“J

il CLEGDN
NN

CERTIFICATE OF ANALYSIS

CEPTH®GIKAT AHAJIZY

India

L. | Name of Product Zithrox A.R. No,: 2. | Manufacturer
azithremycin dihydrate equi- FP-0108/24 Country
valent azithromycin - 500 m _
Haitmenypanng 3nTpoke Date: HAepasa-
npoayenii ASHTPOMIiLIIY anrigpary cesi- | 11/07/2024 BHPOGHLK
BRICHTHO asuTpomiutuy 500 ar Hara:
_ 11.07,2024 o
3. | Registration 4. ] Strength/potency of
Certificate No the medicinal
: rwroduct
! Hoatep peeerpa- UA/3160/01/02 Cuna aii /axrirs- 500 mr
’ uiifnoro nocpin- HicTh Aikapenkore
HEHEs 3acody
1{_}. - Dosage Form Film coated tablets S00 mg 6. | Pack Size No.3 3x1)in stn_p—%J
; _ ) e _|_in carton box ]
! Jdikapenia Tadnerrn, nrpuri elonoukota, no 500 mr Posmip i Tin Ne3 (3xD) y erpunis |
[ thopma YIAROBKI, | kaprouuifi ynakosgi |
I Batch No 8. | Date of
! 142411694 Manufacturin 06/2024
Hoaep cepii Aara supodunnrnn o |
f Batch Size 200000 Tablets (66 666 acks) 9. | Date of Expiry i
| Posmip cepii 200000 Tagaeros (66 666 YuaKROBOIK) ﬂara.'sawmqezmn ' 05/2027 i
] Fepainny apiaaTiocTi
P 10,1 Name, address and license numbers of Mfg unijt Macleods Pharmaceuticals Limited
Village Theda, PO Lodhimajea, Tehsii Baddi,

Hafisenynauns, MicuesHaXowkeHnn T4 HOMEDN Giwensii Beix

RMSIHOK o EHpobHITNTRY | KOHTDOAD TKoeTi

| GMP Certificates No / Date
Cepradirata Bianosignocri GMP gy BCIX Aifsiiok no
BHRpOdIIITRY | RONTpOULIO uikoeTi 60 (npa HAsIBIHOCTI) tomepa
HoCimnk B 6a3i ganux Eudra GMP

DESCRIPTION

side and plain on other side.

District Solan,

India. (Block No.1)

MNB /07 /511, MB /07 /512
Maxaeone ®ap
Txena,
Aicrpikr Cosan, Ximay

huin. (Baok Net)

VMINB /07 /511, MB /67 /512
007/2023/GMP
007/2023/GMP Tepmin nif

White, capsule shaped, biconv
coated tablets having breakiine

ex, film | White, capsule shaped,
on one

film coate
breakline on
other side,

MACLWTHRANC HimiTey
1O Jlogxivaiipa,
at fNpagens - 174101,

Valid till

Himacha! Pradesh - 37419],“

|
e

Texcin Lanai,

12.08.2024

S— -—
[ 12.] Result of Anal AT NPOBCHEHHs apanizy, . e
ll g Specifications ) Resuits

] Creundiranin Pesysmurarn

|

hiconvex, |
d  tablets having
one side and piain on

p

MACLEODS Regd, Office : Phone : 91-22.6676-2800 orks
PHARMACEUTICALS Adlanta Arcade, Church Road, Fax 1912229256599 2" Village Theda, P.O. Lodhima jia
LIMITED Near Leela otel, Andhed-Kuria Road, Email : customeren r@macleodspharnmacom  Tehsil Buddi, Distt, Solan

Andheri (East}, Mumbai-d0 059, Indlia,
CiN

Website; www.macleodspharma.com
+ U24239NTHIISOPLCOS2040

(HP) 1741

1, Trulia.

