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AEPKABHA CJIYIKBA 3 IIKAPCHhKHUX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceiminunoti, 3, 02099, ten. (044) 295-26-85
E-mail: dis. kyiv@dls.gov.ua, Koa €IPITOY 37079055

BUCHOBOK
po AKICTH BBe3eHOro B YKpainy jikapcbKoro 3acody

11.10.2023 _ Ne 51560/23/26

3OKCI

(Hafneny saua Jikapeskoro 3acoby 3riano 3 PCECTPRULIFHHM MTOCBIANESHHAM)
TabdJIeTKH, BKPHUTI NiBKoBOI0 060a0HK010, 110 500 mr, no 3 Tabnerku y 6aicrepi; no 1
OJticTepy y nauni 3 Kaproiy

((popma BunycCKy, nO3YBaAINIA, B NAKYBAHIN JIIKAPCHKOTO 3acoby)

Howmep peectpauitinoro noceinuenus UA/17229/01/02 crpok aif pecerpauiiinoro nocsinenns 30.01.2024
Cepis nixapcbkoro 3aco6y Ne EAH23004C1 KiaskicTs BBE3eHOr0 Niikapeskoro 3acoby 132

BupoGHuk Esepromxen Jlaiip Caencus Jlimiten, Inais

(Harsieny sains BUPOGHHUKA Aikapchkoro 3acoby, kpaiHa NOXOMMKEHHA)

BreseHo B Ykpainy Tosapuerso 3 o6meikenoro BianosinaasuicTio "OPITAHOCIH JITI",
inenT. kom: 24377666

(nalimenyBaHis Ta ko 3n CAPTIOVY 1opuanunol ocoGu abo npizBHiLe, iM's, o 6aTbKOBI diznunoi
ocoOu - mianpuemuy, 1T Micue npoxHBanIg Ta peecTpauiianit HoMep o6nikoBol Ka8pTKH NJIaTHHKA
rioaarkis abo cepis Ta HoMep nacnopra)

ITporokon BisyansHoro komrposio six 24.08.2023 Ne 2417/1.
JlabopaTopHuii ananis skocti nikapcekoro 3acoby 3uilicuenuit;

JlaGopaTopis 3 KOHTpomIO sKOCTI Nikapcskux 3aco6is TOB "JIOBPOBY T-JIIKUJIAB" (M. Kuis,
BYJI. Honropa,&-CiBepcma, Oya.3, HEXKHTIIOBI NpHUMileHHA 92)

(Halimenysanna Ta micuesnaxokentis naGoparopii, wo nposesa naboparopuuii aHania AKOCTI)

BHCHOBOK W0/10 AKOCTI JlikapchKoro 3acoby, suaanii nadoparopieto sin 11.10.2023 Ne 69-23

PesynbraTi 1a6opaTopHOro ananilzy skocTi nikapchkoro 3acofy 3a nepesipeliMH NOKa3HUKaMH BIANIOBIXAIOTE
BUMOTaM METOZIB KOHTPOMIO AKOCTi (AHANITHYHO-HOPMATUBHOT AOKYMEHTALLT).
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. KOHTPONIIO  BCTAHOBACHO, WO AiKapchkuil 3aci6 BBeseHo B  VYkpaiHy 3
AABCTBA 040 3a0e3ncueHHa AKOCTI fiK

Muxkona XOJIOJJEHKO

(iniuiany Ta npizsuine)
- n




ertogen

Evertogen Life Sciences Limited

JOKCI, 7abneTku akpwuti nfa, no 508 mr Neld cepin Ne EAH23004CH

CERTIFICATE OF ANALYSIS

CEPTUOKAT AHANIZy ¢ 21CP23100336
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Product name / Haiea nipopykuiic  Z0XY { 30KCI

Ed ] o ek M R R T R "

Pharmaceulical form / Mixapeexa opma;  film coated tablets [ rabneTk. BKpWTI NNIBXOROIG ODONOKKDKD

B L) e aan =

Strength/potency / Cna giifakTeric o, GUD mg (mr}

Type and size of packaging / Bua i poamip yaaxoskm: 3 fablets in blister; f blister in cardboéru'”p}at.::k J i 3 TabineTi y GnicTepi; nc 1 Bnicrepy y nauz.j,i-z uapmmrw

