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JAEPKABHA CIIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJNIO 3A HAPKOTHKAMM! y m. KMEBI

npoe. Hanil Ceitnnuiod, 3, 02099, ten, (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
npo sKicrs BBe3enoro B Yxpainy aikapebkoro 3acoGy
11.10.2023 Ne 51599/23/2611
30KCI

(nafuenysanns pisapeskoro 3acoby IrinHo 3 pecerpatlifiym noceinues M)
rabaerka, BRpHTI maisKosoo obononkoro, mo 500 mr, no 3 Tabrerka y Gaicrepi; no 1
GaicTepy y stavui 3 KapToRy

{hopma sHNyCKY, J103YBANNS, BN HAKYRBHHS Nikapeukoro 3acoby)

Howmep peectpauiitsoro noceinuenns UA/17229/01/02 cpox nif peectpauitttioro nocrigaenns 30.01.2024

Cepia nixapeskoro aacoby Ne EAH23004C1 KinbKicTb BBE3EHOTO Mixapebroro sacoby 45360
Bupobink Erepromken Jlaiih Cacrcns Jlimiten, lnais
(Hafimenynanns supoBHUKa Nikaposkaro 3acoby, Kpaiia NOXOLKEHHS}
Beeaeno 8 Yipaily Torapucreo 3 ofMmeskenolo Bianosisansuicrio "OPTAHOCIH JTA",
incnr. wox: 24377666

(nalmenypanns T8 kot 3a €JIPTIOY 10puasusol 0coGH abo npissuue, iM'a, no Garskopi diawmmol
ocobu - nianprHeMiA, IV Micue NPOKHBAHHA Ta peccTpauifiruit Homep 06nikoBOT KAPTKH NARTHIKA
noaarkin abo cepid T2 HOMEP NACNOPTE)

IpoToxon elayanbuoro kontpanie sig 05.10,.2023 N 3081/4.

3a pesynpTaTaMM JEPEABHOTO KOHTPOMKY BCTAHOBJICHO, LUIO nikapcbkkit 3aci6 speseHO B VEKpaTHy 3
Y 13 KOHOAAECTEE LLOKO 3abeane et s AKGCTI NiKapeeKBX 3acobiB,
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Mukona XONOILEHKO

; ;E}T‘;? (minsmc) (iwinianu Ta npizanue)
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© Evertogen

Evertogen Life Sciences Limited

30KCI, raneTen BEpHTI nfo, no SO0 mr Ne3 ceplin Ne EAK2I004C1

CERTIFICATE OF ANALYSIS

CEPTMOIKAT AHATZY Mo Z1CP23100396

Product name / Hazea npoayayiic. ~ ZOXY { 3OKCI

Pharmaceutical form / Mixapcexa dopua;  film coated tablets / TaGnetvn prpuTi nniEkosoi cHoNOHKOK0

Strength/potency / Cuna piifakTieHicTs: 500 mg (Mr}

Type and size of packaging / Bug i poamip ynaxcew: 3 1ablets in blister. 1 blister in cardboard pack / no 3 Tabnertiu ¥ BnicTepi; no 1 GricTepy y nauwi 2 KapToHy

1 tablet contain; azithromycin dihydrate in recalculalien on azithromycin 500 mg:
1 TBBNeTHE NICTHTY; BMTPOMILVMHY AMIAPAT ¥ NEpepaXyBaHHI Ha AMTpOMiLUH 500 Mr

Manufacturar / BupaGrmy: Evartugen Lifa Sciaru:es Limited { Esep'romueu Naidp Cacxewa MimiTen

Piot No; 5-8 5-9 S-13/P & 5-14/P TSIIC. Pharma SEZ, Green Industrial Park, Polepally (V). Jadcherla (M}
Address  Apeca: Mahabubnagar. Telangana, IN — 509 301. India
PEC2  inot Me Ec-B Ec-9 Ec-13/Mi Ta Ec-1447i Ti Ec AW AR Ci. $apma Ec | 3er. Mpin Inaactpian Mapk, Monenanni (Bi),
€auepna (Em). MaxabyGuarap. Tenaqraqa. 1H-500 301, lnaia

Registration certificate f Peectpauise noceiguenns:  UAMT7229/01/02 I Valid upla / ke go: - 30.01.2024

Aclive substances / JlikcMi pauoBuHA;

License Na. { fliyenain Ne:  7IMNIT SMEMJ'F.'G

Balch Ne / Cepia N EAHBDIMC‘I Batch size / Poamip cepil: 50000 packs/ ynax,
Date of manufacture / flata swpoShuuTea: sz—a_ Expiry data ! Tepmin npuaaTHOCTE: niiz027 o
: Test - C ' _Acceptable criteria {at balch realize) ! Resut
| HaitmeHyBaHHR NOKaIHHKE KpuTepii npviAHATHOCT { Ha BTYCK) Pesynetar

White gval shaped film coaled tshlels. debossad wilh «5» and break line on one side and I
vAZ\» on the gther side.

Description / Onixc Tabnetky. BKpHTi NiZroac0 0BANOHEDIC. GINOrD KONLOPY. 0BANEHAT (OPMM 3 THCHEHHAM 53 Complies (Bianaeiaac)
, T8 PUCKOID TR NOAUTY 3 O0HIET CTOPOHM | THCHEHHAM 9 AZIw 3 IHLIQT CTOPOHKA

Identification / lgexmadikaLin
| The retenticn e of Ine e pesk n e chrmalogram of e assay preparalion comespands bihatn |

the: chromeaiogram of the standand preparetion, as chiained in assay.
Uac yIpHMYESHHR DCHOBHOM Ny HA XPOMETOPEM EANPOBCEYBSHND POy NCBIHEH Blaroaiiam Complies (Biancainze)
) acy YIPMMYBSHHA OCHOBHOID Ny Ha XPOMATOTPEM CTEHIEPTHOND POG-MHY B YAXBE MDOBEIEHHA
| Aadhwomn | AJUTROMILIMH mrpcﬁ,faam ulﬁmmmwm
' mmdmmmmummrﬂdmmm a5 chigned nassay. :
CresTp 5wnpaSOsyBEHID POG-MHY NOBM-EH BIINCBIAATA CIEXTTY CTaHASDTHON POGY, ITAMDTCESHN Complies {Bianosigae}
mnwuﬁysmal@memm

: mmemmmmwﬁmm =
1 Titanium dicvode / Tiray miosoin Poa-be4 nosvHeH HEYBETH NOMEDSHIEE0-E[IB0HOD TEPORHTY Complies {Bianosigae)
B0 ACSEELEINY

AvemgeweghliCepemsimaca  GA3mgil 3% (91471 mg wn)- 97129W 119 CoN\ 93535 mg (M)
i ot more than 2 of the tablets differ from é Lmapss.b}h'hrhhhﬁ ]ﬁ%\an&
[ i tablet differs in mass by mere than 10.0

+1.0

| 0a ®

| inlicrmlyof mees | QoplasicTe Wach He Binewe Hix 2 Tabinemiss is 20 MoxyTe i sz el oy L!a‘:u
Hix § % Ta xogHa TabneTka He NOBMHHA ﬁi :Eg
\_ /

Disintegration fPoznaganHs NRT 20 mn./ He Ginwwe 20 xa. § ‘,-y 3.45_ rmq _(xa.:l i
Water content /BuaHaueHHR BOAW NNT 70%/ He Ginblwe 7 0% * \+ ' 3%

Mot less than 80% {Q) of the labelled amount o é{! miyﬁn %
He merwe 30 %(Q} sin aMn:-ry 3aFIBNEHOIO 2 P :&Jad 0k =

w
The acceptance vake of first 10 tablels should be less than or equal to 15.0. If the acceplance
value 1s grealer than 15 0. tesl next 20 rablels 2nd calculale the accepiance value The final
acceplance value of the 30 Iablels
should be less than or equal to 150 and no individual conlent of the dosage unit should be
less than (1-25x0 01)M or not more than (1+25 = 0.01)M.
MpUAManEHE YMCNG ANA MEWAK RECATH TAENETOK NOBMHHO ByTH Mexwe afo JopieHINBaTH 28
15.0 y aipcoreax FRwo rpwimamsHe uacno Ginewe 15.0 y sigcoTkax  sMnpoByeanko
MAGANTE HAcTynH 20 Tabnetok | of-MCnoNTs NPWiMANLHE YWCNo. KiHuede npuANansHe
wMCNo  poapaxosane 13 J0 TabineTox noBMHAG Byrw meHwe abo popieHoatd 15.0 y
BUACOTKAX | MO/EH HIVBILYA/aHAR BRMICT Y I0I0BEHIA OAMHMLE HE MOKE GYTH MeHWM 33 (1-
25%0 (13 1| He mowe ByTv Ginbmh 33 [1+25%0.011M.

Dissolution/Poz4HenHA

Unifarmity of dosaga units
QAHODIAHICTE SA0BAHIC OAMHMLL

ZDXY, film-coated tablets, 500 mg Ne3 batch Ne EAHZXI0AC

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plat No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma 5EZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, indla.



Evertogen

Evertogen Life Sciences Limited

3OKCI, Tabnarkn BrpuTi nfo, na 500 ur Ned

Assay f KiNbNCHE BU3HG4EHHA

cepin Ne EAH2I004C1

The content of azithromycin in one tablet should be / BuicT aauTpomiupedy @ oaHR TaBNETL NoBWHEH CKNBgETH

from {sia) 475.0 to (ao) 525.0 mg (mr)

{95,0 - 105.0% of the declared amount (Big, 3aRENEHOT KiNEROGTI)

4350 mg {wr)

_ReTat;d suhslant-:s f éynp-oai;u,ni_no_m-mm
impurity A/ fomiuka A

impurity B / gomiwea B

impurity C f nomiwsa G

impurity E / gomiwea E
impurity F / aomiwka F
impurity G/ aomiwxa G
impurity H/ aomiwka H
impurity |/ gomiwea |
impurity L/ aomiwsa L

Nat more than f He Ginbwe - 0.5% BbL {HMB})
Nat more than  He Ginewa - 2,0% 0351 %
- Not more than { He Binkwe - 0.5% _BDL {HMB) -
Sum of impurities D & 1 f cyma p,o;i.;u_D id Not more than { He Binkwe —0.5% - EJL_{HI\E} ==
o Nat more than  He GirLie - 0.5% ) SDL(HMB)
Not more than / He Ginbwe — 0.5% BOL (HMB)
Not mare than / He Ginswe — 0.2% BDL {HMB) )
- Not more than / He Ginewe — 0,4% T - Nol detacted (He Blﬁllljenll]_— i
 impurity 1/ g0 T Notmore than/ HeGinbwe — 04% BOL(HME)
) Not more than { He Ginewe - 0.5% _ BIZH._{HI'«_‘IB] .

