Ta moana oqrHMuR He MeHILe Hix 0,75 M
[ 3 gt 24t Ta He binwure mismk 1,25 M
s, LA™ %N & At Release:
3718 o -~ Impurity G — Not more than 0,5 % 0.05 %
";tﬁi y @p? ~ N- oxide impurity — Not more than 0.5 % 0,01 %
'ﬁgfob?g mﬂﬁa‘g& - Cetirizine lactose ester —.-Not more than
%‘gg—ﬁ‘ﬂ*’ | 0,5 % L o )
A oy ipknown ipdividual impuirity — Not | 0.10.%%
: _ - '= - INan E - -~
S O ME" Yy e
MACLEODS Regd. Of é OAPTsrirr . | Phone 191-22-6676.2800 Works
PHARMACEUTICALS. Atlanta Al _,, LRI - ;7 Fax 1912229256509 Village Theda, P.O., Lodhimajia
LIMITED Nwrl;eela ARG Rosd, Fmail : customercare@macleodsphanmacom  Tehsil Baddi, Dt Sufan
Andheri (Eaky Mjimbai 400 059, Fdia.  Website: www.macleodspharma.com (H.P,) 174101, India.
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T- Total impurities — Not mure.than L0

%
Within the expiration date;

- Impurity G — Not more than 0,5 %

- N- oxide impurity — Not more than 0,5 %

- Cetirizine lactose ester — Not more than
0,5 %

‘more than 8,3 % N
- Total impurities — Not more than 1,0 %

0.062 %

- Any unknown individual impurity — Not
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ST

0.31 %

[ Cynyrai gomi

HIKH

Iipu sunycxy:

Aomiwka G - ue Gianme 0,5%

N-oxcup aomimka — ne Ginpme 0,5 %

Lletnpusnn aaxrosu edip — we Ginpme 0,5 %
Bynn-axol neinenrudikosanof pomimku
— Ke Giabue 0,3 %

- CyMma pomimok — we Sinnire 1,0 %
Hanpurinyl mepminy npuoamnocmi;
Homimxa G - ne Giavme 0,5%

N-oxcua zomiwka — e finbue 0,5 % o
Hetupnsnn naxrozu edip — we 6insme 0,5 %

| byas-sikoY Heinenrudikosanol AOMIIKH
1. —ue Sibme 0,3 %
| Cyma aoMimox — ge Oinibme 1,0 %

0,05 %
0,01 %

3,10 %

0.31 %

6. TASSAY

At Release:

From 4,75 mg te 525 mg Levocetirizine
dihydrochloride per tablet (95,0 % -105,0 %
- from label claim),

Within the expiration date;
From 4,5 mg to 55 mg Levocetirizine

“dihydrochloride per tablet (90,0 % - 110,0 %
1 from label claim). |

3.00 mg
100.1 %%

Kinokiche susnavenns

- dTpu sunycky:
Bia. 4,75 Mr a0 525 wmr JIEBOUCTRPHINHY

{ Auriapoxyopuay y rabaerni ( 95.0 % -

- 105.0 % Bin 3asBnenol kiankocri).
Hanpuxinyi mepminy npudamnocmi:

_ABTIApoXjtopuay y Ttabaerui ( 90,0 % - 105.0

| % bin 3aABareHol KitbKocTi).

Bin 45 mMr a0 55 wmr nEnoueTan:mH'y'.

5,00 mr
1001 %

7. | IDENTIFICATION

“Titanium dioxide.
A yellow color should develop on addition of
_hydrogen peroxide 3% {w/v)

Inentndivanin

Tuarany auoxcup,

1lonBa xoBTOro 3abapsneuns NnpH A0JaBAHHI.
1 3% (m /06) po3unuy Boguso. nepoKcHay. |

Not more than 8,0 % (w/w)

Brpara B mac

BHCYINYBAHHI

|8 | LOSS ON DRYING

i npu

He 6inbwe 8,0 % (M/m)

9. MICROBIOLOGICAL

“In the preparation is sllowed:

PURITY « Total aerobic microbial count (TAMC) - Not
nior than 10° CFU/ g;
- Total bined id d. YMC) —
otal combine zmo 5 nm )
HeHililo- dd it of | Absent
MACLEODS Regd. O Works
PHARMACEUTICALS Afianta Village Theda, P.O. Lodhimajra

