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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJI3Y

Name of Product Zithrox India

azithromyein dihydrate equi-
valent azithromycin - 500 m

A.R, No.; 2. | Manufacturer
FP-0108/24 Country

Halimenypamia 3nrpoke Date; Hepxana-
npoaywnir azuTpominnny AHriApary exni- 11/07/2024 BHIOGHIK
BRIENTIO asnTpomiunny 500 mr Hara;
11,07.2024

Registration 4, Strength/potency of
Certificate Ng the medicinal

wroduct
f —HOMep peeerpa- UA/3160/01/02 Crna ait /axcrirg- S00mr
f uifinoro noepin- HiCThL dikapeskoro ]

HEHHS 3acofy

5 Dosage Form Film coated tablets 500 mg (6. | Pack Size No. 3 {3x1) in strrp_{
’ ) ~ in carton box ]
‘ Jlikapernwa Tadnericn, BrpuTi obonoukow, no 500 sr | Posatip i tune | N33y cTpuni B |
l hopria YRAROBKIH, | RapToruili ynawosyj |
l Batch No 8. | Date or
l 142411694 Manufacturin 06/2024

Aara suposrunrey
Date of Expiry
Jara saxiuyenns
TepMiny opuaaTHOCT l
Macleods Pharmaceuticals Limited

Village Theda, PO Lodhimajra, Tehsii Bnddi,?
District Selan, Himachal Pradesh - 37419],“
India. (Block No.1) I
MINB /07 /511, MB /07 /512 _ L
Makaeone DapmackioTiane Jistiren 1
Txema, TIO Jlonxi;\-:aiipa, Texcin Lanai,
Hicrpikr Conan, Ximavan Npanews - 174101,
Iugin. (Buox Nety

MNB /07 /511, MB /07 /512
007/2023/GMP Valid till 12,08.2024 L
007/2023/GMP Tepmin it 12.08.2024

Honep cepii
t Bateh Size 200 000 Tablets 66 666 packs) o

Posati
f 0331y cepii 200000 Tadnerox (66 666 YHAKOBOK)

]

05/2027

S
P10 Name, address and ficense numbers of Mg unit

Hafimenynanus, Micuesnaxomwkenny 1a HOMeDN giuensiit Beix

RINHHOKR 16 BHpoOHINTRY | KONTPOAIO TKoCTi

|
f
!
j

—
11, | GMP Certificates No / Date

Ceprradpizcara BiANoEinHoCTI GMP Ui BCIX AinsoK no
BRPOBIHITRY | KONTpo.Mio wkoeri abo (npu HastBROCTI) Homepa
ocuimnL B 6a3i xanux Endra GMP
Resuit of Anal

Results
Pesynerarn |

Specifications
Creundikanin

DESCRIPTION White, capsule shaped, biconvex, film White, capsule shaped, hiconvex, |
cuated tablets having brealkiine on one | film  coated  tabjets having
side and plain on other side, breakline o one side and plain on

other side,

MACLEODS Regd, Office : Phone :91-22-6676-28) / Works
PHARMACEUTICALS Atlanta Arcade, Church Road, Fax 1912229256590 L7 Village Theda, P.O. Lodhima jra
LIMITED Near Leela Iotel, Andhed-KKurk Road, Email ‘eustomereard@macleodsplianmacom  Tohsi) Baddi, Distt, Sokn
Andheri (Fast), Mumbai00 059, India.  Vebsite: www.macladspharna.com (TLP) 174101, India,
CIN 1 1242390 1989PLCOS2649 Phone: M795-236137,38
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MACLECD
NIHEInm

o Onue Bini, aBOOmY KT Tabaerin | Bini, ABOOTIYR T TadieTrI
Kancynosignoi dopary, BEpIT | Rancyjosianoy dopmu,  srpuri |
obosionkolw, 3 ninicio posjormy  na | obosonkow, 3 ainicn posaomy ua
oaxomy doui va raaaki 3 immoro. oanomy Goul Ta ranaki 3 inuroro. 3