Impurity M/ pomilka b
impurity N / pomiuka N

Mat mare than / He Ginewe — 0.5%

Nol detecied [He enaBneKo)

Not more than { He Sinewe - 0.5%

Not detecied [Ha BMABNEHO)

impurity O/ gomiwka O

Mot mare than / He Ginelwe - 0,.4%

Not detecler [He BMRBNEHO)

impurity P / Aomilka P Not more than f He Ginewe - 0.4% BOL (HMB)
Any unknown impurity . _
| By KB HECNELMAKDBAHE JOMLLKa Not more than { He Ginewe —0.2% | BOL (HMB) _
Mot more than / He Ginewe - 3.0% 0.251%

Total impurities f Cyma qomiwok

N'icrusialogical test/ Mupoﬁionorm; unc'r;'ra

Total aerobic micrabial count {TAMG) / 3aransse yueno aepolivux mikpoopradiamie (TAMC)

Total combine yeastsi moulds @nt {'i'YMC)_ ;‘Earanbue YHCND APIXAX0BMX Ta rnickRevx rpubie (TYMG)

Escheﬁr:h'ra cali

NMT 101 CFUfg / He Ginbue 107 K¥Ofr

<1000 CFU/g (KYOir)

NMT 102 CFLVg / He Binbwe 102 KYQ/r

<100 CFUfg (KYON)

Absentin 1 g / BiacymHicTe e 1 1

Absent (BincyTni)

I

CONCLUSION ! BUCHOBOK

! The tesis ara parformed in accordance with MQC of the manufaciurer that approved by MoH of Ukraine
In the opinion of the undersigned the sample referred ko above is of standard quality is defined in the MQC

S B

et - ot S

| hereby certify thar the above informabon 15 authentic and accurate. This batch of product has been manufactured. ncluding packaging/labeling ang quality control at Ihe above-mentioned
sile Jn full comphance with the GMP requirements of lhe local Regulalory Authority and with the specificalion available i registration dossier The balch processing packaging and analysis
records weve reviewed - found to be in compliance with GMF

BunpobysanHs NpoeeasH BANOBOHO 00 MKA Brpodiea. wo aarpepoweHi Hakasom MO3 Yepaiu,

Iri0HO BACHOBRY HINFUSTTTICEHON, BYLLEBKAZHAA 30A308 MAE CTAHAPTHI NGKAIHHKM AKaCTi, nepenbaveH MKA

Livn A 3acayr-y10 WO HABEAEHE BULE IHGIIPMALIA € AOCTOBIDHOID Ta TanHOK. Lo cepin npoaysuil 6yno BupoBneHo (BRMICUBI0NH NAKYBAHHAMBPKYBAHHA} TA KOHTROML i AKOCTI HA
BUWIE3ZIHEYEHIA BMPOGHAIR AiNsHAL) NPDBEASHO ¥ NOEHIR BANGRIAHOCT] 3 BMMOoran GMP. BCT3HOBNEHMM MICLLEBHM PErYNATODHAM OPrEHOM 3 TAROM BUINOBIHD A0 Cnedsdikaui wo
MICTATRCA B PRCCTRALYAHOMY AoCkE MpaTokonK EwpoGHWTEA. NaKYB3HHR Ta aranizie Gynv nepernAHyT - BCTSHDENEHD 8| anoBIgHIcTs GMP

Person, izi batc Ocoba, BigAdeinansha 32 BMnyCK copir
erson, authorizing the "a_!:_h___ﬁ_:l%a&_‘s‘e; fOco sl.qnaatgamﬂa‘ EMITY pi

LCHOK .
Mgl N o ||
o Mocanay 15T o\
TOKY MEHTIBNY

07-08-2023

Dae of signature / [laTa nANMCasmR

G. Srinivasa Rao
Name / {piaavye

ZOXY | film-coated tablets, 500 mg Hel 20ff22

balch No EAH23004C1

Office : GV Chambers, 7-2-C8 & CB/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No. U24232TG2013PLCDB5349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (), Jadcherla [M), Mahabubnagar, IN - 509 301. Telangana, India.
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JEPKABHA CJIVIKBA 3 JIIKAPCHKUX 3ACOFIB
TA KOHTPOJI) 3A HAPKOTHKAMH y m. KHEBI

npoe. Hazii Ceitmuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €EAPTIOY 37079055

BHCHOBOK
npo fAKicTh BBE3EHOro B YKpaiHy Jiikapebkoro 3acoby

11.10.2024 Ne 53840/24/26

30KCI

(HakMeHyRaHHA NiKapchkoro 3acoby 3TiaHo 3 peccTpauifiiuM rocBiIYeHHAM)
TaGNeTKH, BKpUTI NIiBKOBOK 06010RK010, 10 500 Mr; o 3 TabaeTkn y faicTepi, no 1
GaicTepy B mayi 3 KAPTOHY

(dbopMa BHNYCKY, SO3YBRHHA, BUI NaKyBAHHA nikapesxoro 3acoly)
Homep peectpanittoro nocsimients UA/17229/ 01/02 crpox il peectpauiiistoro nocsinuents HeoOMeKeHHH
Cepia nixapebkoro saco6y Ne EAH24001C1 KinbiicTs Bae3eHOT0 Jikapcbioro 3acoby 360

BupoGHuK Esepromxes Jlatid Cachens Jlimiren, Ingis

(HaitMeHyBaHHA BUPOGHHKA NikapCLKOrD sacofy, KpaiHg NoXOIKEHHA)

TosapHucTBo 3 00MEKEHOIO pianosigaasnicTio "OPTAHOCIH JITA",

BeeaeHo B YKpaiHy inent. xox: 24377666

(HaiMeryBanHA Ta koA 38 €APTIOY 1opnantHol ocobu abo npisenie, iM'a, no GaTekosi HiznuHol
ocobu - nianpuemi, T Micue NpoXHBaHHA TA peecrpauitinuii HoMep oONikoBOT KAPTKY NIATHUKE
nonarkis afio cepin TA HOMEp MACNOPTE)

poToKoA Bi3yanILHOTO KOHTPOJIIO Bia 19.06.2024 N 2126/1.
JlaGopaTopHuii ananis AKOCTi NiKapebkoro sacofy 3niiceruii:

U1 "HerTpansHa 1aGopaTopis 3 aHanisy AKocTi NiKApChKUX 3acabil i MEAMYHOT npoxyKuii”
(m.Kuib, Byn. Kyapseceka 10r m.Kuig, ByJ. Kyapsecbka 8 i
sy, Inana Opanka, 19)

(nafiMeryBaHHS TA MiCLIE3HAXOIKEHHR naGoparopil, 1 0 8po0 %i{ﬁ@WX\% i3 akocti)
» & o 504 |
BHCHOBOK L1010 SKOCTi NiKapchkoro 3aco0y, BUARRHI m1aGopaTORiE &ﬁﬂég}% 0| 2
= PO & -~ . .
Pe3yNbTaTH Na0OPaTOPHOTO AHANI3Y AKOCTI AiKAPCHKOro 3aco0y plepeniPeriitn oka3Hy kAN BIAIOBIRAOTE
BHMOTAaM METOMIB KOHTPOIO AKOCT] (aHANITHMHO-HOPMATHRHOT APKYM eu:auii‘). % /,/: /
i L% 7 o™ /
3183 Ay

R L)

¢ o [ A
3a peaylbTATAMH [epHKaBHOTO KOHTDOMO BCTAHOBAEHO, IO CANCiKIl - 5dci6 BReseHo B YkpalHy 3

AOTPHMAHHAM BHMOT 3aKOHOIABCTEA LION0 3a6e3neueHHs TKOCT NiKAPChH /'.m;aﬁin.

Muxona XOJIOAEHKO

 lhutponio) (nianmc) {iwiniank Ta npizenuie)
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IEPKABHA CJYXEBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hanii Csitmiusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa EPTIOY 37079055

BUCHOBOK
npo fAIKICTb BBE3€HOro B YKpainy JikapcbKoro 3acoly
11.10.2024 Ne 53842/24/2611
30KCI

R o e B e R r T T TR T

(HattmMeHysaHHs Nikapcekoro 3acoby 3riHo 3 peccTpaLifiHKM nocsiAven M)
TabaeTKkH, BKpUT IUIIBKOBOIO 060/10HK010, 10 500 Mr, IO 3 taGaerxu y Gnicrepi; no 1

6aicTepy y nauni 3 KapToHY

(dopma BHNYCKY, AOSYBAHHA, BUJ IAKYRAHHA nikapcekoro sacoby)
Homep peectpanitisoro nocaixaenns UA/ 17229/01/02 crpok aii peecTpauiiinoro nocein4eHAA HeoOMEKCHNN
Cepis nixapcekoro 3acofy Ne EAH24001C1 KinbKicTs BBE3eHOro Aikapcskoro sacoby 45360

Bupobuuk Esepromxen Jlatid Cacncns Jlimiren, Ingis

(HabimeHyBamHA BHpobHUKA NiKapCHKOrD 3acofy, KpaiHa NOXOLKEHHSA)

ToeapucTBO 3 00MEKEHOIO giznosinaneuictio "OPTAHOCIH JITA",

BreseHo B YkpaiHy inenT. xon: 24377666

(naiiMeHyBaHus T2 koA 3a €APIIOY JOpHIH4HOT 0coGH 260 NpisBKLLe, iM'a, no Garbxobi diswunol
ocolby - niznpuemMua, T Micue NpoXHBAHHA T8 peccTpauilinnil HoMep 00Aik0BOT KapTKI NAATHAKA
nomatkia 460 cepia Ta HOMEp NacTopTa)

TpoToKoA BityaNEHOre KONTPOTIO BiA 30.09.2024 » 3375/2.