LIMITED
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" CIN  : U24239MHI989PLO052049

i R

(H.P) 174101, India.
Phone; 01793236137, 38




MACLEOD)
AR ETTTE T,

d',.u-'g'_ "

MixpoGiosoriuna B npenapari fonyckaersen:

YHCTOTA -3aransHa  giankicrs  aepobunx miKpoop-
rauizmis (TAMC) - ue 6inprue 10° KYO/r;

" JAranbHa  KiAbKiCTE  apbwameBnx  Ta | He Simure 100 KYO/r
maicHeBHX rpubis (TYMC) — ne Giabie 10°

1 KYO/m, | -
He nponyckaernes Escherichia coli Y 1 r | He6Giasme 100 KYO/r
. e npenapary. ‘ Bifcyrui
I Comments (if any) | - N
3. - .
Koaenrapi (n PH HAABHOCTI), -

™I hereby certify that the above informatien is true and accurate, This serjes of products have
been produced (including packaging / labeling) and conducted quality control on the sbove |
mentioned stations in full compliance with the requirements of GMP, set by the local regulatory
Application for Certification authority, and in accordance with the specifications contained in the registration dossier or trade
license of the country of the manufacturer or importing country if the products imported or file
specifications in preparation for the investigational product. Minmutes of production, packaging
| L and testing were reviewed and the correspondence GMPy. | __ )
4, 3aana npe ceprHdrikaniro, «lInm R NiATREPIKYIO, 10 HaBeAeHa Bie ingopmanin ¢ AocToBipHot | Tounocw. Liw cepin
| npoaykuit 6yno supobaeno (BKNIOuAKMY ynakopry / MapKYBanug) i nposeieHo Konrpoas 1t
AKOCTI HA BHINE 3a3Ha9en T ainanui B nosrill Biznosianocti 3 BumMoramu GMP, scranosaenis-may
{ MicHeBIM peryastopuus OpTanoMm, A TAKOK y BiINOBIAHOCTE 3j crenudikanianu, mo Mic-TaTnes
B pecerpaunilisomy goche abo peccrpauiliwomy noceiauenwi KpalHa-sapoGRIKR abo kpatun- |
imroprepa, swuo npoayxuis iMnoproeama, un B aocne eneumpivauill ma npenapar pns
ROCTIKYRRKOTO nilcapcmum_::acn'ﬁy. Hporoxoenn BHpoGunursa, YNAKOBKH Ta auanizis 6yno
TEPETARHYTO | BETAHOBACHD BiANORIZRICTE GMP »,

I5. | Name and position / title of the person issuing the permit issue series /
IlpisBime Ta wocana / 3BAHHA 0cobH, AKa BHAANA AO3BIiN HA BRI MycK cepil.

Prepared by/Miarorosneno Checked by/Tlepesipeno Approved QyBﬁTBepameuﬂ
H01321¢0 H006560 HO017560
Shauvindra Singh Zakir Hussain | ) Nitin Singh
20.02.2023 18:02:11 21.02,2023 11:09:10 21,02.2023 14:20:05

This is electronically generated report, hence signature is not required,
Cepradirar srenepopano ABTOMATHYHO TA NiANHC He noTpiGuuii.

CaWERRO, W

. N v j":;.;:\‘ i —/—-3
A - . RN J
i - N!}.’ VL ‘"a o
y ";' .

“MAK: =t L
‘I’JU};{A{;{;:{: *' S ”
Midoe———————Ne\wgg P T
MACLEODS Regd. Office: N\ \ B%584105 " Phonie ;912266762800 Works
PHARMACEUTICALS Atlanta Arcade.ChN hi B e Fax 1912229256509 Village Theda, .0, Lodbimajra
LIMITED Near Leela Hotel, Andhéri-Iags Boadt™ Email  eustomercare@macleodspharmacom  Tehsil Baddi, Distt, Solar
Andheri (East), Mumbat-400 059, India, Website: www.macleodspharma.com (H.P) 174101, Indix.
CIN  : U24239MHI989PL052049 Phone: 01795236137, 38