2. IDENTIFICATION For Azithromycin,

The retention time of the Azithromyein | Com plies
peak in the chromatogram of sample
prepara-tion should correspond to that
of the Azithromycin  peak in the
chromatogram of standard preparation
as obtained in the fest ‘Assay’,
. Titanium dioxide,

( Yellowish orange colour should develop | Complies

on addition of 30% wiv hydrogen
[ peroxide solution,
Inenritpixauin AsnTponingm,
‘Hae yrpumysannn niky asurposMiumny | Biznosigae i
Ha XpomaTerpamax sunpodysanoro i |
’ CTANARPTHOIO pPo3umniB, OTpuUMAHLY B !
X0 KIABKICHOro BH3Ia el gy !
[ NMORHHEH 3BIraTHCR.
Tuwrany pioxcng,
lonna wonTo-opamkeroro 3abape- Bianosinae
JIEINA NP qogananui 30% (maca /
06'eM) po3unuy sogmo nepokenay,
Not more than 8,0 %, (w/iw)
He 6inbure 8,0 %, (m/m)

Loss on drying
Brpara s maci npn
BHCYINYBaki
UNIFORMITY OF
DOSAGE UNITS
Oauopiguicrs R030BaMNX
oML

3.2 %
3,2 %

Meets to requirements

Bianosigac sustoram

Not less than 75 9 (6] 45 min,

1} 160 2) 100 3) 98
4) 100 5) 100 6) 98 .
Pozusiucuun He menge 75% (Q) 3a 45 xi. 100 23100 3} 98
D100 5100 6) 98
Related substances Azithromycin 3'-N-oxide- Not more Not detected ]
than 1.0 %
3’-(N,N—Didemethyl)-:’:'-N--f‘armyl- Below Limit of Quantitation
azithromycin - Not more than LO %
3’-(N,N—Didemcthyi)azithromycin Not detected
(amiuoaziti]romycin) - Not more than
0,5 %
Desosaminylazith romycin- Not miore 0.06 %

than 0,5 %,
Azithromyein related compound F- Not | Below Limit of Quantitation
more than 1.0%
3-N-Demethylazith romycin- Not more | Below Limit of Quantitation
than 0,7 %, ; &

3'—{)e(Dimethylam1’:10)—3'—nxoazithro- 'N'ot detectedt” -
N ‘ mycin - Not more than 1.0 %, 1 - — .

MACLEODS Regd. Office: Phone : 91-22-6676-2800) {/ - Works
PHARMACEUTICALS Adlanta Areade, Church Roug, Fax 1912229256599 Village Theda, P.O, Lodhimajia
LIMITED Near Lecla Hotel, Andheri-Kurla Road, Fanil * eustomercare@niacleodspharmacom  Fehsil Baldli, Distt, Solan

Andheri (Ense), Mumbai<t0g 639, Tadin, . VWebsite: wwirmacleodspharma.com (ELP.) 174101, India,

CIN : U24239MIEN989PLCOS2049 Phone; 01795-236137,38
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Any other unspecified impurity- Not 0.11 %
more than 0,2 %
Total impurities- Not more than 5,0 % 0.17 %

.

Cynyrui nomiuxn

7. Residual solvents

3asnwkona kigLkiers
OpFaHIMHEX PO3YNH-HNKiR

Comments (if any)

3. Komenrapi (npu
HASIBHOCTI).

Asorpomitnm 3°-N-oxeng — me Sinbure
1,0 %
3-(N, N—Jlu,aemem.n)é’N-(bopMi.rt—

AIUTPOMILNH - e BigLue 1,0 %
3'—(N,N-ﬂunememﬂ)am’rpomium-i
(a.\:inoasurpomimm) - e Binbine 0,5 ¢4
,E[esosaminiﬂazn*rpomiuuu —-He fiakie
0,5%

AsuTposiunna xemiwka F — e Gianie
1,0 %

3'-N-ﬂemenma:mrpamiuml —He
Gisbmie 0,7 %
3'—,[(9(}I|m:eﬂmamlmo)-?:’-mccu-
a3UTPOMIUNK e Sinsie 1,0 %