3a pe3ynLTATAMH ZSPHABHOTO  KOHTPOIIQ BCTAHORJICHO, WO Mikapchkuii, 3acil BRelcHO B YxpalHy 3
AOTPUMAHHSAM BUMOT 3AKOHOAABCTEA IMOAQ safeaneyenns AKocTi nixap sacobir,

Mukona XOJIOJEHKO

(iniuiank Ta npisanwe)

by, o e



Evertogen

Evertogen Life Sciences Limited

3OHC1, valinetwod s néo, N0 500 war e cupin M EAH24001C1

CERTIFICATE OF ANALYSIS
CEPTUOIKAT AHARIY T 21CF24100127

Product name / Haaaa npoaywuii: | ZOXY | 3OKCI
Phamaceutical form / Nikapcoia hopua; | film coated $ablets / TaGnens, Mgl NREXGB00 OBONTHKCHD

Strengthipolency / Cuna AilasTiRHICT: Lsuo mg (M}
Type and size of packaging / Bug i poamip vnalosm:{ 3 tablets in blister; 1 blister in cardboard pack / no 3 TaBnenu y ﬁnlc'mpi no 1 Snicrepy ¥ naqui 3 xapToHy

1 tablet contain; azithromycin ditwdrate in recalcuation on azithromycin 500 mg;
1 TEGnETA MCTHIL: BIMTROMAMEY AMAADET ¥ NEpeparyRaHKI HO IMTPaMILIAH 500 M

Manufactures / Bupobessc | Everiogen Life Sciences Limited | Exaprosmen Nlaiich Cacwona Nimiren

Piot No; §-8, $-8, §-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industiial Park, Polepally (v}, Jadcherla (M),
Address / | Mahabubnagar, Telangana, IN - 508 301, India
PAPRCE: | Aot e Ec-8, Ec-8, Ec-137% Ta Ec-14Mi Ti Ec An A Ci, apma Ec | 3er, MpiH IHgactpian Napy, Monenanni (Bi),

€pepna (Eu), Maxaliybuarap, Tenasrasa, 1H-509 301, hwin
Rexistration cerfiicale / PecCTpayiHe NOCBIgHeHHA: [ UAHTZ20/01402 | Vald upto / flicue ao:  Uniimited torm / seobmexeri
License No. / Miqewsia Ne: | TMNTSI0N4IFIG

Activa suhstances 7 iroul pexoauHn:

BatchMe/CepiaMe: | EAH20IC1 | Bakch size / Poswip cepl. 50000 packs ynak. [
Date of manufacture / [lara aMpoGHayTa: | 0272024 | Explty date /Tepuin npwtamiocri: 0812027 ]
Test Acceptable critesia (at bakch realize) Result
HafNEHYBIHHA NOMSIHND __Kpurepii npwhnATHOGTI { 1o Binyei} Pezynerar

White oval shaped film cogted tablets, debossed with «5» and break line on ane side and
1AZ13 on tha othar side.

Tebnemat, expuTi niekoec obongHxoio, Binoro Kenbopy, 0BanLHOT hOPMK 3 THCHEHHAM 5B
T8 PMCRON ANA DOGINY 3 DL CTOPOHM | THCHAHHAM <AZl3 3 LG CTODGHH

Description / Onwe Complias (Bignoeigac)

Identificalion f |gexmsdiayin

The retavion Sme of fhe major peek in e dwormakograrn o e assay prepacalion coTesponds b hatin
The chroriaiogram of the standand preperafion, a5 chiaihed nassay.
Yac YIPVMYBEHHR CCHORHOD iy Ha XpOWETOaM B polioByEBHOND PC3MHY NOBVHEH BLNoEaT Complies (Bignosigac)
] . B0y YIM/ERHHA COHBHOD My H XPOVETCINAM CTaYEDTHID PO B YNDEIK IPOBGASHIA
Azthromycin / AsuTpomiupn BurPOGYERHHA AKINEECHS BHELEHEY
The spectum of e solulian under testcomesponds 1o that of e standard solution, 25 chiained  assay.
Crosp) esarpoBony 20 pog-ssy N0EkHEN BlRNCEIGIT KDY CTHAANTHOM HO-IHY, NPUIDTOB3HA Complies (Bignoeinac)

Y A epolyman a0 I EH B
Anoranga ed cobour produced with hydrogen pertodde. sohion
Tiartum dicide ! Temany liokcHg Prass4 noesseH Hal/BaT NOMAPAH-BEC-LEDBCHIT 3a0aDENcHHA NH /IGAAEGHH PO-IHY NSNOMIATY Complies (Bianceisge)
BOIHO
Average weipht/Cepeana Maca S43my (ke 3 %6 {M4.T1 mg (ur) — 971.29 mg {mr)) 930.65 my (wer)
Mot more than 2 of the tablets differ from the average mass by more than 5% and no
. A tablet diffars in mass by more than 10.0%. +276
Uniformlty of mass / ORHopigHicTs ack He Gintiue Hiw 2 Tabnetia ia 20 MomyTs MATV BIAXHAEHHR Big CEpeaHLOT Mack Gimswe =147 N
Hi% 5 % Ta woaHa TaGneTka He roBMHHa MaTV BiaxwrerA Binbiwe Hix 10 %.
Disintegration /Poanaganya NMT 20 min./He Ginbwe 20 x8. 06 min. (x8.) 36 sec {cex)
Walar content /BmanartieHtn BozM MMT 707/ He Gimowe 7.0% 41%
5 Moﬂssslhan&ﬂ%{l}mmnl amotnl of Azikhromycin is dissolvad in 30 min.
Dissolition/PoaumHenHn " 3 TRaaini +CRiags 3a 30 8. 97 %
%) or equal 1o 15.0. If the acceptance
the acceptance value. The final
of the dosage urst should be
Uniformily of dosage units
QAMOPIAHCTL ARSORAHIK OAMHULL ¢ mﬁgum 30

uMCrO. Hyese NpHAMAaNGHe
we 260 popisdceam 150, ¥
i He Mowe ByTH MeHiLim 38 {1~

ZOXY, fim-coated tablets, 500 mg M3

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 D18, Telangana, India. www.evertogen.com, CIN No.
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-18/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M}, Mahabubnagar, IN - 509 301. Telangana, India.



Evertogen

Evertogen Life Sciences Limited

JOKCI, ratnarin Bupsl o, no 500 ur Ned cepist Ma EAH24001CA
Assay ! KinbdcHe BuaHaMeHHRA
The content of azithromyein in one tablet should be ! BWcT B3MTpoMIyHHY B 0AHIA TaGNRTU NUBMHEH CKAAAATH
:L?olf ?Mfggéoaﬁom{ﬂ,o&izégdn;gm&r’}“ (sia sananenci Kinsxoct) 485.9mg (ur)
Related substances / CynpoeigH AcsiLym
ienpurity A 1 nowiuma A | Mot more than / Ha Simuase — 0.5% 001 %
impurity B / gomiusa B Hot more than { He Gimaue - 2.0% 0.23%
impusity C f nossuma C Kot mare than / He Gimswe - 0.5% 0.096 %
4 Sum of impurities D & J / cyma gossimox O 1) Kot maee than / He Ginbwe ~0.5% 0.05 %
impurity E / aowika E Mat move than / He Ginbwe ~ 0.5% 002 %
impurity F / gomiwka F Mot more than / He Glmaue —0.5% 008 %
impurity G / aowiwa G Not more than J_Iigﬁlnhma -3.2% Not detected (Ha EuARNGNG}
impurity H f owmiwka H Not more than / He Ginbwe - 0.4% Mot cetected {Ha BHARN2HO)
impurity | f gomiwwxa | | Not mare than / He Ginbwe ~ 0.4% DAt %
impuriy L/ nowiura L | Notmore than/ He Ginwiue - 0.5% Not detectad (He suaBneno)
Impurity M/ posinsa M Mot more than / He Ginkpe - 0.5% 002%
impurity N/ posiuixa N Mot more than / He Ginswe - 0.5% Mat defectad (He mtARaHO)
imparity O / aowiuka O Mot more than / He Binse - 0.4% 0.08%
impurity P / gomiuka P Not more than { He Ginelwe - 0.4% 0.02%
gy":b“::‘mﬁ%m _— Not more than { He Giruse - 0.2% 0.00%
Totsl impurities { Cywa gomiluok Mot maore than { He Ginolws - 3.0% 0.34%
Micreblologicat test / MikpoDionori-ma umctora
Tola! aerstic micrabial count {TAMC) / 3arantHe ukcnt aspobrsx wixpaopradiamie (TAMC)
| NMT 108 CFLYg / He Ginbige 10? KYOIT <1000 CFLg {KYO#)
Total combine yeasts/ moulds count (TYMC) / 3aransHe weno apibkaxosmx Ta nniciAadx rpmGie (TYMC)
NMT 102 CFLlg / He Ginbie 102 KYOfr <100 CFWYg (KVO#r)
Escherichia cok , Absentin 1 ¢/Bigcynicrea tr Ahsent (BigcymHi)
CONCLUSION { BENCHOBOX
The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine,
In the: opinicn of the undersigned the sampla ralerred to above is of standand quality is defined in the MQC,
| hereby cerify that the shove information is avthenlic and accurate, This batch of praduct has been manufactured, including packagingdabeling and quality conirol at the above-menlioned
sile In full complianca with the GMP requirements of the local Regulatery Aulhority and with the specification available in registralion dossier. The balch processing, packaging and analysis
records were reviewed - found to be in compliance wilh GMP,
BanpoSysanun npoaefenl BENDBIAHE B MKA BupoGraa, o saracpimen! HaasoM MO3 Ypal,
SHiAH0 BCHOMCY HIENIMCAHOND, RALBELAYINA J[00K MAE CTAHIANTH NOKAMMN AOCT, NepeBaqen MK
LM A 3SCBYIHI0, 10 HABEAEHE BML IHDOPMALEA € AOCTOBIDHON T3 TOMHMNO. Lo Cepiko NPyl YN0 eupobnenn (BXvouaI NENyBaHHAMAOKYSAHHT) Ta NOHTRGM i A0CT Ha
BHUEANRMEHIR BMPOGHAR DMWY NpOBEZEHO ¥ NOBHA BIIN0EEIHOCTI 3 Biaoran GMIP, BCTEHOBNEHAM NICUEBYL DETYTATODHAM DPRaHOM, 3 TERGN BiAN0BYTHE Ao cnetidikeyl, wo
MICTHTECA B PEECTPAUAHOMY A0CHE. NPOTORDIM BHPOSHITES, NGKYBRHHS T3 SHENINE BNk NEpEINaHyT - BETaHDENEHD BignoeigHicT GMP.

| Person, authorizing the batch release ! Ocoba, Bl.qnoainanbua!:a BynycK cepl |

[  osinvasarao | | Manager QA | | Awsron 26.03-2024 |
Name / TTpiassue Postion | (ocana SRR 11 ™ : "~'ff>,$ Tl of signaire / [ATa_ nignican
2,
JTOKY Nk HHR
\o
im"
£
L\ b
ZOXY, famecoated tableta, 300 mg N23 baich Na EAH24001C1

Office : GV Chambers, 7-2-CB & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8, 5-8, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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Evertogen Life Sciences Limited

Evertogen

30KCI, ralinerin sXpuTi nfo, no 500 mr N23 cepia N EAH24004G1

CERTIFICATE OF ANALYSIS

[+]
CEPTUOIKAT AHANIgy V° 21CP24100632

Product name / Haaea npoaykuii: l ZOXY { 30KCI ]

Pharmaceuticat form / Nikapceka gopma: | film coated tablets / vabnerxu, BKPUTI NNiEKOBALO 060NOHKOID

Strength/potency / Cuna aiifakTvsHicTb: | 500 mg (mr)

Type and size of pzn::kagingJ 3 tablets in blister; 1 blister in cardboard pack ' !
Bup | posmip ynakoema% no 3 rabnetku y GnicTepl; no 1 Gnicrepy y nayLli 3 kaprony :

Active substances: 1 1 tablet contains: azithromycin dihydrate in recalculation an azithromycin 500 mg.
Hiiovi peyosunu: 1 Tabnetka MiGTHTL: 83UTPOIILMHY AWIAPaT Y NePepPaxysaHHi He A3UTROMIUKH 500 Mr

Manufacturar / BupoGHMK: | Evertogen Life Sclences Limited / Eseproaicen flaig Cagnews Aiviteq

1|

Plot No: -8, 5-9, 5-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), 1
Address: | Jadcherla (M), Mahabubnagar, Telengana, IN - 509 201, India ]
Anpeca: { Nnot N2 Ec-8, Ec-9, Ec+13/Mi 1a Ec-14/TTi Ti Ec AR AR Ci, ®apma Ec| 3er, MplH IHaacTpian Napk, 1
Nonenanni (Bi), Eauepna (EM), MaxaGy6uarap, Tenadrana, H-509 301, lugia :
!