Phone: 11795236137, 38
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O]

[ Onue Bini, Awoonysi Tadnerkn | Bini, ABOOIIYK it TabieTiu ’
Kancynosianod dbopm, BKPIT] | Kancyaorianoy hopyu,  prpuri |
obonoukow, 3 aiuicro po3aosy  wa | obosonkoio, 3 aipien Po3aoMy na
OUHOMY Gouti Ta Fhaaaki 3 imoro, oaromy Goui Ta ruaaki 3 inuoro, _

2, IDENTIFICATION For Azithromyein.
The retention time of the Azithremycin | Com plies
peal in the ch romatogram of sample
prepara-tion shonld correspond to that
of the Azithromycin peak in the
chromatogram of standard preparation
as obtained in the test ‘Assay’,

! Titanivm dioxide,

Yellowish orange colour shouid develop Complies
on addition of 30% wiv tydrogen

r ._peroxide solution, )

Inenrudixcauin AsuTposinm,
Hae yrpumysanus HiKy asuTpoMiumny | Bixnosigac
Ha XpomaTerpamax sinpodysanoro |
CTANAAPTRONO PO3YNHIB, OTPUMANNYX B

' xomi ximeicicHoro Birsnaven s

I NMOBHKCH 3hiraTHeA,

Turany nioxcun,
llostsa swoBTO-0patskenoro 3adapn- Bianosinae
N NP gopaBanni 30% (vaca /

J 08'em) posunny Boamo ne OKCILLY. i N

i 3. Loss on drying Not more than 8.0 %, (w/w) 3.2 %

! Brparta B aaci nph He Ginnwe 8,0 %, (m/m) 3,2 %

| BUCYIIYBauifi e

! UNIFORMITY OF Meets to requirements

DOSAGE UNITS .

| Onnopianiers nozosamix Binnosinac enmoram o T

! OUHHUL ' ~ § ‘
Not less than 75 o {Q) 45 min, 1100 2) 100 3) 98

I 4y 100 5) 100 ) 98 _

Posunnenns He menwe 75% (Q) 3a 45 xa. D00 2y100 3) o8
; HI100 5100 6) 98
6. Related substances Azithromyein 3'-N-oxide- Not more Not detected ]

! than L0 %
3'—(N,N-Didemethyl)-S‘—Nuformyl- Below Limit of Quantitation

I azithromycin - Not more than L0 %
3'-(N,N-Didemethyl)azithromycin Not detected

i (amiuoazithramycin) - Not more than

5 0,5 %

| Desosaminylazith romycin- Not more 0.06 %

i than 0,5 v,

‘ Azithromycin related compound F- Not Below Limit of Quantitatian

; more than 1.0%

] 3'-»N—Demethy]azithromycin— Not mare | Below Limit of Quantitation

| than 0,7 %, A

! 3'—De(Dimcthylamino)—S -oxoazithro- Not detec -

L1 3 ] mycin - Not more than 1.0 % 1 /l_71‘-21f/ — o

MACLEODS Regd. Office s

PHARMACEUTICALS Aq

LIMITED

Phone :91-22-6676:2800 L// Works

anta Areade, Cliurch Rouwd, Fax 1912229256599

Village Theda, P.O, Lodhimajia

Near Lecia Hotel, Andheri-Kinda Road, Email *eustomereare@nmcleodspharmacom Tehsil Badddi, Distt, Solan
Andheri (East), Mumbai<i) 059, lndin. . Website: www.maclkodspharma.com

CIN 1 U24239ME989PLCOS 2049

(ELP.} 174101, India,
Phone: 01795236137, 38
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Any other unspecified impurity- Not 0.11 %
more than (,2 %
Total impurities- Not more than 5,0 % 0.17 %

Cynyrui nominren

7. Residual solvents

3amnmroesa KinukicTs
opragivnax posunu-pnKin

Kinsxicne BM3AYCHUS]

MICROBIOLOGICAL
PURITY

Mixpofionoritna ymerora

Comments (if any)

|
II 13. Komenrapi (npy
i HARBHOCTI),

Asurpomiwim 3°-N-oxcna — e Sinpire
1,0 %

3°-(N, N-Nsnemernn)-3 ‘N-popmin-
asurpomiumil - ne Sinsime 1,0 %
3’—(N,N-iluﬂemeﬂi.rr)am'rpomim-m
(a.\liuoaaurpomiuml) — e Hinbure 0,5 9%
,£le3033miniﬂaanrpomiuun ~He Giasmwe
0,5%

AsuTpomiunmna gomimga F — e 6innme
L0 %

3’-N—Ilenersma:;:l?po.wiuml —He
Sineuie 0,7 %
3’-L[e(,l{:meﬂmamuﬂo)-?:‘—mcco—
BUTpOMIUNE — 1e Ghiaslie 1,0 %)
liansigyaneuoy feBiaomMol momimcn —
He Gisnnme 0,2 %