Active subslances / [liioui peqoamhv; : 2 : > 5 :
1 1abneTxa MiCTMTS: A TPOMILMHY AMNADST ¥ NEpPepaxysanHi Ha asTpomiguH 500 mr

Manufacturer / Bupobhur.  Evertogea Life Sciences Limited / Eseprogmen Naid Caeucng Nimiten

Plot No: 5-8 59 S-13/P & S-14/P TSIC . Pharma SEZ. Green Industrial Park, Polepally (V) Jadcherla (M)
Mahabubnagar Telangana, IN — 509 301. India

AQdress/ AIPECB: 1o+ o Ec§ Ec-O Ec-13/Mi a Ec-14/Mi T Ec A A Ci. @apua Ec 1 3er. Tpin Ingactpian Napk. Nonenani (B1).
Caqepna (Em) Maxabybnarap Tenanraxs. 1H-503 301, [Hais e
Registration certificate / Peectpaumye noceiguerHa:  UAA1T7229/01/02 Vaiid uplo / lircke go;  30.G1.2024

License No. / Nliyeraisa Ne:  TIMNITSI2014iFIG

Baich e / Cepia Ne; EAHZ3004C1 Batch size / Poamip cepil. 50000 packs! ynak,
Date of manufacture/ jara eupobnuymea; 3712023 Expiry date / Tepmin npugarHoCTi: 0112027 | -
. ks =R po 1 1 Accéﬁtéﬁieuﬁﬁteﬁa {at'haich ré}ilize} o TR s e
HaimeHyBaHHR NOKa3HUKa Kpuepil npUAHATHOCTI | HA BIAMYCK) 1 Pesynetar

While oval shaped film coaled lablets debossed wilh £5» and break fing on one side and
xAZl» on the other side. |
Tabnatky BkpuTi NRIRKOBOH OOONOHKGID GINOro KONLODY CBANGHOT (DODMYK I THCHERHAM ¢S5y
TA PUCKCH AN NOMNY 3 DAMICH CTOPOHH | TUCHEHHAM «AZEs 3 IHWOT CTOpOHK

Description { Onue Complies {Bignosigae)

identification { lneHTUiKIUIA

ﬁemﬁa@ﬁmdmmmhm&mmdm' ey gmn
the chomaligram Or e slandand preparaion as cblaned &1 assay. l

Hat Yy EaHRR CCHOBHOND Ny HA XPOMITOIpan sarpoboBysaHoG POTHHY TOBVHEH BIROBNaTM Compiies (Bignoaigae)
‘ ‘ ‘ “aCY YIPUMYBAHR OCHOBHOM MiXy HA XpOraTOMam CTAHIEDTHOM DOGMAY B YMOBEX TPOBSAEHH
. Adthromyan / AIWTROMiGUH BATPOGYBaHH «KiNeidoHe BrsHEMEHHD
The spectium of the soluion under kest comesponds 1 that of he stendard solution, as chiained nassay. i
CrexTp BanpoboayRaHM POd-sy Noav-EH BIANOEINATV ONEXTIY CTAHAZNTHOND PO34AY, IIMTITCESIN - Complies (Bianoainae)
AR BapCOyBaHR « KNekCe BaHaNCHHAYD
: An orange ted colour produced with hydrogen peraudde solufon
. Tianium diosde ! THmaHy SiosoAn FooH nosrHen HaDYBaTY NONEPAHHERC-HEPBOHDI 3a03DRNERHR NPV SOASaHH POR-MHY NEPOKDALY Complies (Bianoainae)
BOAHG
Average weight/Cepenya maca S43mg (k- 3 % (914 71 mg (mr) - 71 29 mg (mr)) | 93535 ~mg (mr)
Not more than 2 of Ihe tablets differ from the average mass by more than 5% and no
. s lablet differs in mass by mere than 10 3%. +10
Unllomity;ofimass+ Oneoplaicns wacy He Binbwe Hix 2 Tabnemds iz 20 MoXyYTb MaTK BIAXMNEHHS Rif cepaABLOl Macy Binblue -39 L
HiX 3 % T2 woHa TaBNeTKa He NOBUHHA MaTW BiXKNeHHR Binbuse Hix 10 %. _ | ﬁ L
NMT 20 mm.fHe Sinwwe 20 xs 345  min {x8}
NMT 7.0%/ He Ginswe 7 0% 31%
Not less than 80% (Q) of the labetled amount of Azithromycin is disseived in 30 min ag %,

He menwe 80 %0} ﬂiﬂ_ﬂmim}r JARBAEHOMO B pq;gini_g_@ma_ﬂn 3a 30 xs.

