- ,U;EPL‘%GIIKC}IY}KEA
AEPKABHA CIIVIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMY v m. KMEBI

ByIt, bepesnakisesra, 29, Kule, 02098, ten./hake: (044) 350-23-55, Ten, (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua hitps://www.dls.gov.ua, Kox CIAPIIOY 37079055

BHCHOBOK
PO SIKiCTH BBe3eHOro B Ykpainy nikapebkoro 3acoly
01.12.2020 Ne 66344/20/2611
HOBOKC®-500

{HaliMonyRAHHY RIAPCHKOTO FacoBy 3rinuo 3 PeCeTpaiinmy HOCBLTICHHAM)
TAbHeTKH, BKPHTI IIIBKOBOI0 060M0HK01, 110 500 Mr, o § TadneToK y 6micrepi; no 1
Ouicrepy B Kaprouuil vaaxosui

(hopya sumyery, Zo3yaunHa, BUX AKYBaHRs NIKAPCHROTD 33c06y)

Houep peectpauiioro nocsinuenna UA/12673/01/01 crpox it peecTpauiiinore nocsiguenas HeoOMexeHRH

Cepin nixaperxoro zacofy Ne EDK20062A1 Kinbkicts BReseroro nikaperkoro 3acoby 8400
Bupofamx Esepromuxen Jlaiid Caencns Jlimiven, Tuaia

(HaliMeRyBaHHS BHPOGHIKA NIKAPCLKOTD 38¢00Y, Kpaina HOXOIEKEHEN)

Beeaeto B Yipainy Torapucrso 3 ofmexenoio signosinamsuictio "OPTAHOCIH JTA",
ixenr. kon: 24377666

(nadverrymanpa 12 xox 2a CEPTIOV wopuzunot ocobH abo apissame, iy, no Savskost Gizmaol
ocod - maapaess, § Micte dpexuBEaing Ta peecrpaitiiinnil Homep oBuikonrol KapTER RuATHIKA
nozatkis a00 cepis T2 HOMED HacTiopra)

Tipororoen pisyansnoro kouTposmo sin 24.11.2020 » 3772/1.

32 peaynbTatAMH  JICIPREBHOIO KOHIDOMO  BCTRHOBAGHO, HIO Jikapchikuf  34ci§  Bmeseno = Vipainy 3
AOTPHMMAHHAM nHMOT 38K0E0AaRCTRE OO 320E3TeY8HES AKOCT Aikapcrkax 3acobie.
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Evertogen Life Sciences Limited

HOBOKC®-500, ratuiecrki, skprti WIBKOB0i0 66om01c0:0, #0 500 mr NeS cepin Ne EDK20002A1

CERTIFICATE OF ANALYSIS

CEPTHDIKAT AHAJI3Y
Certificate No.:
Coiridilics 16: 21CP20100296
Product name: NOVOX®-500
Hassa npoaykuiiz HOBOKC®-500

Pharmaceutical form:
Jlkapenica dopma:

film coated fablets
TAIETKH, BKDUTI S1AIBKOROID OBONOHKOIO

Strength/potency:
Cuaa gifaxrusuicTs:

500 mg
500 mr

Type and size of packaging:
Bua i poamip yrakosen:

5 tablets in blister, I blister in a cardboard pack
no 5 taaerok y Gaictepi; no | Goictepy y KapToHuiit kopobui

Active subsfances:
Hiroui pewosrym:

1 film coated tablet contain: Levofloxacin hemihydrale is equivalent to Levofloxacin 300,00 mg

1 TabneTka, BkpuTa /0 Mictuts: Jlesodaoxcanus reMiriapar exkpisanentao sesodaoreansuy 300,00 mr

Manufacturer: Bvertogen Life Sciences Limited

Bupobuuk: Esepromrent aiid Caencus Jimiten

Address: Piot No: 3-8, 5-9, 5-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla
(M), Mahabubnagar, Telangane, [N — 509 301, India

