JIEPKABHA CJIYIKBA 3 JIKAPCBKNX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHNEBI

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

BHCHOBOK
npo sikicTh BBE3eHOr0 B Ypaiuy JikapcbKoro 3ac00y

11.10.2024 Ne 53841/24/26

30KCI

(HaiiMEY BAHHS NiKAPCLKOTO 3aco0y 3rinuo 3 pecerpaLifnum HOCBLIMCHNIAM)
rabaeTkn, BKPHTI MUIIBKOBOIO 0GoaonkoI0, o 500 mr; no 3 ra6aeTn y 6aicrepi, no 1
GaicTepy B NAYLI 3 KapTOHY

(Qopma BHAYCKY, 03y BaHHs, BHL NAKYBAHHS JHKAPCLKOrO 3uc00y)

Homep peecTpaLifHOr0 NOCBINUEHHA UA/17229/01/02 cTpok aii peccTpauiffHoro nocaiguenns HeOOMeKEHHA

Cepis nixapebkoro 3acoby No EAH24002C1 KinbKicTh BBEICHOTO Aikapckioro 3acoby 384
Bupobnuk Esepromken Jlal@ Caencus Jimiten, lrais

(vafimeryBanus pHpolHKKa ATKAPCLKOFO zacofy, kpaina MOXQILKCHUS)

ToBapucrBo 3 00MCEKCHOI0 BiAMOBIAANBLUICTIO "OPTAHOCIH JTA",
inenr, won: 24377666

Baeseno 8 Ykpainy

(HalimeryBarHiis Ta Ko 38 CUPTIOY ropuanunoi ocalbu aBo npi3BHILE, M. 1O Garbirosi piznunol
0cobH - nianpremit, i micue TIpOMCHBANNGA TR peccrpattifinnit HoMep o6AiKOROT KAPTKW TUIRTHWKA
poaariis abo cepis Ta Homep nactiopral

[1poToKOA Bi3yaabHOTO KOHTPOIO BiA 19.06.2024 N2 2126/2.
Jla6opaTopHuil aHanis axocti Nikapcukoro 3acoly 3pificueruit

JI1 "Tlentpanbia naBopaTopis 3 aHasisy AKOCTI JliKapebKknx 3acoBiB i MeHHoT npoayKuii”
(M.Kuis, Bys. KynpsBschKa 10r m.Kuis, syn. Kyapsscbra 8B Kniscuka 06nacts, ¢. Hosi [Terpisud,
ByJ1. IBana OpaHKa, 19)

(ualiMeHyBanut 128 MicLE3HAX OIDKe s naBoparopii, 1o nposeia naGopaTopruil aHatis AKOCTH)
BHCHOBOK IOAO AKOCTI Nixapebkoro 3acoby, supannit naboparopicio Bia 10.10.2024 Ne 2042

PesynbraTh nabopatopHoro anafizy sKocTi NiKapchLKOro 3acoBy 3a nepenipeHrMH nokasHikaMil BLATIOBIAAIOTH
BUMOraM METOLIB KOHTPOIO AKOCTI (auani'ruqno-uopmammxo'f nokyMenTatii).

3  pe3ynbTaTaMH  LEpIKABHOIO KOWTPOMO ~ BCTAHOBACHD, WO pixapcbxnit  saciG  poeseno B Vipainy 3

z onapcTBa L1010 3abe3neucHis AKOCTI MEAPTHENX 3acodiB.
SUEG R
CO8G ,Z\/’;{:s

Mukona XOJIOJAEHKO

(nianmc) (imindanu Ta Y]







3QKCL, vabreetes BrpuT nfo, no S00Mr M3

Product name / Hasea rpoayryii:

Fharmaceutical form / flikapcuka dopma:
Strengthipotency / Gvna aijakiericTe:

Iype and size of packaging / Bug i poamip ynm;uuu
Active substances / fliwodl pevoswis; ;

Manufactucer | Bupobus:
Address / Aupeca:

Registration certificate / Pecctpauiiing nocsigienna; |
License No. 7 Mivenraia Ne: I
BalchNe/ CepinNe: | EAH24002C1

Date of manufactuve/ﬂma supab Huqma:

CTesl
Hadheryneainn NOKAsHIKG

[ Description / Qnne

i ldentification / laenmdsikauis

- Agitronyein F ASTpOmMiLMH

TA PRCKOKY QK NOLINY 3 OANET CYOPOHM T TCieHMAM £AZE 3 InWDT CTONOHI

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHAigy ' 21CP24100131

copin Ne EAHZA002C1

ZOXYI 3OKCI

fim coa‘ed tablets { Tabnew BRPUTI nma&oeo»o oﬁomn O

500 rng (w)

1 hblet comam azdhromycm dihydrate in recalcmahon on azuthrnmycm 500 mg;
i 1 Taénema wcmm L AMIPORNLIEY ACANGT Y r"‘rﬁpax B HA 3 j’ sposigid 500

|rmted | Esepmwxcn ﬂfmm Caaucus Thimiren

: Mot No: §-8,89, 8-139P & §- 14/P TSIIC, Pharma SEZ, Green industrial Park, Polepai‘y( ), Jadcherla (M),

i Mahabubnagar, Tefangana, IN ~ 503 301, india

H-509 301, bz

Tt Ne Ec-8, Ec-9, Ec-13/Ti va Ec-14/7i Ti Ec Ak Al Ci, ®apma Ec | 3er, Tpin Ingacpian Mapk, Monenanni (8i),

Valid uplo / fincne go:  Unlimited term / H966r.aé>xeuuﬁ

Bath size / Poowip ceplc so 000 packslynax .