The acceptance value of first 10 [ablels should be less thas or equal 1o 15.0. If the acceptance
value 1s greales lhan 15 (. lest next 20 1ablets and calculate the acceptance value The final
acceplance value of the 30 iableis

shouid be less than or equat to 150 and no individual conlenl of the dosage unit sheuld be
less than {1-25x%0 01}M or not more than (1+25 = 0 {1)M

MpuinansHe waCno ANA Neplnx JecsTH TaBneToK nosakHE ByTy MeHwe abo JopisHIOBaTYH 2.8
150 y migcorkax SHxuye rpwimancqe uweno Dinette 190 y sincotsax  aunpobysanHio
niaa0Te HacTynH 20 radnetok ) o6uuCrecTh NEWAMANBHE YKENo KIHUSBE NpHUMBNLHE
uacng  poapaxosade 13 30 Talnerck noBMHAC DyTW mexwe a20o gopiskiosatd 150 vy
BIACOTKAX | XOAEH IHAWBIZYSNoHWA BMICT iy AOI0B3HIA CAMHULI He Moxe §yTu mentw 33 [1-
2550 01 M 1 He mowe: Byt B 3a (1250 01)M

batch Ne EAHZ23004C1

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangan‘cdl'“,:india. www.evertogen.com, CIN No. U24232TG2013PLC0O85349
Factory : Plot No: 5-8, 5-9, $-13/P & $-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepaliy (V), ladcherla (M), Mzhabubnagar, IN - 509 301, Telangana, India.




= Evertogen Life Sciences Limited

2ZOXY, film-coated tablcts, 500 mg Ned baich Ne EAHZI0G4CT

3OKCI, Tabnevkn Brpwri nfo, no 500 me Ne3 cepin Ne EAH23004C1

Asauyf hmbmcﬁe BAHGNERHA

The content of azﬁhmmycm in one fablet shnmd be / Bricr aampumruuny B OAHIH Taﬁnen.u NIOBUHEH CHNaaaT!

A AT B % ey SRR e R T F MEmE . 13

from (pin) 475.0 to (g0} 525.0 mg (mr)
{95 0 - 108.0% of the declared amount (Big sareneol mnhmcn] 4850 mg (wr)
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Related substances / CynpoBiani AoMilLky

impurity A / qowiuka A Notmore than/He Ginswe ~05% - BOL (HMB)
wimhur\it.y B ﬂamimua 8B Nat more than / He Ginbwe - 2.0% T T o 3251 n&m S

imﬁuﬁ&b.’-,ﬁmunmxac - Not more than { He Einbme—D.S% S IMBDL {HMB)

Surn of impurities { &.Hcyma ,q::tmu.um-: D |J . Nut rore than.-‘He Binblie - 0.5% S BDL [HME—]"- o
 impurily € / Romiiuka E  Nol more than / He 6inbiue - 0.5% T oLikvey

S : i than PR Sy, e R = s AT

impunty G/ pomiwka G Not more than / He ﬁlﬂbmﬁ [} 2% BOL {HMB)

im.purity H { aomiwka H . ﬁ;ﬁtﬁore than {He 6II‘IE:LUE D 4% - o - Nol detected {He ansenero)

oty 1 fowiuna : S Nm o than o ﬁmbwe N 4% i sm oW wamew A _ N S BDL S Y B

impurity L/ poMitxa L Mot more thaﬁ ;”Iﬁilmé élﬂblﬂ&— 0.5% | - - - | BOL {HMB)