]

Registration certificate: b velid upto: | Unlimited term License No.: i .
e i 1 - .. 5
PeecTpauifie nocaiguenHa: Hes2eciiios i Oivcke ao: | HeoOmexkeHuit | Mivenain N2: ZIMNITS (20141546
Batch N2 / Ceplr N2: l EAH24004C1 I Date of manufacture / fara supofHuuiaa; l 10/2024 —]
Batch size / Poamip cepit: | 50 000 packs {ynak.) I Expiry date / TepmiH NpnaartHocT: | 04/2028 i
- Test Acceptable criterla (at batch realize) T T Resut T
. Hahmenysauna noxaduuke KpuTepil NPUANRTHOCTE ( Ha BUOYCK) ... Peayawrar
I White oval shaped film coated tablets, debossed with «5» and break line on one side and
i Description «AZl= on the other side. CERBIASE] ina
v Orme TaGnerky, BKPUTI ANIBK02 0K 050ACHKQID, GINOTO XONLORY, OBANLHGT HONMMU 3 TUCHEHHAM omplies [Blanosiae)

«5n T3 PUCKOID AN NOAINY 3 0AHIET CTOPOHN | TMCHEHHAM «AZI» 2 THLLOT CTOPOHN

+ ldentification / lagHTrgikaun

Theretentiontime af themajor peakin the chromatogram of the assay preparation comresponds to thatin
, thechrematogram of the standard preparation, as ablained in assay,

: Hac yIpMyEaHHA OCHOBHOO NikY HA XpOMAaTepaml BUNPoGoByBAHOrD RA3HLHY RORMHEH BiANoBNaTH Complies (Bignosigac)
W 3 HACY YTHMYBAHHA OCHOBHOMD RIKY HA XROMATOMPaml CTaHAETHOMD PO3YMHY B YMCBAX APOBEAEHHA

Azithromnycin .

F Rty BUNDOGYBAHHA «KINEKICHE BUSHAYSHHAN o
The spectrum of the solution under 1est comresponds to that of the standard solutian, as obigined in
&558Y.

Cnesap  BunpoBoBysatore poO3qMHY MoBuHEH BONOEICATH CHEKTRY CTOMASDTHOIO  DO3UHHY,
TIDVIOTOBSHRLA BHNPOGyBaHHA «KiNBKICHE BH3HAMEHHAN

Complles (Binnosipac}

! An orzngered colour produced with hydrogen peraxida soluton

Titainium dig:dde : 5
. Turawy piokeua PosuaH rosuHeH HalyBaTd ROMARIHHEEO-UEPBOHORO 2aGapRneHHA npw Apaasasl poauwny | Complies [Bianosigae)
! NEROKCHY BOAHK
i Average weight/Cepegws taca M3Img(Mn: 3 % (914.71 mg (ir) = 971.29 mg (Mr)) 937.53 mg {mr)
f No more than 2 of the tablets differ from the average mass by move than 5% and no tablet
i Unifarmily of mass differs in mass by more than 1624, +1.15 %
OnHopigHicTs MacK Ha Ginvwe uix 2 Tabnetki i3 20 MOMKYTL MATK BIXMACHHR Bif CEPEHLOT MacK GINkLue Hise -1.24 °
5% 72 xoaHa TabneTka He NOBUHHA MaTH BiAXKMNEHHA BinbLye Hix 10%,
Disintegration /Po3nanasya Mot more than 20min./He Siaswe 20 xe. 08 min. (xa,) 28 sec (cex) .
Water content /Bii3Ha4EHHR BOAK Nat mare than 7.0%/He Binwwe 7.0% 4.13% !
25 s 5 - ———— o . . RIS '
Dissalution Not less than 80% (Q) of the content 2nnounced in the «Compaositions sectien in 30 min. 99 % f
E..AP_"?’,“,’I’I'B"HE.“ . He mexwe 80 96{Q) pia BMicTY, 3aABN8HOIO B PO3AINI »CrnNaan 32 30 Kb. R S i e
The acceptance valug of the first 10 tablets should be less than or aquel to 15.0. If the i
: acceptance value I8 greater than 15.0, test the next 20 tablets and calculate the aceeptance
' value. The final acceptance value of the 30 tablets
1 should be less than or equal to 15.0 and no individuat contant of tha dosage unit should ba less ! ;
! Uniformity of dosage units than {1-26x0.01)M or not more than {1+ 25 = 0.01)M, ! '
! Onbisbiitien ra e i NpuAmanoHe YUGNe ONA nepLunx ABCATH Ta0neTok NOBWHHD GyTW MeHwe abo nopioHoeant | 1.66 )
AHOPIAHICTS A03088H aitall 15.0, y elgcorkax. fixwo nguisManbie umcno Glnswa 15.0, v slacortkex, eunpobynanmio | .
nlpnaoTe HacTynki 20 TaGretok | oBuuCN0OTL ApMiAManeAe wneno. KiHuepe npufiManske ' .
4ueno, pozpaxpnaqe ia 30 ralneTox, nosniHo Byt Mexwte abo nopisHBaTY 15.0, y olacor: /‘f:?‘- T, i
1 oaey inauslaysnbHUE sMicT y 03000k ORUHVLI HE MOXKe BYTY MeHLWWM 3a (1-25%0.0 J/E’-’ = ] i
ne oo Gy GinoliyM a3 {1425x0,01)M. _,-‘./' j
ZOXY, fitm-coated tablets, 500 mg Ne& batch N EAH24004C1 1 1032

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, lndia. www.evertogen.com, CIN NOMB‘_TSZUIBPLCOSSMQ
Factory ; Plot No: $-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Palepally (v}, Jadcherla {M), Mahabubnagar, IN - 509 201. Telangana, India.
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vertogen

Evertogen Life Sciences Limited

3CKCI, rabnevky akpuTi n/o, no 540 mr N23

cepin N2 EAH24004C1

i Assay/ KinbkicHe Bu3HaueHHn
L e

- The content of azithromycin in one tablet should be / Bmict A3UTPOMILIMHY B 0AHIR TalneTui nosuHeH cknagam

!. —_—

from 475.0 to §25.0 mg {95.0 - 105.0% of the declared amount)
Bif 475.0 A0 §25.0 Mr(95.0 - 105.0% 8ia 2ansneHol KinbkocTi)

497.7 mg {2r)

Related substances / CyaposinHi gorituxy

impurity A7 pomiluka A

Not more than / He Binbwe —0.5%

" impurity B/ gomiwka B

Not more than / He Ginblue - 2.0%

Not more than / He Ginswe - 0.5%

impurity C/ aomika C
'Nsud{éfﬁim?purities D&lJ

Not more than / He Ginble - 0.5%

BDL (0.1%} (HMB (0.1 o

T

0.40 %

0.26%

0.11%

cyma gorﬂw_orf DilJ
impurity E/ gomituka E

Not more than / He Ginbwe - 0.5%

impurity F/ gowiwka F

Not more than / He Ginvle - 0.5%

BOL (0.19) (HMB {0.15)) -

BOL (0.1%) (HMB {0.1%))

impurlty G/ nomiwka G

Mot more than / He Ginbwe - 0.2%

Impurity H/ gomiwka H

Not more than / He 6inbwe -0.4%

BDL {0.1%) (HMB (0.1%))

" Notdetected [He susaneno)

¢ impurity 1/ gomika |

Not more than / He Ginbwe - 0.4%

0,13 %

impurity L/ aomiwsa L

Not more than / He Binblue - 0.5%

: BDLV(IZ-L?‘I%] (HMB (o.w;n '
" BDL (0.195) (HMB (0.1%))

v Impurity M/ pomiwka M Mot more than / He Ginbwe - 0.5%
i AabmatLl S

impurity N/ aomituka N Not mora than / He Ginslwe - 0.5% Not detected {He nnanexo)

! Notugetected {He BuABneHo)

BDL [0.1%) {HMB (0.1%))

Not more than / He Ginswe - 0.4%

impurity O/ qosituka O

impurity P / noumituxa P Not more than / He Ginbe - 0.4%

any unknown impurity : o 5
; GyDe Aka Hecneuupikosara aoMiLKa Not more than / He Glnblue - 0.2% ]

* Totalimpuritias / GyMa AOMilLOK Not moare than / He Ginbwe - 3.0% 0.90 %

; Mi.croi;n'iabgicaltestf MikpoGionoriuda uuetoTa T T T

l_L"‘?‘ acirqp‘icf ;ij_icrobial count (TAMC) / 3aranbHe uneno aepoHux MIXpoOpTaxiaMis (TAMG) —nk_ _‘_ 77_;___—kﬂ
[,___;____“_ L NMT 10° CFU/g / He Ginbiwe 109 KYO/r o - <1EO"CFW'H (KYO/r)

Total combine yeasts/ moulds count (TYMC) / 3aranbHe wmcno ADPIKLKOBUX T& (NiCHABKY rpubis (TYMC)

NMT 10% CFU/g/ He GlbLusa 102 KYO/T B ' <10CFUfg (KO
, e - - - s s RO E VD

| Escherichia coli Absentin 1 g/BigcytRIcTbB 1T ' Absent {BiacytHi)
CONCLUSION/ BUCHOB0OK
v The tests are performed in accordance with MQC of the manufacturer that approved by Mok of Ukraine.
v in the opinion of the undersigned the sample referred to above Is of stendard quality and is definad in the MQC.
v 1 hereby certify that the above Infarmytion is authentic and sccurate. This batch of product has been manufactured, including packsging/iabeting and

quallty control at the above-mentioned site In full compiisnce with the GMP requirements of the local Regulatory Authority and with the specification avpitabile in
registration dossier. Production, packaging and analysis protocols wara reviswed and GMP compliance was confirmed.