Anpeca: [lnot Ne Ec-8, Ec-9, Ec-13/Tli ta BEc-14/11i Ti Ec A#i Aii Ci, ®apma Ec 1 3¢, I'pin (unacrpian Flapx,

Hoaecnanni (Bi}, €asepina (Em), MaxabyGuarap, Tenanrana, [H-309 301, luais

Reg:strat:fin ceruﬁ?ate: UA/L2673/01/01 ‘V.El“lld upto: Unlimited term
Pecerpauiiine nocrigueHns: Hificie no: 8e3cTpokoRo
License No. / Rineusin Mo: TMN/TS2014/FIG
Batch Ne Date of manufacture Expiry date Batcl size (packs)
Cepin Ne Hara supofiunursa Tepmin npunarnocri Poamip cepii (ynak.)
EDK20002A ¢ 10/2029 1072022 40 600

Index name

Haiimenysauns noKasuHaKis

Acceptable limits (by MQC)
Jlomyernmi mesi (3a MKH)

Result of analyses
PesyanTaTn azanizie

Description
Onue

Oval biconvex tablets, fitm coated shell from light pink to pink, scored for
division on one side and smooth o the other.

Osansui apoony i 1abaerra, BxpHTI N181BK080I0 0FOACHKOIO RijL
CBITAG-POMEBOrO 1O POKEROTD KONBOPY, 3 PHCKCIO AAK NONILY Ha
osomy Goni 1a rianki 3 ivnioro Goky.

Complies / Binnosipae

Identification / Inesrrdpiranin

The retention time of the main peak in the chromatogram obtained
with the sample solution shoud correspond to the retention time of
levofloracin peak in the chromatogram obtained with standart

Levofloxacin solution. N .
) el ; Complies / Bignosinae
Jlesoduoscauyy Hac yrpuMyBasHA OCHOBHOIO NIKY Ha XpOMETOIPpaMMi
BHTIPOOYBAHOTO PO3YHHY MaC BIRAOBIAATH 4acy YTPHMYDalHs
niky JIeBO{IOKCALIAY Ha XPOMATOrpaMMi CTaILAapTHOTO
_ PO3UHHY.
Oxide of iron Coloring of a solution into the red " ’ .
. . i Complies / Bianosinac
Oxcnp saniza 3abapaienun pe3uHiy B 4epRonuii Kosip
Titaniurn dioxi Coloring of a solutien into the orange-red s : y .
i fiaomdc & g /" il Gty Qlaes / Biznosinae
Tirrany miokcun 3aBapsneHia po3uMHY B FOMAPaHICBO-HCOBOHWA konip~s~ T w K 7
Average weight 7450 mg+50% 7.
CepeaHs Maca 50mr£50%

Disintegration / Poznagausn

At bateh realize
Tlpe BHmycKy napTii

Net more than 20 min.
" He Biapuge 20 xs.

Sheil life
IlpoTarom TepMiMy NPHIATHOCT

Not morg than 30 min.
He &inpwe 30 xs.

Uniformity of dosage units

Onuaopigricrs 1030BAHUK OAHHHLL

Must correspond to requirements.
Mac BiRnOBiNATH BMMOIaM.

Dissolution
Posuumnennn

Not less than 80 %(Q) in 30 minutes
He memme 80 %(Q) 3a 30 xsuaun

NOVOX@&-500, film coated (ablets S00 mg Ne 5

batch Ne EDK20002A1

Factcrv Plot No: 5-8, -9, 5-13/P &5—14/P TSHC, Pharma SE2, Green Industrial Park, Poiepally (\!), Jadcherta (M), Mahabubnagar IN - 509 301, Telangana, India.
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Evertogen Life Sciences Limited

