A%
JEPXIIKCITYXBA

JAEPAKABHA CJIYIKBA 3 JJIKAPCHLKIIX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMMU y M. KHEBI

BYJT. bepesnskiBenka, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.uahttps://www.dls.gov.ua, Koa CAPIIOY 37079055

BUCHOBOK
Npo AKICTE BBE3EHOI0 B Y Kpainy JiKapeLKoTro 34C00y
23.02.2023 Ne 8199/23/2611
__ OEIVH-20®

(HaWMCHY BaHHA TIKAPCHKOro 38000y SCLANHG 3 PeECTPALIAITHN nocsigdenuam)
Kancysu mo 20 mr, o 10 xancyn y 6aicrepi; mo 3 6aicrepu B mauni 3 KApPTOHY

{(popma BURIYCKY, O3YBAKHS, BUZ TaKYBAHHS JTIKAPCHKOTO zacoly)

Howmep peectpauifinoro nocsinuenns UA/1239/01/01 crpox aif peectpauiiinoro nocsinyensns HeoBMeKeHuit
‘Cepin nikapeskoro sacoty Ne EPI122002A1

KinskicTs BBE3EHOTO MiKapeLkoro 36co6y 24480
Bupobuuk.

_Ereproken Jlattd Caencus Jimiren, Ianis

(malimenysanns BHpoGuuka nikapeskoro 3acoly, kpaiia MOXOMKCHHR }
Beeseno s Vxpairy

Tonapuerso 3 o6mexxenoro Bignopigansuicrio "OPTAHOCIH AT/,
_ipenr. wog: 24377666

(HaliMenyBanns Ta ko4 3a EJAPTIOY opuxnunoi ocobu ato pisBuie, iM'a, 0o GaTekoBi BizuuBoT

0co0M - minpAemMLL, 1T MiCLE NPOKUBRHHA Ta peectpart i HOMEP 0811K0ROT KAPTKM TIaTiHKS
NOAATKIB ado cepisl Ta HOMEp Nacnopra)

S pesymbTaTaMM  AepKABHOTO KOHTPOJO BCTAHOBAGHO, 16 JilKAPCHKUN 3aci6 mméseno B Y KpatHy 3
-,[[OTpld MAHHIM BHUMOI 3aKOHOAABCTRA LIOHO 336831‘1{31161{}15{'ﬂKD?T.l"HlH&FCL’KHK 3acofiB.
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Evertogen

Evertogen Lite Sciences Limited

OE[VH-206; xanicynu 20ur N30

* Product nanie / Hesea npoayryii-
Pharmaceutical form / Jlixapctka opwma:
Strengtﬁ!p otency / Cuna niifamauic‘rb'
Type and size nf packaging I BHIJ. | poaMip ynamam
‘Active substances / D.trnql peqnaum

Manufacturer / BupoGHu:
Address { Aapeca:

Registration certificate / Peccrpatjiiiie noceiguerHs:
License No. / NiyeHata Ne:

BatchNe / Cepisn Ne:.

‘Date of manufacture f Jata supoBHuyTaa:

'CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANIgy 18 21CP22100376

cepia Ne EPI22002A1

FEDIN-208 ! ®EQWH-208

capsules / kancymm

20 mg ()

10 capsuleé in blister; 3 hiistel's in @ cardboard-pack-/ no 10 kancyn y Bnicrepi; no 3 bnicrepu B navui 3 kapTOHY

1 capsule contain: Piroxicam 20 mg / 1 karicyna MicTTs: Mipoxcuram 20 mr

Evertogen Life Sclences Limited f Esepromuen Maig Cacucuz Mimiren

- Mahabubnagar, Telangana, IN - 509 301, India

Plot No: 3-8, 5-9, 5-13/P & S-14/P TSIIC, Phama SEZ, Green Industria! F'ark Polepally. (V) Jadcherla (M)

Mnor N2 Ec-8, Ec-9, Ee-13fTliTa Ec-14ﬂ'I| Ti ECAR Al Ci, bapma Ec | 3er, rpm IH,u,acrptan MNapx, nnnenannl {Bi),
€aqepna (Em}, Maxaﬁyﬁuarap Tenawxrana, [H-509 301, lvgir
UA/123901/H Valid upto / fliicre ao: | Unlimited tem / HeoBmenermi
19/MN/AP/2014/FiG
EP122002A1 Batch size / Poswsip cepil: 30 000 packs/ ynax.
1212022 Expiry date !/ TepMin npugamvocTi: | 1272026

Test
HanmeHybaHHA NokAHWKE

Acceptable criteria {at batch realize)
Kpurepit npuirsimsogyi ( Ha Bumycx)

Description f Onwe

Result
Pesynutar

Red colored hard gedatin size «2» Capsuies having inprints «FEDIN 20w, Capsules oontain g
powder of whitz or aimostwhite oolor

TBepAl XeNBTHROBI KancyNu HOME] 2, KOpaYC | kpMILeyKa HEPBOHOIO KONLOPY, Ha
Kopmyci | Kpkweui HaneceHo BinbrTox «FEDN 20», Kancyrm Mcrmh nopawex binoi abo
MK DINOM KOrEopy