L BunpoGysanmi nponegent olanoslaro go MKA BupoGruKe, Wo Jamsepaxen] HEKaIOM MO3 VYepainu.
v 3riAHO BUCHOBKY HUKNRMIARUCAHOrS, BULEARATEHUD 3P830K MBE CM3HABPMEAT NOKaIHUKY AKOCIY, nepeataves MKA,
v Lum A zacsiauyo, wWo Hasegere suute IHpopMauin € AccmoalpHold ma moukoio. Lo cepio npoay<dil Gyne oupoBneHo (DKmouauy

POKYBSHNA/MODKYBIHHA) M3 KOHMDOAS 1T HROCINE Ha DULYBIAZHEYENRIT BUROBHUYTG Aalnsruul npoasaeHo y noawid signosigHocmi 2 BuMaram GMP, BocmanoBReHUMY
MICUSBUM PEIYARMOPHUH OPTAHOM, 8 MAKoX BIAROIARD A0 CReyudikaul, o MIcmumscA B peecmpayilHOMY A0CHE, [IPOMOKOAY BUDOGHULITBE, 8KYROHHA Ma
arenisla Gynu neperpaymi - BCMAHOBABHD SignosigHicms GMP,

17-12-2024

Date / Qarma

G. Srinivasa Rao
Noma/ Nplasuwge

Person, authorizing the batch release / Ocoba, BjanoBiganuifasa sBunyck cepff
Manager QA

Position / Mocoga

Sqylaatuse Fhuanuc

ZOXY, film-coated tablets, 500 mg N23 batch N? EAH24004G1 2of/fz2

Office : GV Chambers, 7-2-C8 & £8/2, 1.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.avertogen.com, CIN No. U24233TG2013PLC0OR5348
Factory : Plot No: 5-8, -9, $-13/P & 5-14/P TSNC, Pharma SEZ, Green Industrial Park, Palepally {V}, Jadcherla (W), Mahabubnagar, IN - 509 301. Telangana, India.




AEPHKABHA CIYAKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMHF y m. KHEBI

npog. Haaii CeiTmaunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
PO AKICTL BEE3EHOro B YKpaiHy JiKapesKoro 3acoly

16.01.2025 Ne 1639/25/26

30KCI

{(natiMenynanus nikapcskoro 3acofy 3TifHE 3 peecTpauifuuM NocifueHHAM)
TABIeTIH, BKPHTI IIiBKOBOI0 000J10HK010, 1T0 500 Mrr, mo 3 TaGaeTicn y Gaicrepi; mo 1

OaicTepy y nadmi 3 Kaprouy

((ropma BHAYCKY, KO3YDAHNA, BUL NAKYRRHNA JiKapcLkoro 3acofy) 1
Homep peectpaniiinoro noceinyenns UA/17229/01/02 erpox nii pecctpaniiinoro nocsingenns HeoBMexeHHH
Cepis nikapcskoro sacofy Ne WA 24004C1 Kinskicts rBe3eHOr0 Mikapenkoro sacoby 360

BupobHux Esepromxen Jaitth Cacucus Jlimiten, luais
(waiiveybpanHs BHpoGHHKA Nikapeskoro 3acoby, kpaliia NoxoAKeHHs)

Beeseno B Yxpainy TopaprcTno 3 00Mexen010 ipnosinansuicrio "OPIAHOCIH
JITI", inenr. xon: 24377666
(naiisenypanus Ta koi 3a SAPIIOY opuauyHoT ocobu abo npizerme, iM's, no GareKosi
thizsunoi ocobu - mianpremim, T Micne npoxuBanEA Ta peecrpanifindli nomep obaikosol
KapTiy IIATHHKA TToAaTKIB abo cepis Ta HoMep nacnopTa)

Mporokoen Bisyansuoro kourpomo sin 26.12.2024 Ne 4444/8.
JlaBoparopuuit ananis sxocTi Nikapcekoro 3acofy saiiicHenntt:

JIIT "Lienrpansua maopaTopis 3 aHanisy sxocti JikapesKax 3acobie i Memmaaol npoxykii”
(m.Kuis, syn. Kynpasceka 10r m.Kuis, syn. Kyapseceka 8B Kuiscska obnacts, c. Hosi
Iletpismi, Byn. Irana Opanka, 19)

(HatiMenyBaHHA Ta MicnesHaxolxenHs aaGoparopii, o nposena saboparopnut anania AK0CT)

BHCHOBOK OO TKOCTI NiKapeKoro 3acoby, suanmit naGopatopieto ix 16.01.2025 Ne 0047
PesyabTarn fafopaTopHOro ananisy AxocTi Jikapcskoro saco0y 3a nepeBipeHuMM IOKa3HMKaMy BIANIOBIAAIOT
BHMOIAM METOZIB KORTPONIO AKecTi (ananiTHIHO-HOPMATHBHOI HoKyMeRTaLil).

3a pesynLTATAMH JCPKABHOTO KOHTRONIO BCTAHOBJIEHO, WIO JiKapCEKuit 3aci6 BBezeHo B VYkpalHy 3
JOTPHMAHMAM BHMOT 38KOHOXABCTER OO safesneucHHA AROCT] AHkAPCLKUX 3acobis,

o R GOBIE 1y xona XONOJEHKO
Ha’%[mb]—l{l&/f_(ﬁ:{:“m o fo,,/.‘l S Muxo NOHOE
GRROro KOHTpONIO) {minoue) (ininjanm T2 npissHuie)
i ._:;’




HEPKABHA CIOYAKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m. KHEBI

rpoB. Hanil Ceitnuunoi, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kog €PIIOY 37079055

BUCHOBOK
Npo AKiCTH BBE3€HOI0o B YKpalHy Jdikapchkoro 3acoby

16.01.2025 Ne 1640/25/2611

30KCI
(uaiiMeHyBaHHR nixapckioro 3aco6y srinHo 3 peectpauittimM noceinuennan)
TaGJIEFKH, BKPHTI INTiBKOBOI0 0G070HK010, 110 500 Mr; 1o 3 TadaeTrn y Gnicrepi, mo 1
onierepy B ayuumi 3 Kapronwy
(dbopma BuNycKy, XO3yBaHHS, BHI MAKYBRHHA NiKapCceKOTO 3acoby)

Howmep peectpauiitroro nocsiauenus UA/17229/01/02 crpox aii peectpauitinoro nocsinyetts HeoOMexenuit

Cepia nikapcokoro 3acoby  Kinwkicts Beezenoro Jixapeexoro 3acofy 45000
e EAH24004C1
BupoGuuk Eneptomxen Jlalid Cacucuz Jlimiten, Ianis
(HaiiMeHyBanns BHPoOHHKA NIKAPCHKOTO 3ac00y, KPAiila MOXOMKEIIHA)
Beeseno B Yxpainy TosapucTBo 3 0GMexeHoI0 Bignopigansnicro "OPIAHOCIH JITA",
iment. kon: 24377666

(madiMerypauin Ta Ko 3z CIPIIOY 1opugHuHol ocoGu abo npispuine, iM'e, no Garbkosi disuaHol
0cobu - nianprenng, it Micue MpoxuBaHA Ta peecTpauiituui nomep obnikonol KAPTKH NIATHAKA
nogarkie abo cepin Ta HoMep acnopTa)

TMpoTokon sisyanexoro kourpono sin 09.01.2025 Xe 34/01.10-25/1.

3a pesyNbTATAMM JSPKABHOTO KOHTPONIO BCTAHOBAEHD, M0 Jikapcekuit 3aciG mmeseno 5 Yipafwy 3
DOTPHMAHHSIM BAMOT 3aKOHORABCTEA OO 3a6esneueHHS AKOCT] NKAPCLKHX 3acobis.

HauamsHuK Mukona XOIOIEHKO

g
T O

(ngcanona ety aprany
- IEpIERITOT O KOHTPONIO)

s
R

R 2R
e

{ninuuc) (iniuiany Ta npisniuue)
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Everfogen

cvertogen Life Sciences Limited

30KCI, 7abnetiu prputi n/o, no 500 Mr N23 cepin N? EAMH24003C1
CERTIFICATE OF ANALYSIS

o
CEPTUGIKAT ARAMIZy [ 21CP24100678

Product name / Hazea npoaykuii: LZOXY [/ 30KCI

Pharmaceutical form / Nixapcoxa gopma: Lfilm coated tablets / vafnetku, skpuTi NNiBKOBOIO ABONOHKOK

Strength/potency / Cuna piifakTuanicTs: I 500 mg {Mr)

Type and size of packagmgi 3 tablets in hiister; 1 blister in cardboard pack
Bugipoamip ynaxossiy o 3 vaGnetkn y Bnictepi; no 1 Bnicrepy y nauyl s KapioHy

Agtive substances: ! 1 tablet contains: azithromycin dihydrate in recatculation on azithromycin 500 mg.
ADiodi pgvosun: i 17a0neTka MiCTHTL: a3UTROMILMHY AMMAPAT ¥ NEpepaxyBaHHi Ha aampomiggﬂj 500 rar

Manufacturer / BupoGruk: l Everiogen Life Sciences Limited / EpepTomskeH Naiid CasHewa Mimitegq,

Plot Np: §-8, -8, $-13/P & 5-14/P TSUC, Pharma SEZ, Green Induslrial Park, Polepally v,
Address: j Jadcherla (M), Mahabubnagar, Telangana, IN ~508 301, India
Anpeca: | Nnov N2 Ec-8, Ec-8, Ec-13/Mi1a Ec-14/Mi Ti Ec Al Al Cl, ®apma Ec | 3er, I'piH lHaacTpian Aapxk,
Lﬂonenanni (Bi}, €avuepna {EmM), MaxatyGuarap, Tenanrasa, IH-509 301, Inpis

] Vfa"lnd upto: ‘ Unlimited tern_1 :, L{censg No.: | 2/MN/YSI2014/F/G
! Bifice go: -+ HeoBmexeHuh fiuenzia N2:

Registration certificate

PescTpauiiive nocsigdesnn: [ UAN7229/01/02

Batch N / Cepin N¢: LEAH.‘MDDSG'I ] Date of manufacture / flata BMpoGHuyTea: Llnlzozd i

Batch size / Poamip cepif: '_50 000 packs {ynak.) —] Expiry date / Tepuin npuparvocri: l 04/2028 j