He suasaeno

Hisxye ateski RiAbKiCHOro
BH3IHAUCHHN
He sunsaeno

0,06 %%

Hikue mexi kinsxicnoro
BH3IHAYEHHT

Hiskae menci Kifhricnoro
BHIHAYCHH

He suapneno

Lansigyanehot ReBigoMol romimen — 0,11 %
He Ginswe 0,2 %
Cyata noMiuiox — e Ginbnme 5,0 % 0,17 %

Isopropyl aleohol - Not more than
5G00 ppin

Dichloromethane - Not more than
300 ppm

Cnpr sonponunosnii — e Oinbme
5000 ppm

| Auxaopseran — ne 6ianme 500 ppm

|72 ppm

1232 ppm

79 ppm

———

1232 ppm

a{

]

MACLEODS Repd. Office : Phone :91-22-6676-2800
PHARMACEUTICALS Atlanta Arcade, Church Road, Fax 1912229256359
LIMITED Near Leela Hotel, Andher-Kuin Road, Email

Andheri (IEast), Mumbai-100 059, Inctia.  Website: wwvw.macleodspharmn.com

CIN s U2d239MHIRIPLCOS2049

L/// Worls

ASSAY From 475.0 to 525,0 mg of azithromycin | 503.79 nmig/tabh o
dihydrate, based on azithremyein (95,0- | t00.8 %,
105,0 % of the declared amouint).
Kinbkicne Busnavenng Bia 475,0 no 525,0 mr asnTposmiunny 503,79 mritad
AuTiIpaTy y nepepaxysanni na 160,8 % [
anrrposinin (95,0-105,0 % sin ‘
339 BJIRNOT KiAbKoCTi). - ’
MICROBIOLOGICAL The total number of acrobijc micro- Less than 10 CFU/ g
PURITY or§ganisms {TAMC) - not more than
10" CFU /g
Total number of yeast and molds Less than 10 CFU/ g
(TYMC) - not more than 10> CFU/ g.
Not allowed Escherichia coli in 1 Absent
Mikxpebionorivuna yuerera 3arannne yncao aepobuux Mi;cg)ooprn- He Glanme 10 KYO/r
nizatin (TAMC) - wre 6isbime 10 KYO/r;
3araanie uneso RpBRAKEBHX T4 NUie- He &invume 10 KYO/r
HeBHX rpnbie (TYMO) - ne Hianime J
1 KYO/r,
He nonyeraeruen Escherichia coli ¥y1r | Bigeyrui
apenapary.
; § !
s .

Village Theda, P.O, Lodhimajs

: Customercare@macleodsphurmucom  Tehsii Baddy, Distt, Solan

(ELP.y 174101, Inclip,
Phene: 01T795-236137,38




MIACLEQD &
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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 an
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
countfry if the products imported or file specifications in preparation for the
Investigational product. Minutes of production, packaging and testing were reviewed

4.} 3asna npo ceprudirauiio,

|

|

and the correspondence GMPy,

«llum 5 TATBCPAKYI0, IO HABCLEna Buue indriopmania ¢ A0ETOBipNOW i Tounoto, 10
cepiio npoayxuii yno BIpobAeno (Brmouaoun YNAKOBKY / mapkysanus) i npoBeaento
KOHTpONL W akoeTi na nruge 3asnavedill ginsuwi 5 nospil BIANOBIMOCTE 3 BusOras
GMP, seranosaeinmam MicHeBHM PEFYISITOPEHEIM Opranom, a Takosx ¥ BignosignocTi 3i
tnenndivainmu, wo mictarnen B pecerpaniitiiosy pocne  ado peccrpaniiinonry
noesinyenni Kpaiun-Bupoduica ado Kpafha-iMnoprepa, skimo NRoAYRII iMDopToRana,
TH B Iockt enewndiicaniii na penapar ans pocaimxysanore Jikapenxoro sacaofiy.
Ilporoxosnn BUDODHUNTDA, yHakoskn T ananisis 6yno Neperasnyre i peTanosneno
BiOnoBjanicrs GMP »,

| 15 | Name and position / title of the person issuing the permit issue series /

| MpizBaine Ta nocana / 3BaHp

1, veobl, AKa BUAAAA 103BiN Ha BUnNYycK cepil,

___Prepared by/ Hinrotosaeno { Checked by/ Mepesipeno Approved by/ 3areepmkeny 1
_Emp Code/Kon H026582 Emp Code/Kon H011315 Emp Code/lKoa H013203 j