Identification: Piroxicam
taenmdixayia: Mipoxcvkam

Complies / Bianosinae

The intensity and Revalue of e principal spot chitained from test solufion comesponds o that he spot
cAaned from Standard sohfion

IHTEHCMBHICTL | Re CCHOBHOINIRIIA Ha XOMETONDENA BANDODCEYBEHOM POS-4y Mae
s.qmqammw-nmn Ry 0CHOBHOT VM Ha XPOMATONPEM CTAHISETHON POa-HY

Complies / Bignosigae

g:ifgf;ffm'jtu‘:ﬁﬁ"‘e 315 mg (wr) £ 7.5 % 3301 mg ()

| oot ste et [ amgunsi0n ~ 85 o
' Not less than 75% (Q) for 45 min, of the declared quantity specrﬁed in the ,
Dissolution § PO3YMHEHHS “Compasition’ 94 %
He mexwe 75% (Q) npotsirom 45 xs. ain 3aABneHoT KiNkkocTi, 383Ha4eHoT ¥ poaaini

| «Cxnany

ORDIIoT Aosapsis SRS Lists; Le2s 173

Impurities / CynposigHi pomiwkm

2-piridylamine / 2-nipuaunamin NMT 0.25 % { He Sinuwe 025 % ND/HB

Any other impunity f Byab-Aka ikwa gomiwka | NMT 0.2 % / He 6intwe 0.2 % ND/HB

Waler / Boaa Not more than 8.0 % / He Ginwwe 8.0 %. 4.5 %

Assay / KinbkicHe Br3Ha4eHHA NipoKcxam

Firoxicam / MNipokcanm 19.0 mg (ur)- 21.0mg (mr) 195  mg(mr)

Microbiological test / Mixpobionorkita wicroTa

FEDIN-200, capsules fur 20 mg Nn 3IJ

batch Ne EPI22002A1

1off2

."1

"i 1




E‘_’.r 'togenh_ | o

Evertogen Life Sc-fen ces Limited

EVH-208, Kancym 20w Ne30 cepiﬂ N EPI22002A1
The total number of viable aerobic microorganisms / B npenapati JOMYCKAETLCA 3AranbHE YACHD XUTTEANATHUX aepoBind Mikpoopratiamis;
Bacteria / bakrepin Not more than 10? per 1 g/ He Ginswe 103y 1 ¢ _ <10 CFUfg (KYO/)
Fungi / [pudie | Not more than 102 per 1g/ He Ginwwe 102y 1 ¢ | <10 CFUIg (KYOM)
Escherichia coli ' Should be absentin 1q/ Hé AOTYCKAETLCR Hfinaﬂim B 1r apenapary Absent? Bigoymi

CONCLUSION / BHCHOBOK

- The tests are performad in awordan&a with MQC of the mantfacturer that approved by MoH of Ukraine:
In the npm[un of the undersigned the sample refemred o above s of standard quality is defined in the MQC.

mentioned site in full compliance with the GMP-requirements of Ihe local Regulatory Authority and with the speaﬁcaimn available in registration dossier. The batch processing, -
" packaging and analysis records were reviewad - found fo be in compliance with GMP. |

Bunpobysatis npoaa,u,am BIANOAHO 10 MKA BYpOOHYKA, WO 3aTBEPIKEHI HakAIoM MO3 YHp.’:lIHH
3riaK0 BUCHOBKY HIKUENIANUCAHOO, BMLEBKAIAHUA 3PA30K MaE CTAHAAPTHI NOKAZHMM AKOCTI, nepenﬁa*-tem MKA. ' .
Lum r saceinuyio, Wo HasegeHa BHILE iRpopmaLA € numﬁalpmm Ta TouHoK), La cepiio npoykyT Hyno Bupnﬁmm (BRI NAKYBIHHAMADKYBAHHS) T3 mH'rponh 1l RKOCTI Ha

BULL{e383HaHEHIA BUDOBHMMIN AINLHKLY NPOBEAEHO ¥ MOSHIA BIANOBIGHOCTE 3 BuMoraM GMP, BCTAHOBREHWMI MICUEBVM PEMYIATOPHNM OPraHOM, 8 TAROX BIANOSIAHO AC cheywdiraui,
WO MICTUTECA B PEECTPALIRHOMY f10CkE. [1POTOXOMM BUPOSHWLUTER, NAKYBAHHA T2 aHaNI3IB CynK NEPerAHYTI - BCTAHOBNEHO BigNORIAHICTE GMP.

"

Person, authorizing the batch release { Q¢oba, Bianosinanena 3a Bumyck cepii

_Go i se Pon Mawegy < £ Y _ 2Ipfacee-
Name / Nplapivgs Positiod / Nocana

Slgnatwe 7 Mignuc Date of signatwre / [lava nipnkcanss

FEDIN-20®, capsules for 20 mgNe 30 balch Ne EPI122002A1 ‘2offa2
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Dfﬁ:e GV Ghambers 7-2- CB&CB[Z LLE. Sanathnagar, Hyderabad - 500 018, Telangana India. www evertugenFcum CIN No. U24232T{32013PLC035349
Facturva Plct N@ 5-8,5-9,5-13/pP &5 14!P TSHC Pharma SEZ, Green Industrial Park Pulepally (v}, Jadcherla {M}, Mahahubnagar, IN - 509 301. Telangana, India.
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