Cyma pomimox — ne Gisnme 5,0 %

He sussaenc

Huxue aewi kinnkicroro
BHIHAYEHHA
He susisaeng

0,06 %
Husue mewi kinsricnoro
BH3IHAYCHHT
Hike pmeswi KignRicHOrn

BH3HAYEHH
He Bunpaeno

0,11 %

0,17 %

Isopropyl alcohol - Nof more than
SG00 ppm

Dichloromethane - Not more than
300 ppm

Caupr izonponnnosuii — ne dinbure
5000 ppm

| uxnopmeran — ne Sinnme 500 ppm

1232 ppm

79 ppm

1233 ppm

79 ppm

From 475.0 to 525.0 mg of azithromyein
dihydrate, based on azith romyein {95,0-

105,00 % of the declared amoung),

Bia 475,0 no 525,0 mr asurpominnny
auriapary y AepepaxyBauui ua
anrrpostinin (95,0-105,0 % pin
JAHBIeHOY KinbrocTi),

503.79 mg/tab
100.8 %

503,79 mritad
160,8 %

The total number of aerabic micro-
organisms {TAMC) - not more than
10° CFU /g

Total number of yeast and molds
(TYMC) - not more than 10* CFU/ g,
Not allowed Escherichin coii inlg

Less than 16 CFU/ g

Less than 10 CFU/ g

Absent

3aransne uncno aepobHux MiK‘?DDpl‘a-
Hizmie (TAMC) - e binswe 107 KYO/r;
3araasne yneny APBEIReRHX Ta nuie-
Hesux rpudis (TYMC) - ne ianme

1 KYO/T,

He nonyexaervnes Escherichia cefi ¥ 1r

npenapary.

He Ginnme 10§ KYO/r

He dinbme 10 KYO/r

Bigcyrui

.
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MACLEODS Repdl. Office : Phone :91-22.6676-2800
PHARMACEUTICALS Atlanta Arcade, Church Road, Fax 1912229256599
LIMITED Near Lecla Hotel, Andhers-Kurk Road, Enil

Andiveri (East), Mumbai-100 039, Inctin,  Website: wwivmacleodspharnn.com

CIN - UR4239MHI989PLC052049

‘// Worls

Village Theda, P.O, Lodhimajrs

i customereare@maclkeodsphurmacom  Tehsil Baddi, Distt. Solan

(ELP.Y 17410, Inclin,
Phone: 01T795-236137,38
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Application for
Certification

"I hereby certify that the above information is true and accurate, This series of products |
have been produced (including packaging / labeling) and conducted quality control on
the above mentioned stations in full compliance with the requirements of GMP, set by
the local regulatory 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. Minutes of production, packaging and testing were reviewed
and the correspondence GMPy.

14.] 3asea npo ceprudikauire,

15 | Name and position / title of {]

| TIpisgmme Ta ecana / sganns, ocobil, Axa Braaga NO3Bi Ha BUNYCK cepil,

«lum o1 niaTeepaxyto, wo Haserena sume indiopmania ¢ AocrosipHoo | Tounomw, 1o
cepio npoayxuif y.ao BIUPGOACHO (BRINOYAI0YY YDAROBKY / mapkysanus) i npopeacto
KOHTPOML Wi scoeTi ia nume azuadeiil Jinaswi B nosnil BIANOBIANOCTE 3 BUMOIaMI
GMP, seTanmoBnenimn MicUeBHM peryastropaunm OPTRHOM, A4 TAKOK ¥ BIANOBIAKOCT] 3i
cneungiraninamn, wmo micrarnen B peccrpanifinomy nocke afo peccrpaniiinoary
noesinuenni Kpaini-_upodintica ado Kpainu-iMnoprepa, sxmo Apofyruin iMnoprenana,
UHOB A0che cnewndicaniii ug fipenapat naa pocnimkysanoro Jikapenkoro 3acofy,
Tlporoxonu BHDOOHNITEA, Yaxobkn Ta ananizie Gyno neperasnyTe | Betanosaeno
Blanosianicts GMP »,

1e persan issuing the permit issne series /

Prepared by/ IT inroToRs

eHo | Checked by/ IMepesipeno Approved by/ 3aveepurens !