HOBOKC®-500, mabnerky, srpurri wrisikopeo sbononxomn, o 500 mr N5

cepin Ne EDK20002A1

Related substances / Cynposimsi pevonrupn ]
Individual unidentified impurity Not maore than 0.2 % 0.011 %
e . % - N G ‘o
Inausinyaneua veinentu(icosana fomimka | He Simine 0.2 %
Total impurities Not more than 1.0 % pe
Cyma nomizok He 6impwe 1.0 % ek
Agssay / Kinbxicue Byuinadenns
Levofloxacin
Jlesodmoncanus
At batch release 480,0 - 520,0 mg/tabl.(96,0-104,0% of the declared quantity)
Ha sunyck naprii 480.0 - 520,0 mofrabn. (96,0-104.0% Bin sansaenof kinskocri) 496.1 mg/tab
Shelf life 450,0 - 550,0 mg/tabl.(90,0-110,0% of the declared quantity) U mrfrag.
Ha repmin apugatrocri 450.0 — 550,0 mr/radn. (90,0-110,0% pin 3assnenol kinsxocri)
Microbiological test / MixpoSionoriuna unerora
;f:ﬁfg?f;‘;ﬁ*;;‘;i‘g}‘ﬁ““‘ Not more than 1000 CFU/g o CFUR
] wabin He 6innwe 1000 KYO/r K¥O/r
mikpooprauismio
Sacanane ancao spomc micescan | NUmore thar 100 CFU/g <o CFUE
% He Ginswe 100 KYO/r K¥O/r
rpubie
Escherichia coli Should.bc abs_ent perkp Absent / Bigeyrmi
He monyciaernes B 1 r npenapary

CONCLUSION
BHCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

I hereby certify that the above information is authentic and accurate. This batch of product has been manuofactured, including
packaging/labeling and qualily control at the above-mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specification available in registration dossier. The batch processing, packaging and analysis
records were reviewed - found to be in compliance with GMP,

Brnpobysanusn nposeneni sianosinso no MK snpobnnka sateepmaenst MO3 Yipainn.

3rifto BHCHOBKY HIGRUETIATHCAROT), BHINES KASRHMHA 3PAI0K MA€ CTAHAAPTHI NoKa3 iKY sIKOCTI, nepeabaveni MKSE

Uy a1 3aceiguyo, wo nasegens suine indopmauis € goctosipuoi Ta Tounow. Lo cepiio npoaywuii 6yne mupoBneno
{BROFO4RIONN DAKYBAHHR/MAPKYBANHA) T2 KOUTPOIL §i AKOUTi Ma BuuiesazHavedili BupoGuuuili mireumui nposesewo y nosRiif
signosiauceri 3 sumorapm GMP, ocrauopaenui MicueBHM PeryAATOPUIM €Praliom, 2 TAKOR BianenigHo po cnenmdikamil, uwo
MICTHTBCE B peceTpauiitnomy poche. Ilporoxonn supobumursa, nawkybamds Ta amanbis Gyni meperssnyvi - GCTAHOBACHG
signosigHicrs GMP.

Name
Hpizeuue

(/;? : SL# Q‘M{\faia ilfxo

sz&«gr&;, A .4

Position of person authorizing the batch release
Hocana ocolu, sixa BuARRa K036EN HA BHAYCK cepil

Signature of person authorizing the batch release
Ilixnyc ocofit, sika BuAAIa AO3BIR HA BUAYCR cepil

Date of signature
Jara niznucanns
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NOVOX®-500, {ilm coated tablets 560 mg Ne 5 bateh Ne EDK20002A1

Office : GY Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hy’defabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085348
Factory : Plot Na: 5-8, 5-8, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherfa {t4), Mahabubnagar, IN - 508 301. Telangana, india.




e

: JEPHUIKCIYKBA )
EEP}KABHA CIHYKBA 3 TIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

BY/T, Bepwam\ismﬁd 29, Kuig, 02098, Ten/daxc: (044) 556-23-55, Ten, (044) 550-20-55

E-mail: dis kyiv@dls.gov.va,htips://www.dls.gov.ua, Kog CIAPIIOY 37079055

‘ BHUCHOBOK .
Hpo MKICTH BBE3CHOT0 B YKpainy JikapebKoro 3acoby

11.12.2020 Ne 68903/20/26

HOBOKC®-500;