1
| |7 RASHAD MOHAMMAD
I f Date/llara 11/07/2024 16:06:52

NAVEEN BHANDARI HIMANSHU KUMAR ]
Date/Mata 11/07/2024 16:12:37 Date/lata 11/07/2024 16:27:43 |

This is electronically generated report, hence signature is not required.
Ceprudirar STEHEPOBAIO ABTOMATING Ta mignirc He noTpidunii,

MACLEODS Regd. Office : Phone :91-22-6676-2800 - Works
PHARMACEUTICALS  Atanta Avcade, Cherch Road, Fax 1912229256599 Viltage Theda, P.O. Lodhimajra
LIMITED Near Leela Iotel, Andheri-Kuria Road,  Epail Feustomercare@mackodspharma.com  Tehsit Baddi, Distr, Solan

Andheri (East), Mumbaid00 039, Indin,  Website: www.macleodspharma.com (LLPY 174101, Indig.

CIN - Uz42390MII989LC052049 Phone: (1795236137, 38




JlaBoparopix 3 KOHTPOIIO AROCTI JiKapehbKHX 3acobin

TOB "ROBPOBYT-TIKHJIAE"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAR”

Ykpaina , 03153, m. Knts, ayn. Howropog-Cisepcbxa, Bya.3, nemwurnosi pumilgenHa 92, 097-0300797

BucHosok oo sxocri Ne ¥1326-24 mix 11.09.2024
- 3UTPOKC rabaeiiy, BKpHT 0Bastonwo, o 500 MrL00 3 rabagrin y

Hazsa npenapaTy: i : .
PEIApATY CTDHIL, 10 | CYpHRY ¥ kaprouaijt YHaRosui

Pecetpaniinmit HoMep: - 1326-24
Bupobrugrro: Makneonc PapmaceioTHkane Jimires, Inmin
Homep cepin; 142411694
V!’m_mp nmapTil gig axoy siaibpano 63320
Ipa3oKr:
Tepain npunareoci: 03/2027
Tosapuctro 3 ofimeie oo ELADOBIRANLHICTIO "MA K EOQNC
BigiBpanofonepucano Bijg: DPAPMACBIOTICA IR JIMITEIT, Arreunnn Crual Mol m. Kuin,
! ) . - Byn.O JlopGyura, 37 :
Hara opepacami: 27.08.2024 )
Bt wourtpoao: Henpasnenns THC Ha ﬂaﬁopa%oprmﬁ ananis (907)
AR (MIRCH, crettithircanin, | MK no PIT Mo LUA/3160/017/02 :
BIATOBIRHO 20 HcoY NpoBOAKTLCY
anasis:
flokainuy Bumoau AR Pervivmuin
O Biai; apovayxni tabnericn KALCYROIONIGHOT Papmn, NORpPHTI Binnoginae
. OBONCHKO, 3 nisico POMIOMY o ot Gropont |raaki 3
oY s - - :
Lnenragiraniy - Hac yrpumanus niky ASHTPOMILIMRY Ha XpoMaTOrpamax ‘Bignoeisae
AWTpoMinkn BHIDOGY BANLIOr) T3 CTARLABTHOCO POIYHNIL, ovprMansx itpu
xbrhxicyomy BAZBAYEH I, DBUHAG 3GHaTHoK
Lacricuipisanis - Turauy [Tosga HOBTO-HORTOrAPATOr0 apfynanin NpY foaapani Biznobiaae
miokckl 30% {Maca/ofi'em) POINHHY BOJHIO epoeHyy
initice swseavering - Bin 475.0 no 525.0 mr aauTpomimiy urinpary y J06.8 mr
ATpoMilms NEpepaxyrKy Ha asoMitin (95.0 . | 05.6% rix sasnnenoi :
; w KiMLKkoCTi) e S g
Mapryuatns 31RO 3 mmoran TEKCTY Mapkysani: Bianonigaz
YiakoEKa : 3FiHO 3 uMoravi MK Biznosigac
BHC’HQI&K(&: o Mepenipennii 3pazok IUTPOKC TadteTion, BRPHTI 060ADAK050, [0 500 MT, IR 3