Impurity M/ pomiua M . _t;E;'E'rmre than / He Binklue - 0.5% S NﬁldE.T..El:led. EHEISHHEHEHG] )
| wnpurity N { nomiwka N | ,___ Not more than / He Ginbuwe — ﬂ_ﬁ%w—ﬂmm - - -Mm detecled {(He a;manerm}

impqrsr}f O f pominma O - r:mt mare thaane ﬁmbme U 4‘};"““" - S ” - .Hat detecleﬂ {He annaneao]

i;'npurity P/ poMiuka P . N;}t_n;:::wr*e than { He Ginbwe ~ 0.4% | R _ A BDL (HMB)

Any unknown impurty

Gy sika HecneLMdikaBaNa AoMiLKa Not mare than / He Ginbwe - 0.2% | BOL (HMB)

Total impurities / Cyma aomilox NB’[ more than .=' He ﬁlﬂhm& 3.0% G 251%

Microbialogical test / Mmpnﬁmﬁﬂriwua UCTOTa

Total aerobic microbsal EDUHI {TAMC} J’ JaraneHe uMcne a&pﬂﬁHHX mikpoapradismie (TAMC)

NMT 1(]1l CFL!fg / He Elﬂbl.ue 1(]1 KYO/r | ﬂiﬁﬂﬂ CFU.fg {IWO.J'r}
Total combine veasts/ moulds count (TYMC) / SEraane HACno ﬂpl}ﬂﬂ,}l{ﬂﬂhx 13 FUIICHHEIHI rpuﬁla {T YMC} f
NMT 102 CFUg / He Binswe 102 KYOIr <100 CFU/g (KYQIr)
Escherichta coli Absentin 1g/Biacymiicmwsair Absent {BincyTHi)
CONCLUSION / BIACHOBOK

The tesis are performad in accordance with MQC of the manufaclurer that approved by MoH of Uikeaing

In the opirwon of he undersigned the sample referred 1o above is of standard guality is defined in the MQC

| hereby certify that he above informaion 15 authentic and agcurate This balch of product has been manufactured wncluding packaging/labeling and qualily contiol at Ihe above-menlioned
site in full comphance with the GAMP requirements of ihe focal Regulatary Aulhority and with (he specificalion available in segistration dossier The balch precessing packaging and analysis
records wese reviewed - found 10 be in compliance with GidP

BunpolyaanHa nposedes BAROBIAHS 40 MEH BupoBruka. 10 33TBEpIKEH] Hakalom MO3 Yipaium

;IO BUCHOBKY HIKMEMIQNVCEHOMS BULIEEEXEIAHMA IPAI0K MAE CTHABDTHI NOKAZHWKA AKCCTI. nepeabaqcH MK
Livm A 3acmguyld LG HABEABHE BWUE HGOPMELUIS ¢ HOCTORIDHOK Ta Tounoks Lo cepio npoaykuil Byno supobnemo [BRMDYAINHW NAKYBAHHAMADKYRAAHES) TA KOHTPOMDL 11 AKOCTE Ha
BMLLEIZIHSHEHIN BUPAGHKIA SiRbHULY POBENEHO ¥ NOBHIA BIANOBIAHOCTI 3 ewMorans GMP  BCTAHOBNEHMMY MICUEBYM PETYNATOPHM GPFEHOM 8 TAKOK BONOBIHO A0 cnequqmaqu o
MICTUELCS B aeccrpaummw ;tn-cbc ﬂpommnu BWPODHULTEA. NBKYBaHHA T3 8HAIIB OYyNW nepernsHyTi - BCTAHDBNEHO 8IANOAIBHICTL GMP

e e iy pdwe— R S i e e R G RHGIHINMIw md =

Parﬁcn. auihdhzrng ihe ‘hatch releasefﬁcnﬁa Hinnoa;,qanh‘l}a 33 annycx cepit

r A !
| Manager QA { L | 07-08-2023
Posilion / Nocaga Signature / Mignac Dale of signature / Qlata manucasss

2oll3 2

Office : GV Chambers, 7-2-C8 & €8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: S-8, -9, 5-13/P & S-14/P TSIHC, Pharma 5EZ, Green Industrial Park, Polepally (v}, Jadcherla {M}, Mahabubnagar, IN - 503 301. Telangana, India.