Test Acceptable criteria (at batch realize) ! Result
HamesyBaRHA NoKagHuka o Kputepll npudinaniocri { na Bunyck) s ey Peaynbratr
" White oval shaped film coaled tabiets, debossed with «&- and break line on one side and '
| Description ¢ wAZl» on the other side. k Gomplies (Bignosigae) !
Qnne TaGnerku, BxpuTi nniskasow ofionckroe, §inorg KONbGRY, GUansHot GOPMY 3 THCHEHHAM ‘
. «5n= T8 pHUcKow anA noAiny 3 oguiel cropoHuj TUCHERHAM «AZl» 3 iHLIO] CTOPOHK

identification / laentugicauin

Theretention time ol the majorpeakin thechromatograrmof the assay preparation corespondsto thatin
thechromatogmm of the standard preparation, asobtained in assay.
Yac yTpuMyBIHHR OCHOBHOLO Niky Ha XPOMBTOrpars BUNPAGOBYBSHOIO POaUMiyY NoBHHEH sianosigam  Complies (Bianosizae)
“acy YWPUHYBAHHE OCHOBHOF Niky Ha XPOMATOTPEM CraHAapTHOrG POSMAHY B YMDBAX NPORSAEHHA
BUNPOGYEaHHA WKiAbICHE BHIHAUBHHR
The spectium of the solution uncer test comespends to that of The standard solution, a5 obtaned in

Azithromygin
AZNTPOMiLe

8534y, £ ; -
Crexp  umnpoboBysaHore  poadunHy  AnemHeH Bianosipat cheky Crangapricn PO3dHY, Compties (Bianosisze)
NEMICTOBAHIX U EN00YBEHHA «KinbiICHE BU3HALUEHHAY

Anorangeredootourproducedvﬁmhydrogenpermidesolutiun- i
. Poauun nosuMen kalyara NOMAPAHYEHO-YSLBOHOMO 330APRAEHHA NOW AOA3EIHH] noguady . Comiplies (Bianosinae)
NEROKCHAY BOAHIO
Amglnie 3% (914.71 mg {rr) - 971.28 mg (M)}
No more than 2 of the tablets differ from the average mass by more than 5% and no tablet

Tianium dioxice
1 Turany gitneng

]
J Average weight/CepegHa maca 9_29_52 rﬁg {ar}
i B

* Unifarmity of mass differs in mass by more than 10%. +1.72 o
OaHEpiLHICTs MacH 1 He Binswe Hix 2 tabnetkw i3 20 MOKYTL MaTH BIAXANEHHA Big CePEAHLOT Mach Ginttue Hix -1.25 2
o L . 5% axogHa rabinerka He noBuHKa MaTH BigxnnenHa Ginewe His 10%.
Disintegration /Poanaganquys Not more than 20min./He Sinswe 20 X8, - 08 min. (x8.) 24 sec {gex) :
Water content /Buanauequn pogy - i Notmore than 7.0%/He Sinswe 7.0% 4.09% '
Dissolution i Notless than 80%(Q) of the content announced in the -Composi'tic-iﬁ-; sectioninaomin

_ Posumnenwn ._He verme 80 %(Q) sig emicty, 3asenerors e po3apini «Crnans 3a 30 xa. )
¥he acceptance value of we first 10 tablats sheuld be less than or equel to 15.0. If the
acceptance value is greater than 15.0, test the next 20 tablets and calculate the acceptance
volue. The final acceptance value of thg 30 tablets
shoutd be less than or equal to 15.0 and no individual eontant of the dosage unit should be less
Unifarmity of dosage units ?;:é;—;ix:éﬂlil::g ::tnrl:g:t;:iﬂ;;:;i:gggtzg noaMHHD GyTut MeHwe 460 A0PiBHIOLAT, 1.76
. 3 i H Vil /| ¥ .
‘ OAHOPIAHICTL Ro30RaHIX oanHMue | 15.0, v miaCOTKax. AKWO npudiMantHe wucno Ginswe 15.0, y DIACOTKBX, PUNPOGYBAHING
nipaaors HactynHi 20 Tabnetox i oluucAOTs NpriiMansue Yyucno. Kinuase npufManung
“uena, poapaxopane §2 30 TaGNeTOK, ROBHHHE BYTH MEHWE 260 Aopisrioear 16.0, y pincotkax,
L:open inaueinyansHih sHicr y noaonaris QAMHUL 110 MoMe GYTY MonLwuM 38 {(1-25=0.07)M i
He Moxe ByTH Ginbume aa {1+25=0,01)M.

N
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ZOXY, tilm-coatod tablets, 500 mg N23 bateh N EAH24003C1

=
}1_0;(3
o8 ’ '
AN i
e, e s
Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.avertogen.com, CIN No. U124 3‘[@39.‘5_3}{&435349
Factory : Plot No: §-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Palepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 30T Telangana, India.
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& bvertogen

evertogen Life Sciences Limitoc!

JOKCI, Tabnorku srpuri /o, no 500 M No3 cepla N® EAH24003C1

, Assay / KinbkicHS BraHauenrHn

| The content of azithromycin in one tablet should be 7 Buict B3NTROMILMHY B OAHIT TAGNBTLI NOBUHER cKAanaTn o .
490.9 mg (mr)

!
from 475.0to 525.0 Mg {95.0 - 105.0% of the declared amount)
Bi0 475.0 po 525.0 Mr {95.0 - 105.0% Bip 3asBneHOT KinsKGCT)

.

Related substances / Cynposiant gomitxim

impurity A / fomilrks A Not more than/ He Ginswe - 0,5% i BOL {0.1%) (HMB (0.1%])}
. impurity B / aomiuika B Not mora than / Me Ginewe - 2.0% H 0.43%
I impurity C / aoMiwka ¢ Not mora than / He Bifibe - 0.5% [ 0.25%

i sumaol fﬁiﬁh}}iies D &
| Cyrd zoMiok DT .
impurity £ 7 aomiwka £

- Notmore than/ He Ginblwe - 0.5% ; BDL (0.1%) (HMB {0.135)

! Not more than / He Ginowe - 0.5% " BDL (0.13) (HMB (0.1%))

impurity F £ gomilska F- ‘ ; Notmore than / He Ginswe - 0.5% ? BDL;U.193)!I-IMB (031%))
impurity G/ pomiloka 6 | Notmore than/He Ginbwe-0.2% B ' BDL (0196 (HMB (0.10%))
}'”irnr:;u-rirtry H / Aomiwka H T 1‘ Not more than / He Ginble - Q,4% T T “ r;loitﬂdﬁé;c—l;?l;n.maneuo) ‘
| impurity 1/ aamiokal | Notmare than /He Sinowe—0.4% T T ST Tonew
| impurity L/ pomieka LT | Not more than / He Sinowe - 0.5% S . BOL©.1%) (HMB (0,135
| timpurity M/ aomika M J Not morethan/He 6inbwe - 0.5% 7 BDL(0.1%) M8 (0,15
| impurity N/ gomia N | Notmore than/ He Sinows - 0.5% e AR
- irﬁ;uﬁﬁfb I-'-IIOMiLUKa o] T —g Mot mare than / He Bifblwe - 0.4% e ‘!;l(;t éetécted (l:le BUABNEHO)

. impurity P / goriwka P ' Not more than / He Ginteure - 0.4% BDL (0.1%} (HMB [0.1%3))

i any unknown impurity

- 0, 4
l By K8 HECNENMOIKOBaHE GOMiwKE Not more than / He Sinbwe - 0.2% BDL (0.1%) (HMB (0.1%%))

! Totalimpurities / CyMa gomilox J‘_Not more than / He Ginswe - 3,0% 0.82%
| Microbiological test / MikpoGionoriuna YKCTOTa
Total aerobic microbial count {TAMC) / 3aranette uueno aepobux Mikpoopranismis (TAMC)
| NMT 10° CFU/g / He Ginbwe 10° KyOrr <100 CFU/g (KYO/r)
Total combine yeasts/ moulds count {TYMCQC) / 3aranocHe HUCANO APIXOXOBNK T8 NAICHABMX rpubie (TYMC)
NV et s PR, A st T R T
‘ | NMT 10% CFU/g / He Ginblee 102 KYO/T <10 CFU/g (KyOrr)
i‘ Escherichia coli j Absentintpg/ Biacyrulctba1r Absent {BigcyThi)
CONCLUSJON/BMCHOBOK
v The tests are porformad in accordanee with MQC of the manufacturer that epproved by MoH of Ukraina.
v Irr the opinion of the undersigned the sample referred to akova is of standaref quality and is defined in the MQC,
v I hereby centify that the above Information is authentic and sccurate. This betch of product has been manufactured, including packagingAlgbeling and

quality controt at the above-mentioned site in full compliance with the GMP requirememnts of the tocal Regulgtory Authority and with the specification avaitable in
fegistration dossier. Froduction, packaging and analysis protacols were reviswed end GMP complisnce was confirmetd,

v Bunpobyaanna nposegeni BiNO8igHO K0 MKA DUROBHUXE, Lo 38amaepaxesi rakgzom MO3 Yipaiuu.
v 3rigno BUCHOBKY HUKNYEMIGNUCAHOrY, BULeBKaIaHUT INBICK MBE CMBHABDMHI ROKE3HUKY AKOCITY, flepealaveni MER.
Ve tum 7 daceiguyo, wo Hasefena ouwe IngopMayin ¢ AQCMOElpHOK ma massol. Lo Cepio npoAyxui Syne nupotnewo (D70 B TR ey

RAKYBANHAIMEPKYBAHNA) Mo KOHINPOAL i AKOCMY 1a BULLEIZIHAYEHIT BupOOKUld Ainshuyf nposaneno ¥ RO8HIG RIAN0GIANOCM 3 Busoram GHMP, scmanonnenum
MICUCOUM DErYIRMOMIUM OPFaNOM, 3 MaKox slanopigro qo CARUUPIREUT, WO sicmumscn o peecmpayitnony qocse, Mpomoxoay BUPOGHULIMES, nakysaums ma
8ianigia Gyny nepernaHymy- BCMBHEONEHO pignoniaHicms GMP,

Person, authorizing the batch release / Ocoba, signosiganuigza BUNYCK cepii
G. Srinivasa Rao Manager QA c} 17-12-2024

Name s lpiaauiiie FPosition / Aocoga St ¥ Y Manuz Date / Aama

ZOXY, tilm-coataed tablets, 500 mg Neg batch M9 EAH24003C1 2o0ffa2

Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. wunv.evertogen.com, CIN No, U24233TG2013PLC085349
Factory : Plot No: 5-8, 5.9, S-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V}, ladcherla {¢), Mahabubnagar, IN - 505 301. Telangana, India.