[HaliMeRynanHES ixapcskoro-sacoly 3rigxo 3 peectpauifiim DOCBIAMCHIAM)

rabaer mn, Bhpﬁ”l‘l MAiBKOEOI 0000010, 1o 500 M, 11O S ralneroR y 6;11(:’1*9;31* mo i

P

Gaicrepy B Kaprouniii ypakosui =

{hopva BuURYCKY, ACYBAHEA, BHA NAKYBAHEA JKapewroro 3acofy)

Homep peectpauiiinoro nocizuenns UUA/12673/01/01 etpox aif peecrpauiiinoro nocaindcuHn HEOGMEKEHM

Cepin aikapesxoro sacofy Ne EDK20003A1 KinpkicTs BRE3eHOro sikapeskoro sacody 20100
Bupodrux }"‘ nepromken Jlaitd Casmm Jhmiren, Innia i
o : (;{aimeHyBaHM BupofRIKa mmpcwem :mcoﬁy f(pama nomnﬂmum)
" Bseseno s Vipainy Tosapucrao 3 odMexenoo BiAmoBizaNLNicTIO *’OI’FAHGCIH JIT,E],”

- inenr. wox: 24377666 5
{Haivenysanas 1o S0N 3% CHAPTIOY wopumyyso! ocols 4o npizsmne, in'a, 1o éal"bwsi {bias{qrmz
ocobu - mianprena, T viCHe NPomKHBaHHT T4 peccTpaulinum soMep oGAIROBOT K2PTRH NASTHAKA

noaarsis afo ¢epis Ta HOMED nacnepra)
IIpoToKO0A BI3YAIBHOLO KOHTPOIIO Bia 23.11,2020 38171 - - .

JlaBopatopHrit aHanis AxocTi Aikapebkoro sacoly dailcHernil:

JiepxapHa HayKoBo-#o¢aiua aboparopid 3 KOHTPOJEO sKOCTI MiKapesKux 3aco0ir JlepxanHol

YCTAHOBH

"THCTUTYT IPOMAXCEKOro 30poR'a iM. O.M. Mapseesa HAMH VYxpaian" (3. Kuis,

ey llonyapeska 50)

{Haiverypanns T8 Micuesnaxomxerus saloparoply, wo upm;ma saaﬁopampmﬁ amasis mocm}

Brcionok w00 sikoct] sixapeskoro 3acofy, sunasuit naGopatopieio six 10. 1 2{)9{} NG 2911 . e i
Pea; HBTATH 'Iaﬁepawpuex o anaysy axocrl mxapcmoro 3aco6y 3a nepem HETKaMH anozsmamrb

3a PE3VAPTATAMH  ACDRUBHOI0 KOHTPOAO  BETAHOBACHO,

AOTPHM

> W}Mf 7(1 _I;%'ru ‘(«

AHHAM 5401 32KOHOAABCTSA HI0H0 3a6es3meTeHna 2K Ti,malggpc‘&mx saé

Wiiciit oy J

H {mianwc) {ininiann Ta npiseHiLe)
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Evertogen Life Sciences Limited