Em

Code/Kon H026582
RASHAD MOHAMMAD

Emp Code/Kox HO1131S Emp Code/Koa H013203

|
[V fw Date/llata  11/07/2024 16

This is electronically generated report, hence signature is not required,

Ceprirdirar 3FCHEPORAHO ABT

NAVEEN BHANDAR] HIMANSHU KUMAR ]
:06:52 Date/llata 11072024 16:12:37 Date/Rava 11/07/2024 16:27:43 |

OMATHYHG Ta NANC He noTpidHmii,

MACLEODS Regrel, Office : Phone :91-22-6676-2810 Worls
PHARMACEUTICALS  Adanta Areade, Church Road, Fax 191222925659 Viltage Theda, P.O, Lodhimajra
LIMITED Near Lecla Iotel, Andheni-Kuria Road, Emuil s customercamre@mnacleodspharmacom  Tehsil Baddi, Distt, Solan

Andheri (East), Mumbai<iOp 039, India.  Website: winvanacleodspharma.com (FLP) 174101, India.

CIN 2 U242390HII989PLCO52049 Phone: (1795236137, 38




JlaGoparopin 3 KROHTPONO AROCTI JHKApCLKHY 2a¢06in

TOB "AOBPOBYT-HIKHJIAR"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAR”

Yrpaina , 03153, m. Kuts, ayn. Hosropua-Cisepebra, Bya.3, nemurnosi npuMitiiernn 92, 097-0300797

Bucuosok moxo axoceri No 1326-24 nig 11.09.2024
JUTPOKC Tabnetyy, BrpHT odonankoio, no 300 mr, ng 3 ralaenr y

Hassa npemapaTy: . . .
penapary CIpHL, o 1 erpuny y KADTOHHIA yhakesui

Pecerpanifinn HOMep: 1326-24
Bupobamureo: Marsieonc Papmacsiotuicanc Jimitea, Fuuin
Homep cepils 1241 169A
_P(n.armp napTil Bin Aol wigiGpano 63320
PAIOK:
Tepmin nprasruoeri: 032027
Tosapucrro 3 ofimexenoio slanosinansHicto "MA KD EOQJIC
BiniGpano/ouepano niy DAPMACBIOTIKATIZ JUMITER", Auresuuit craj Nel, m.Kuty,
. ) : - Byn.0 Josfiyura, 37

Hars oaepwanng: 27.03.2024 )
Bua wourpoaio: Hanpasienus THC wa RAGOPATOPHMI ananis (902)
AT (VKA crewinani, | MK zo PIT Ne UA/3160/0) /02 :
BIANOBIUHO 10 HkoY APOBOAHTECE
atragis:
Horairurcy Bumosu AHY Pervanman
Cmisc Biai, asoonyrni ta8eric l@ncynonoaityol hopmn, noxpisi Binnogiaae

0bONOHKD, 3 nikiag PORAOMY Ha /it eToponi | ramd 5

hrwrot 3 - - o
Lnenrngikanin - Yac yrpHmaing miky aIHTPOMILIMIY Ha XpOMaTOIpamax ‘Binnosizae
ArnTpomiunn BHIPOGYBanLhoro 2 CTEHRADTROLG POIMUHIL, OpHMarsx npy

RutkkicHomy BHIBAYEHHI, TOBUHIO 36iraTiey
LagriThthixauiy - Turany Mospa IKOBTO-HOBTOraPIYOI thapfynannn py noaavaryi Biznobiaae
Afoxkekn 30% (Maca/oG'en) POIUHHY BOJHIC (epokcKy
KinvxicHe swieavering - Bin 475.0 no 525.0 mr a3ntpoMitEIly anrinpary y J06.8 mr
Aswrpomilm TIEPEPaxy Ky Ha a3nTpoMiuun {95.0 . | 05.6% Bii sampnenci :

- - KIMbKOCTI) a : g

Mapryuatng 3rinno 3 muMorany TEKCTY MapKyBal: Bianonigae
Yuakopka 0 - 3rineo 3 pumoravi MK Binnosigas
BHCHQ‘BKH: C Iepenipenni spasck SUTPOKC TASNeTEH, BIpPHT] oloNoakoIo, Ho 500 ML I 3

TabaeTky v crphin, o CEPANY ¥ KapToHNiH YOaKoesui cepii 14241 169A
‘BHPOBHHITEA Maknieone GapmackioTirane Jii MiTen, Hia BliOBi A4 eitatorans MICH
10 PTT Ne UA/ST 60/01/02 13 nasenemmn sinue HOKAIHHEAMH
. / T .
. . . o e ~ _/,7/_ i e - o
3asinveay rubopatopiiigg L drop JECHK .