BEPKABHA CIVIKBA 3 JIKAPCHKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haaif Ceimeinoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €IPIIOY 37079055

BHCHOBOK :
Npo IKicTH BBe3eHoro B YKpainy JikapcnKoro 3acoby

17.01.2025 Ne 1708/25/2611

30KCI

{nafinenynains nikapeskoro sacoby ariuno 3 PCECTPALLIFHUM [IOCHIRHCHAM)
TalaeTkH, BRpRTi NiBK0B0I0 060I0HI0I0, N0 500 M, no 3 rabuerkn y 6uicrepi; o 1

fimicrepy y mawni 3 kapromy

{(thopma snnycky, nosybatins, by MAKYBAHHS AIKAPCLKOrD 3acoby)
Howmep peecrpauiiinoro mocsinuenns UA/17229/01/02 erpox aif peecrpauiitioro nocsinuenns HEOGMENKCHHH *
Cepin nixapcskoro zacoby Ne EAF24003C1 Kinskicts peeseHoro Jiikapchkoro aacoGy 42340

BupoBuux Esepromxen Jlatidy Cacaens Jlimiten, Tnis

(naiiMenynanan sHpobikka nikapcLkoOro 3acofy, kpaita noxouuccins)

Bgeseno B Yxpainy Topapuerso 3 ofmenenoro sixnesigansuicrio "OPCAHOCIH JTH",
iment. won: 24377666

(nafimerysanua Ta xon 3a €APIIOY wopuasnunot ocobn aGo npisBuLLe, M, N0 GaTeKOB] (hiznunoy
ocaf - mianpuens, iT micke NposcHBanig Ta peecTpauiinii nomep o0nikoBOT KAPTKH NNATHHKA
nopatkis afo cepis Ta HOMCp AacnopTa)

Hporoxon sisyanenoro worrposo sia 17.01.2025 Ne 122/01.10-25/3.

3a peayneTaTaMi  ASpIKABHOrO  KOHTPONIQ BCTAIIOBAGHO, 10 nikapcekuit 3aci6 BBezeno B Vxpainy 3
ACTPHMAHWHAM puMOr 3aKOKOJARCTBA [MOAO 3a6e3neueH s FKOCTI NikapcLKUX 3acobin.

Hauanermk Muxona XOJIOIEHKO

(Ainnmc) (ininjany ra npizsHime)




AEPXKABHA CJIIYIKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

nipos. Haaif Caitmuunol, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOV 37079055

BHCHOBOK

Upo AKICTH BBE3¢HOTr0 B YKpainy Jikapcenkoro 3acoby

16.01.2025 Ne 1638/25/26

30KCI

(nafiMerysauns nikapenkoro sacaby arigio 3 peecTpauifiiun nocsiagern)
TabJIeTKH, BKPHTI IUTIBKOB010 0600HK0I0, N0 500 Mr, 000 3 Tabaerin y Giricrepi; mo 1
DaicTepy ¥ mauui 3 xapromy

({hopma punycKy, nosypanNs, BHA NAKYBAHHA nikapceLroro sacofy)
Honep pecerpanitinoro nocelauenns UA/17229/01/02 crpox aif peectpauitinoro nociavertn HeoBMeKeRHiT
Cepin nixapcekoro sacofy Ne EAH24003C1 Kinbkicts BBeseHoro nikapcekoro sacofy 120

Bupo6rnx Esepromuken Jlaith Caencus Jlimirey, Iugis 5
(naifsenysanns pHpoSHMKa NikapeLkore 3acoly, kpaika NOXOJKCH )

Beesero B Vipainy Tosapuerso 3 ofmenmenoro sigmorizaneuicrio "OPTAHOCIH
JITH", ineur. von: 24377666

{naiimenypanim Ta xof 3a €APTIOY opuanunoi ocobH ado npissHwe, iM'a, no Gatoroni
thisnunof ocobr - mianpuemug, 11 micue npoxkubanya Ta peecrpauiiinmit Hosmep 06aikonol
KapTKH NAATHUKA HoHarkin abo cepid Ta nomep nacnopra)

ITpororon pizsyaaLrore kourTposr sin 26.12.2024 Ne 4444/7,

JlaGoparopiii ananis sxocti nixapeskoro sacoBy 3aificHenuil:

HIT "UenTpansua naGopaTopis 3 ananisy scoeTi JKapeeKEX 3aco6is i MemHumEOT nporykuii"
(m.Kuig, Byn. Kynpseeska 10r m.Kuis, syn. Kyapsscska 88 Kuiecska 061acTs, ¢. Hosi
[Terpieui, By). Isana ®panxa, 19)

(mrafisenynalibg Ta nicuesnaxouerns naGoparopil, o nponena TaGOPATOPHHI anallis SKCTI)

Buenopowx wono sxocti nikapebroro 3acoGy, supannii saGoparopieio six 16.01.2025 Ne 0046

PesynsTati naGoparoproro aHamisy AKOCTi Jikapeskoro sacoBy 3a nepesipeHUMH mokasHukaMy BIXIIOBIAA0TS
BHMOraM MEeTOAIB KOHTPOIO AK0CTE (aHaNiTHYHO-HOPMATHBIOT NOKYMEHTALIT).

3a pesysbTaTamMH JEDHABHOFO KOHTPONIO BCTRHOBNEHO, Lto Jikapchkuit 3aci6 BeeseHo B Vipainy 3
AOTPHMAHHAM BUMOT 3aKOHOZABCTEA MO0 3a0e3net eHHs axogrd ixapebiax sacofip.

Haan;[f{}'n;IK . . Muxona XOJIOAEHKQ
(n;clj'ca:u.bg’a ocq%é oﬂraﬁ)‘r' ncﬁmﬁﬁi{b’ro KOHTPONIO) (nianuc) (ininiany va npizouue)
RHE [ TR
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Evertogen

Y.

Evertogen Life Sciences Limited

30KCI, Tabaerid BRPUTI Nf0, 1o 500 Mr N23

cepin N2 EAH24005C1

CERTIFICATE OF ANALYSIS

[+]
CEPTH®IKAT AHAnIgY - N 21CP24100829

Product name / Haasa npogykuii: LZOXYI 30KCI

Pharmaceutlcal form / Nikapcexa dpopma: | film coated tablets / Tabnevku, BKpyTi NniekoBoI0 060NOHKOH
4 P

Strength/potency / Cuna ailfakTusHICTL: Lsoo mgimMr)

Type and size of packaging
By i poamip ynakoexku

Active substances:
Liowi pevostiin:

Manufacturer / BupoGxwk:

]

3tablets in blister; 1 blister in cardboard pack
no 3 rabnerxu y GaicTepl; o 1 6nictepy y navwis KapTOHy

1 tablet contains: azithromyein dihydrate in recalculation on azithromycin 500 mg,
1 Tabneixa MicTyTb: aauTpoMiuMHY Avrinpar Y EPEepaxynaHHi Ha aauTpomMiuuy 500 mr

|
i

Everiogen Life Sciences Limited / Eseproascen Naid Caexcua JilmiTes

Plot No: 5-8, 8-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (\),

Address: | Jadcherla (M), Mahabubnagar, Telangana, IN - 508 301, India
Anpeca: | Mnor Ne Ec-8, Ee-8, Ec-13/TTi Ta Ec~14/Mi Ti Ec Af Adi Cl, hapma Ec ! 3er, I'piH Iuaactpian Napk,
Monenanni {Bl), Endepna (EM), Maxaby6rarap, TenaraHa, IH-508 301, IHgir
Registration certificate: Valid upto: | Unlimited term License No.:
= _ 7 i = o g
PeecTpauiine noceigHenHa: MARla 02 Oificke po; | Heobmexenni Niyensia N 7IMNITS/2014/F/G
BatchN? / Cepin N2: LEAH2400501 l Date of manufacture / fata sipoBHuuTea: l 12/2024
Batch size / Poamip cepil: I 50 000 packs (ynax.) I Expiry date / Tepmin npuaaTHocri: I 06/2028 I
f Test Aceeptable criteria {at batch realize) i Result
HafMeHyBaHHA NOKa3HKKe Kpurepit npuiAnATHOETI { Ha Bunyck) : Peaynbrar
White oval shaped film goated tablets, debossed with «5» and hreaX ine on one side and
Description =AZl» on the other side. Cemplies (Bianosinae)
Onnc TabAeTxu, BKPUTI NAIRKOBO:D oSonoHKole, Ginorp KonLopy, 0BaALHOT hOPMK 3 TKCHEHHRM mplies (8ianosin

5w T3 PUCKOI0 ANA NOJNY 3 OAHIET CTOPOHY i THGHEHHAM wAZs 3 FHLIOT CTOROHM

1

Identification / IneHyudikauis

Azithromyein
ABATROMIMH

Theretention ime of the major peakin the chromatogram of the assay preparation comesponds tothatin
thechrematogrzmofthe standard preparation, as obtainedin assay.

H4C yIMMyBAHHA OCHOEHOMD Niky HA XpaMATarpaMi BURPCGOBYBaHOMD POSUIHY NOBKHEH BIANOSinam
HaCy YTPHMYBAHHA OCHORKONG MKy HA XpOMatorpami CTRHIAPTHONS pO3UKHY B YMDBAX FIPOBEHSHHR
BUNROOYBaHHA «KiNbXiCHE BU3HAMEHHSN

Complies (Bianosinac}

The spectium of the solution under test comesponds to that of the standasd soltion, as obtained in
assay.

CRexrp  BUNpOSOBYBAHOTO POSUMHY MOBMHEH Blanosiam cnexy  CToMaspRioro PO3UMHY,
NPUIOTOBAHMX /TR BUNPOEYBaHHA KINLKICHE BMIHAYEHHAR

Compilies (8ignosinac)

Titanium dioxide
TuTaky fiDkeug,

Anorange red colour protuced with hydrogen peraxide solution
PO34HH nOBMHEH Halysam NOMBPAHHSE0-4ERBOHORD 3a0apREHHA NPV ODNABAHHI pOasmey
NEDOKCHITY BOAHID

Complies (Bignasigae)

Average welght/CepegHa Maca

43 Mg (rk: 3 % (914.71 mg (Mr) - 971.29 mg (Mr))

922.69 mg (M)

Uniformity ot mass
OanopigxicTs macu

No more than 2 of the tablets ditfer from the averagge mass by more than 595 and no tablet
differs in mass by mare than 10%.

He &lnblue Hix 2 TaBnerku i3 20 HOXYTb MaTH BIXWIEHHA B CEPEaHLOT MacK GinbLue HEK
5 % Ta »oAHa TalABTXA HE NOBMHHE MaTh 8iRXMNEHHA Ginblue Hix 10%.

+2.63

-1.71 i

Disintegration /PoanagaHHA

Not more than 20min./He Ginble 20 xs.