0242024

Expiry date /Tepmn npugatHoct: 0812027

n le criteria {at balch reahze)
Kpsrepil npuiHATHOCT] { Ha BUITYCK)

White oval shaped fim coated lableis, debossed with «5» and break line on cne side and
«AZl» on the other side.
Tabners, sKpUTE NNIBKOBOK OB0NOHKOK), BINIOTO XOMLOPY, 0BARHOT XIPMM 3 TUCHEHHAN &5

The reienfon e of the major paak in e chiomatogram of the assay preparation comesponds b thatn

e chvomatagram of the standard prepastion, & chtdned n aasay.

Ue YpvRaYRES! OGHOBHOM Tky 1 XPOMETONaN BAPOGORYSAHIND DO Y N0BvH BANcalaam
aCY YIPMYRG R OCHOBHOM 1Ky M9 XPOMITODAM CTRHIBDTHOND POGWIY § YOS rPOBG/IGH A

eurpalynar st uKinedo s evsra- il

; Aueragc welghtlccpe;w s

- Unitormity of mass / OaropinHicTs macu

: stm rqraUr\n 1Po1na;1a;m

Walcr coment /BmuaueHHﬂ eonw

Dissottion/Pog-sHens

Uniformiity of dosage units
OBHOPIOHICTL 1030BAKAX OAWHUUD

ZOXY, film-coated tablets, 500 myg Ne3

' NMT Lmin, h«le Bir we 20 Ke.
wm 7(!’/01H8 6'ﬂbw f

Hn HeHLE 80 %(O) zm smncry 3NBMIEHORC A £034 |m «Cxnany 32 30 X,

mmmmfmsoxmmmmmpmmmmmmum asobmrw nassay

Crexap eurpoBosysaHOrD PO 44 ROBAHEH BILNOBIATA CEKTDY CTAHOAITHOM ORI, MEMIOTOBA K
amowaa ¥ G B2 A0

Anorawgaredmbwpm)oedmmrydogmpmvdesdam :
Poyas1 nossseH HODYRIM NOMEDSHHEI0NEDROHOS RRB0RNGHE1 NV JIABAHH DO 4 NEDOROATY
POLHO

<‘4‘3rrg )23 % (914 71 mg (Mr) §71.29 mg {mr})

Not more than 2 of the tablets differ from the average mass by more than 5% and no
lablet differs in mass by more than 10.0%.

He Ginsie Hx 2 rabneio iz 20 MoRyTs Ma™ amxuneum sm cepenHsol Macy Binsue
i S % aHa ra6nen<a He NOBIHNHA MaT m»( 10 %

0%
of lhe laaelled amount of Anthromycm is s saivéﬁ in 30 mm

Jot 105.3 than 8“%(

value is greater han 75.0, test next 20 1ablets and calcuiate the acceptance value, The final
acceptance value of the 30 teblels :
should be less than or equal to 15.0 and no individual content of the dosage unil should be
less than (1-25x0.01)M or ot more than (1 25 » Q013M, .
TIpHaMaNsHE WICRD ANA NEpumMX ABEATH TaBineTox NOBMHHO ByTi Mere 360 AOpIERIoBATK
15.0, y sigtoreax Sago npadimansie wcno Gitwwe 150, v slncoteax, munpoSysaino
ainABI0Te HacTynt 20 Tabnetor | OBUMGIFOITL FpUEMANEHE YCnD. Kinuesr npuivanuic |
uneno |, pospaxosare 13 30 tabnetox, noamimo By senwe abo ropisswsam 15.0, v |
BIACOTRAX, | XOABH HAVBIRYSMLHAR BMICT ¥ 03083HIR OANHMY e Moxe Syt Meruri 3a (1~

25x0.01)M i ne moxe Byt Binbunm 3a {14250 D1IM.

hatch Ne EARRA002C1

Thp acceplance value of first 10 lable!s should hp tess than or equalto 15, ﬁ If me frcer»tanno

T
Pegynwrar

Complies {Bianosigae)

Compties (Bianosigac)

Complies {Bignosinae)

Complies (Bianosinae)

94900

+1.01
-1.01

%

6 min. (xe.) 28 sec (cex)

2%

97 %

23

{olls 2

Office : GV Chambers, 7-2-C8 & €8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232762013PLCO85349

Factory : Plot No: §-8, -8, §-13/P & 5-14/P TSIC, Pharrna SEZ, Green Industrial Park, Polepatly (V). Jadcherla (M), Mahabubnagar, IN - 509 301. Teiangana, India.



