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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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© 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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