04 min. {x8.) 18 sec (cek)

Water content /BUaHayeHHA ogu Not more than 7.0%/He Ginswe 7.0% 4.18%
Dissolution Naotless than 80% (Q) of the content announced in the ~Composition» section in 30 min. 56 % ;
PO3UUHEHHR He MeHwe BO %(Q) sig BMicTy, 3anpneyora 8 poagini ~Cxnaj» 2a 30 xb. # o
| The acceptance value of the first 10 1ablets should &e less than or equal to 15.0. If the
i acceptance value is greater than 15.0, test the naxt 20 tablets and calculate the acceptance {
P value. The linal accaptance value of the 30 tablets
' should be less than or equal to 15.0 2nd no individual content of the dosage unit should be less
. than (1-25x0.01}M or not more than {1+ 25 x 0.07)M,
Uniformity of dosage units NpHiAMansHe YMCNO ARA NOPWKMX ACCATY TE0ARTOK NOBKHHO Gyvu MeHule afo ZoplenionaTn 2.81

i
|
!
|

OanopigHicTL AO30RAHUX oauHNLb

15.0, y oigcoTRax, AKWO npuiMancHe YucrRo Glnswe 15.0, v elocovkax, aunpoOysadiio
ninAsioTe HacTynHi 20 Talnerok | o6YMCAIONTs NPMIAMANBHE Mo, KiHuene npuiiMensHe
Hutno, poapaxosgHe ia 30 TalinaTok, NOBHHHO GyTH MeHLWLE atio AopleHpBary 15.0, y olacorkax,
I 0peH iHgvBlayansHuR Moy ¥ A030BARIA oasthull Ha Moxe Gyt MeMwnM aa (1-25%0.01)M |
Ha Mo GyTi GlLLIMM 28 {1+25=0.01)M.,

ZOXY, fitm-coated tablets, 500 mg N23

batch N? EAH24005C1

Office : GV Chambers, 7-2-C8 & C8/2, 1.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U242
Factary : Plot No: $-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrlal Park, Polepally {V), Jadcherla {M), Mahabubnagar,

l -_",“_\-__.-l/:g /‘
W

IN - 568 301, Telangana, India.

bt e ORIV
23 05 4 /4




: : - lf’ 7 @
e E ver ggﬁﬂ Evertogen Life Sciences Limited

30KCI, rabnerky skputl n/o, no 500 Mr N23 cepin N2 EAH24005C1

© Assay/ KIAbkICHe BlU3HauaHHA

The content of azithromycin In one tablet should be /7 BMict A3UTPOMILMHY B 0AHIR TabBneTui NossHeH CragaTy

- from 475.0to 525.0 mg(95.0 - 105.0“@ ofthe decl:ared amoynt) 486.8 mg wr)
L 8iz 475.0 1o 525.0 Mr (95.0 - 105.0% Bi sansnenar KinuKocTl)
! Related substanees / CynposiaHi aomituku N
[TmpurilyA!aomiwkaA Not mare than / He finbiue - 0.5% BDL {0.1%) (HMB (0-13’0_11‘_71
f-i}n—puritysmomimxa B Not more than / He Ginole - 2.0% 0.32% '
; impurity C / pomiwka C- 7 Natmore than/ He §inkwe - 0.5% Not detected {He BHRBHEHOJ___j
: z::;?;r:&gfgsi ? & Not more than / He Girbwe - 0.5% 0.13% !
impurity Ef pomiwxa & Notmore than / He Sinswe - 0.5% BDL {0.1%) (HMB(DJ%)_) |
7in:||;u-r|t—y F / nomiwxa F Not more than / He Binowe - 0.5% BDL {0.1%) (MMB {0.1 %))
Win%burity G/ gomiwka G Not more than / He Binblue - 0.2% BDL {0.19%) (HMB (0.195))
i impurity H/ aomiwka H Not more than / He Ginsue - 0.4% Not detecter (He anasnexp)
1.7—i_r-n_;:'urity [/ pomiwka | Not more than / He Ginbwe - 0.4% M17% )
; impurity L/ powsiwka L Not more than/ He Sinbwe ~ 0.5% Not detected (He niranenn)
_lm_pu;lty M/ poMituka M Not more than / He Ginblue - 0.5% ' BDL {0.1%j {(HMB (o.1%)i
impurity N 7 aoMitka N Not mora than 7 He Blnblue —0.5% 1 Not detected (He enaanero)
Impurity O/ pomiurka O Mot more than 7 He Ginsuie - 0.4% 0.11%
i-a';burityP/nOMiu.rxa P Not more than / He Ginbwe - 0.4% BDL {0.1%) (HMB(o.i;ﬁ))ﬁ
r g;'::‘:fgi:’;:;“fﬂ‘g‘%ﬂm pomiuka | NOtmMore than/ He Ginsiwe - 0.2% f BDL (0.136) (HM8 (0.1%))
:W.Total impurlties / CyMa poumiwgk Not more than / He Ginbwwe - 3.0% ! 0.72% T
i Microbiological test/ MikpoGlonoriuka unerora
Etal aerobic microbial count (TAMC) / 3aransxe uucno aepobHKx Mixpooprauiamis (TAMC) T
] NMT 10° CFU/E / He Ginblue 10° KYO/r | <100 CFU/g {KYO/r)
_'l“o—tal 65;1_15;ﬁ:e‘yeastsl moulds count {TYMC) / 3aranuHe uieno ADBKOXOBMX T3 ONICHABYX rpubis (TYMC)
NMT 102 CPU/g / He Blnbiue 107 KYO/T [ <10 cFU/g (KO}
Escherichia coll ) Absentin 1 g/ BigcyrHicTeB 1 Absent (BlacyTHi)
CONCLUSION / BHCHOBOK
v The tests sre performed in fecordance with MQG of the manufacturer that spproved by MoH of Ukraine.
v In the opinion of the undersignad the sample roferred o obove Is of standard quality and is defined in the MQC.
v 1 heraby centify that the sbove information s authentlc and eccyrete. This barch of produet has baen manufactured, including packsging/labeling and

quality control at tha sbove-mantioned site in full compitance with the GMP requiretrients of the focal Regulstory Authority and with the specification available in
registration dossiar, Production, Deckeging end anplysis protocols ware reviewsd and GMP compliance was confirmed,

v BunpoGysaxna npoasaeni alanoaiqrio no MKA supobuuxs, o samsepaxen] Haxkaaom MO3 Yepairiu.
v 3rigro BUCHDAKY HUXuenignucaroro, BULY2AXAIBHUD 30030k HAE CmpnapmM] Noxaaniky rroemi, nepeatageni MXA.
v Lum B 3scelquyro, Wo Hasedens suwe IngopMauls e gocmowipnoxe me MOYHOK. Lo cepho npoaykuff Gyno aupobnevo {axnouaoNY

NaKyaBHHA/MBDKYBEHHR) MA KOHMpoRs T akocmi He Bulyeasanadeni supoGuuvii alnsHuyl nposegenn Y noexid sinnosigrocmi 3 nuMoram GMP, acmeaHoarenuMy
MiCULauH perynamopHum DPFEHOM, 8 maxox sianopigHo Qo CRIUUPIREUT, Wo MiCMumbeR B peecmpayliinomy gocee. Npomoxony BUPOGHULIMES, NAKYaBHHA M3
aHanizle Gynu nepernanymi - scmenoeneHo algnosigricms GMP,

Person, authorizing the batch relegse / Ocoba, slgnosipansia sa sunycik cepli

G. Srinivasa Rao Manager QA i al 31-12-2024
Nama 2 fipisauuo Fasltion / flocage Signaiute 7 anuc Data + flama

ZOXY, film-coated tablets, 500 mg N23 batch N? EAH24005C1 Zoffaz

Office : GV Chambers, 7-2-C8 & C8/2,1.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indta. www.evertogen.com, CIN No. U24233TG2013PLCOR5349
Factory : Plot No: 5-8, $-9, §-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrlal Park, Polepally {v}, Jadcherla (M}, Mahabubnagar, IN - 509 301, Telangana, India.
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AEPIKABHA CIIYVIKBA 3 JIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npoe. Hanii Caitanuunoi, 3, 02099, re. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPTIOV 37079055

BUCHOBOK
Ipo sikicTh BBezenoro B Ykpaiuy Jixapenroro 3aco0y

24.02.2025 Ne 8799/25/26

30KCI

(maitvcsynams NiKapeeKOro 3acoby 3rixHo 3 peecTpanifinug nocainyenimm)
TabJIeTKH, BRpUTI miBkoBo10 obosronkoro, o 500 arr, no 3 rabaericn ¥ Gnicrepi; no 1
Oaicrepy y mauni 3 kaprony

{opria uunyexy, nosysanns, nun TARYBAKHIA TiKapcLKEOro 3acoby)
Howmep peecrpauiiinoro nocsinuenns UA/17229/01/02 CTpOK Aii peecTpauifinoro nocsinuenns HeoBMeKeHKii
Cepis nikapcexoro sacoSy Ne EAH24005C1 KinbkicTs Besenoro nikapenkoro sacoby 282

Bupobunk Esepromuen Jlajid Caencus Jlimiten, lnmis

{HaBsenynanus supoGHuKa nixapebkoro 3acody, kpaila noxomerus)

Baeseno n Yipainy Topapucrso 3 06Memeno1o BigmoBigaNBLIICTIO "OPTAHOCIH JTA",
imenr. xon: 24377666

(naiisentynanis a koa 3a CAPMOY wpnguvie! ocoty a6o npisnmLe, is'a, no Garukori fianyroy
ocoBi - mianpuckny, 1 Micue npoxcHnaiis ta peectpauiitiii noMep 06nixonoT KaApTKI MAATHHED
nozatkin alfo cepis Ta roMmep nacnopra)

Mpovoxon Bizyanuuore konrposmo sin 21.01.2025 M 100/01.10-25/2.
JlaBoparopnuii anania sxoeri nikapeskoro 3acody snificHe NIl

HIT "LenTpansua naGoparopis 3 ananisy axocti nikapceKUx 3aco6is | Meanunof npoay K"
(M.Kuis, Byn. Kyapsascexa 10r m.Knig, syl. Kyapsascera 8B Kuinenka ofnacrs, c. Hopi {letpisui,
Byn. Irana ®Opanka, 19)

{uafiMcynanns Ta Micueanaxomrkenis naGoparopil, uio nposena naGoparopHuii aianis HK0CTT)

Biieitonok w00 akocTi Rikapesicoro sacoBy, aunaniii naoparopicio eix 20.02.2025 Ne 0199

Pesyniraru naGopatoporo ananisy axocrti nikapeekoro 3acoy 3a nepesipelnMy NoKasNyMKaMK BiATOBIHAIOTE
BHMOTaM METOAIB KOHTPOIO AKOCT] {ataniTiuio-HOPMATHBIOT ROKYMEHTALLT).

Ja  pesynbTaTamu NEPKABHOrD KOHTPOMO BCTAHORNEHO, L0 Rikape % 3a¢if  poezeno 8 Vepaiuy 3
NOTPHMAHHAM BiMor 3aK0HONABCTBA 10A0 3a6e3neuenns sxocTi AjkgPChKIX 3ac061E.
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