FOKCH TabnaTn aEpun Vo, no 500 ue Ned

capin th EAR24002C1

Assay / KinbKiGHE BUIHANEHHA

The content of azithromyein in one tablet should be / Buict FaATpoMiupHy B OAHiIA TABNETU NoBKHEH CINBAATU

from (ain) 475.0 10 {70} 525.0mg {ur}

18 . Z.O%

Mot more than / He 6

185.0 - 105.0% of the declared amouri (o5 3RBNEHOT KinbXosTi)

. N t 1.6re than [ He Ginbme—«O,S% '

487.7 mg (mr)

0.02 %

Not more than l Hie Gintwe - 0.5%

th'mor‘é man li ’gemﬁinbktue ~0.5%

1 pomiwra £ Not more than | He Ginsiue -0 5%

impurity £/ nomiwga & Nat more than / Ha Ginswe ~0.5%

 impurity G/ nowiasa G Notmore than / He Binstwe - 0.2%

HNot detected (Ha susanenn)

Not delected (He sragnend)

£ impurity H 7 gosiica H Not more than / He Ginetue - 0.4%

¢ impurity | nosiwa | Not more than / He Sinsiue - 0.4%

.15 %

Mot more than / He Binue ~ 0.5%

Impurity M7 gosituka M Not more than / He §instue ~ 0.5%

Mot deleclad (He puagiend)

002 %

'im(purity N 1 gomiwka N ' No{moré mah /.Hé Ginbie - 0.5%

o (He suagnan}

%

cé than J He Ginlwe ~ 0.4

Nat more than / He Ginktue - 0.4%

Naot oy

impurity O/ gomiusa O

impurity P / gowitura P

Any unknown impurity

4 5 - 4
6y @ HECTELIKOBaHA BOMILI Not more than / He Ginvlwe - 0.2%

© Total impurites { Cyma Romiuox Not more thén 1 He Binpwe - 3.0%

. Microbialogical test/ MixpeBionoriuna wmeroTa

" Total aerobic microbial count {TAMU) / 3aransHs suchno aepeBim mixpeopravissia (TAMG)

NMT 10° CFUIg / He Ginbitie 10° KYOIr

(TYMC)/ JaranibHz HCNO ,nbimnmoaux Ta npicaasux mwdie (TYMC)

NMT 102 CFUfG | He Gin

. Escherichis coli

- AbsPnt lr‘1 gf éiﬁcymicm atr “ »

<100 CFUIg (Y01}
Absent {BiacyTi)

The tesls ate pedformed in sccordance with MGG of the manulacturer thal approved by MoH of Ukraine

Jar the apinion of the undersigned the sample referred 10 ahove is of standard guality is defined in the MQC.
{ hiereby ceriity that e above information is authe
cite in ik compliance with the GMP requirements of
recerds were reviewsd - fourd 1o be in compliance with Grae

Brnpobysarns npoeeri tianosiano A0 MICH BUPOEHKE, L0 JATBEDARECHT HARIICH MO3 Yepaine

& accurate. This hatch of product has beern manufactured, including packagingflabaling and quaity control at the above-:
coal Regulatory Avthorily and with the specification available in repistration dossier The balch processing, packaging and anatysis

CONCLUSION / BACHOBOK

toned

B0 BUCHOBKY HIKUETIANVCRHOTD, BALEBKBIRNA IPA30K MBE CTaHAapTH HORAINLKH SKOCT, niepesGa-ou MKA

Ly 5 380, 10 HABRAEHD BHUIR HBOPMALIR € AOCTOBPHOR Ta TOUHAID Uio cepiro apaaykidi 6yno supobnaiio {BRMOUBKHM N13RYBAHIAMAPKYBINRR) T3 KOHIDONY it AHGCT M
preaaaveRin aupobiii Linbli POBEAEHO Y NOBKM BIANOBIRKOCTT 3 BUMOrAM GMP, BCTAHOBREHMMI MICUEBMI PETYNATONHAM ORIBHOM, 8 TAKOK BIANOBIANO 10 cneyrhikag uy
MICTUTBCA B PRECTRAUIHHONY Kocue [pOTOKond BUPCHHMLTES, HaRyEauHA T3 axariais Gy NEPRINAHYTI - BCTAHOBAGHD pigncaigHicTs GMP

G. Srinivasa R2o ] { Manager QA i

.......... ﬁ \ T

e i Posifion 1 Tlocaa

ZOXY, fifm-costed tablets, S00 mg Ned batch te EAH24002C1

Fr ol Signatiee 7 flata pseCaRe

Jofia2

Office : GV Chambers, 7-2-C8 & €8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.comn, CIN No. U24232TG2013PLCOBS349

gactory : Plot No: 5-8, 5-9, 5-13/P & $-14/P TSHC, Pharma SEZ, Green industrial Park, Poltepally

(V), Jadcherta (W), Mahabubnagar, IN - 509 301, Telangana, india.