HOBOKC®-504, raGacvky, srpirsi 1aiskosoio obogonsow, 1o 500 s NS cepin Ne EDK20003A1
CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHAJIIBY
Ceriificate No.:
Caprudircar No: 21CP201002%4
Product name: NOVOX®-500
Haisa npoaykuii: HOBOKC®-500
Pharmaceuticnl form: film coated tablets
Jlikaperka dopma: 1abICTEH, BKPHTI NAIBKOBCIO 0HONOHKCIO
Strength/potency: 500 mg
Cuna gii/akTHBHICTS! 500 Mr
Type and size of packaging: | 5 tablets in blister, | blister in a cardboard pack
Buj i posMip ynmakopxH: 10 5 Tabnerox y 6nicrepi; mo | GricTepy y kapTouHii xopobui
Active substances: 1 film coated tablet contain: Levofloxacin hemihydrate is eguivalent to Levofioxacin 500.00 mg
Hiloui pevopunn: 1 TaGnerxa, BrpuTa N/o MicTHTL: Jiepodinoxcaums remirinpar exsivanentuo sesodnokcauusy 500,00 mr
Manufactarer: Evertogen Life Sciences Limited
Bupobnak: Enepromey Jlatidg Caencns JliMiven
Address: Plot No: S-8, §-9, 8-13/P & S-i4/P TSIIC, Pharma SEZ., Green Industrial Park, Polepally (V), Jadcherla
(M), Mahabgbnapar, Telangana, TN — 509 31, India
Anpeca: finot Ne Ec-8, Ec-9, Ee-13/11i Ta Ec-14/11i Ti Ec Al At Ci, ©apma Ec | 3er, ['pin {ngactpian [Tapk,
Honenazn (Bi), €xuepna (Ev), Maxabybuarap, Tenauraga, [H-309 301, lugin
Rﬁgistmti.(iﬁ certiﬁ?nte: UA/I2673/01/01 Vfaji& upto: Unlimited term
Pecerpauiiive nocsimyenus: Hisicne go: 6e3CTpPOKDBO
License No. / JHuensin Ne: TIMN/TS2014/FIG

Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepin Ne Jara supobrnursa Tepmiv npuaaTHoCTI Po3smip cepii (ynak.)
EDK20003A1 10/2020 10/2022 40 600
Index name _ Acceptable limits (by MQC) Result of analyses
HajimeuysaHua noxasHnkis JrontycTumi mexi (3a MKH) PeiyawvrarTy auanizip

Oval biconvex tabiets, film coated shell from light pink to pirk, scored for
division on one side and smooth on the other,

Opaneui apoonyxai Tabreriu, srpHri nuiskosoo oboonkoro pig | Complies / Bianosinae
CBITAO-POWEBONO IO POIKEBOTO KOILOPY, 3 PHCKOIO LM% Noally #a
onnoMy Soui Ta raangi 3 iHioro Goky.

Description
Onne

Identification / [aesTndhikanin

The retention time of the main peak in the chromatogram obtained
with the sample solution shoud correspond to the retention time of
levofloxacin peak in the chromatogram obtained with standart
Levefloxacin selution.

Jiesodnoxcauun Yac yTpuMyBaHHs OCHOBHOTD [IKY H& XPOMATOrpamMMi
sunpofynaioro posuniy Mac BIATOBLIATH Hacy YTPHMYBaHHA
fiky AepofIOKCELIHHY HA XPOMATOrpanMi CTRHAAPTHOTD

Complies / Bignosiaae

pOSHHITY.
Oxide of iron Coloring of a solution info the red c lies / Bi .
Oxenn 3ar1i3a 3abapricHHR DO3YHUY B yepnoudi Koiip omplies / Bianosae
Titanivm dioxide Coloring of a selution info the orange-red Complics -
Trrrasy JokCHL 3afapaiicHus pOIUHAY B HOMAPDAHYEBO-YEPBOHH
Average weight 7450 mg£50% /* mg
Cepeans maca 450mr£50% Y mr
Disinfegration / Poznagauus fi’/
At batch realize Not more than 20 min. ‘ Sl fe,
[fpu BUAYCKY TIAPTiT He Ginnme 20 xs. < 2 nin
Shelf life Not more than 30 min. W= XB.
[Ipotarem repMiny npuuarHecti He Ginpwe 30 xp. \X
Uniformity of dosage units Must correspond to requirements. T
OpnopiguicTs J030BaUKX CAHMIHLL Mae BiUIOBIAATH BUMOLaM, //g n._‘;-;i_,{"j";j_;_'_ 343
Dissolution Not less than 80 %{(Q) in 30 minutes iE o /
Pozunpennn He menwe 80 %(Q) 32 30 xausmuy g ?