TabaeTin y crpm, no | CTPHNTY ¥ KapTONHil YTGKGBHE copil 1424] 169A
‘BUpoGHHiTRA Maksieonc Papmackiorixanc Jii Miten, 1i2ia Bisnosigae exnoran MICH
,'miPH Ne UA/3160/01/02 36 nanencimn BHILE BOKATHHEAM 14

-

wlay LI Yyt




HEPIKABHA CJIVIKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMA y m. KHEBI

npos. Haxii Ceitnuunoi, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
po SIKiCTH BBe3enoro B Ykpainy JIKapCLKOro 3acoby

11.09.2024 Ne 46666/24/26

SUTPOKC
(nafisenysanna nikapobkoro saceGy 3rimio 3 PECCTPALITININ N0CRITICHTTIM )
TabJeTkH, BIpHTI obosonxkoio, 1o 500 mr, no 3 Tabuericu y eTpuni, no 1 erpuny y
KapTouHii ynakosni
(thopma nunyceky, nosypauns, sua NAKYBAHHA JIKAPCLKOrO 3ac0By)

Homep peecrpauilinoro nocsiauens UA/3160/01/02 CTPOK 4T peccTpauifinoro nocsimienns HEOOMEIKSHUE
Cepin nikapcekoro 3aco6y Ne 14241169A Kinskicrs BBesenoro nikapeskoro sacody 63320

Bupodunk Makseonc dapmacsioTHanc Jlimiten, Innig
(naltsenynaiing sepoGunka nikapeskore sacoby, KPATHA HOXOAKEHHS)

Brescuo 8 Yipaiuy Tonapucrno 3 o6mexenoro Bixnosinampuicrio "MAKJIEQ/IC
PAPMACBIOTIKAJS JUMITEN", incur. xox: 37554108

(maimenynaing ra koa 3a CAPTIOY 1OpHIESTIOT 0co0H abo npiankiue, iM', 110 Garhron]
Gizuanol 0co6u - ninnpisemug, i Micie NpoXKHUBRRILA Ta peecTpauifnuil nomep o6nionot
KApTKH NAATHNKA noAaTkin abo cepis Ta Homep naenopra)

lpoTokon sisyansnoroe wourpomo sixn 19,08.2024 Ne 2780/1.
Jlaboparopuuii ananis sxocti nikapesxoro 3acoBy sniiicHeHui;

JlaGoparopis 3 kouTpoINIO MKOCTI nikapeskux 3aco6is TOB "JOBPOBY T-JIIKUJIAL" (M. Kuin,

ByJ1. Hosropon-Cisepesxa, 6ym.3, HEXHTIOB] NpHMilLleHHs 92)
(nafineHypauns ta MiCLE3HAXOKCH IS haboparopil, uw nponcna naboparoprui analis Akocri}

BucHobok wozo sixocti nikaperkoro 3aco6y, suaanuii naboparopiero nix 11.09.2024 No 1326-24
Pesynyrati naGopartoproro ananisy skocTi sikapeskoro 3acoGy 3a fICPeBipeH M NOKA3HUKaMK BIATOBINA10TE
BHMOTaM MCTOUIB KOHTPOITIO AKOCT] (AKANTITHUHO-HOPMATHEHOT JOKYMEHTALIT).

3a  pesynsTaTaMH  AepKaBHOTO KOHTPOJIIG  BCTAHOBACHO, WO JNiKapchbkui  3aciG BBescHo B Yipailly 3
AOTPHMAHHSIM BHMOT 32KOHOAABCTEA WOAO 3a6€3NeucHHs AKOCT JHKApPCRiHX 3acobin.

Hauansnux Muxoya XOJIOJAEHKO

(nocanona ocubda
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