NOVUK{&SG{;, film coated tablets 500 mg Ne 3 batch Ne EDK20003A1

S '%}%om

Gg . cu v 499 Bre [t L 403

Office : GV Chambers, 7-2-C8 & C8/2, |.E,, Sanathnagar, Hyderabad %0 018, Telangana, india. www.evertogen.com, CIN No. UZ4232T62313PLC085349
Factory : Plot No: S-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (1), Mahabubnagar, IN - 509 301. Telangana, India.
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HOBOKC®-500, tabnerks, swpimi naiskonow obonouKoo, mo 500 ar Ne3 cepist Ne EDK2G003A1

Related substances / Cynpogimui pedonn M

Individual unidentified impurity Not more than 0.2 % 0.010 %
liusinyansia neinentrdixorana aominmea | He Ginine 0.2 %

Tetal impurities Not more than 1.0 % 0.036 %
Cyma momitiox He Ginerre 1.0 % )

Assay / Kinekicse nuinaucnusn

Levofloxacin

Jleothroxcanmn

At batch release 480,0 — 520,0 mg/iabl (96,0-104,0% of the declared quantity)

Ha nunyck naprii 480,0 — 520,0 mc/rabn. (96,0-104,0% six 3asnncioy KilibkocCTi) 509.114 mg/tab

Shelf tife 450,0 — 550,0 mg/tabl.(90,0-110,0% of the declared quantity) ) Mr/Tad.

Ha tepmin npuaaruocri 450,0 — 550,0 mr/rabn. (90,0-110,0% sig 3agsnenoi Kinbxocti}

Microbiological test / MikpoBioaeriuna mictora :

g;;;;fﬁ;"?;"c;‘(‘::g;%‘gl'l;‘i““‘ Not more than 1000 CFU/g ‘ <o CFU
\ L S ' He Ginpwe 1000 KYO/r K¥YO/r

Mixpooprautismis

oot L e | Mot e

ST He Ginnwme 100 KVO/r KYOQ/r

rpubis

Escherichia coli Should beabsent pecl g Absent / Bigcyrui

He nonyckacreea s 1 r nperapary

CONCLUSION
BHCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by MoH of Ukraine.
La the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

records were reviewed - found to be in compliance with GMP.

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above-mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with the specification available in registration dossicr. The batch processing, packaging and analysis

Bunpodysauns nposencni sianonimio mo MICS supabuiiica 3aTsepamenai MO3 Yepaiuu.
3riguo Bucnonky HURYENIANHCA HOTO, BHILEBRAZANNIT 3pa3oK MAE CTAHAADTHI MOKAINHKH SicocTi, mepeabadeni MICA.

signosianicte GMP,

Llum s 3aepinuyio, wo uaseacia sHige inpopmaitin ¢ gocTosipHo TA Tounoo. o cepiio apoaywkuii Oyno supobicho
(Bremovaoun naRyealHa/MapiyBanns) Ta KOHTpOAL ii sikocTi WA BuHUIe3AZUA Yeniit BHpoSHIiA altsnuui nposeneno Y nopwHii
Bignosianocti 3 sunmoram GMP, BeraHosm eI MICUEBIM DeryasnTopHim opraunom, a TaKom Bianesiaue go cnewmdirauii, wo
MICTHTBCR B peecTpauiitnomy pocse. Mporokost BHDAOHIUTBA, OAKYBAHNA Ta anakisis Oyan neperastuyTi - perauondewo

Name /
. B, i
[Ipissuue = .S\W’I"MI e e e
Position of person authorizing the batch release
[Mocana ocobn, sica Buaana goisin na BHIYCK cepii MO-MA G40 - A@ A
¥ :

Signature of person authorizing the batch release
Minnuc ocobu, ska Buaana aossin ua BHITYCK cepii

Date of signature ] %-{M %%

HaTa nianucanns

NOVOX®-580, filmi coated tablets 500 mg Ne 5 bateh Ne EDK20003A1 20ff3 2

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: 5-8, 5-9, 513/P & 5-14/P TSIC, Pharrma SEZ, Green industrial Park, Polepally (V}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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