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JEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMMU Y KMIBCBKIN OBJIACTI

npos. Ceitnuunoi Haaii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
IIPO AKICTH BBE3€HOr0 B YKPAaiHy JIKAPCbKOro 3aco0y

11.12.2023 | Ne 61168/23/10

., JIEBODJIOKCAIINMH-TEBA
(HAMECHYBAHHS RIKAPCHKOro 3acO0y 3riHO 3 peeCTpallifiHUM TIOCBIAHEHHIM)
Ta0JIETKH, BKPUTI IIIBKOBOIO 060/10HK010, 0 S00 M, 1o 5 Tabaerok y OJricrepi, mo 2

OJIiCTEPH B KAPTOHHIM KopoOmi
(bopMa BurycKy, 03YBAHHS, BHA 1AKYBAHHS JIKApCHKOro 3acoly)

Homep peecrpauiitnoro nocsinuenns UA/11952/01/02 crpox aii peecrpauiiinoro nocsinuenus 01.01.2099

Cepist Jiikaperkoro 3acofy Ne 143117 Kinskicth BBesenoro gikapeskoro 3acoby 6363
BupoGHuk ~Axraeic JITH, ManbTa
(nakiMenyBaHHa BUPOOHIKA HKapCLKOro 3acoly, kpaita roxomKeHHs)
Besero B Y kpainy Tosapucreo 3 06mekeHor0 BignoBinaabuicTio "Tesa Ykpaina", izenr.
koa: 34770471

(nafimenysanus Ta ko 3a CAPITIOVY opumisunoi ocobu abo npizsuruLe, imM's, 1o 0aTbkoBi (iznunof
0co0u - nyupuemii, 11 MicUe rpoXKHBAIIHS Ta peecTpaiiinyit HoMep oOiKOBOT KAPTKH NaTHUKA
nojgarkis abo cepist Ta HOMEp nacriopra)

Iporoxon BisyansHoro kourposio sia 08.12.2023 N 3912/7.

3a pesyabTaraMu  ASpMCABHOrO  KOHTPOJIO  BCTAHOBIACHO, U0 JiikapchkWi  3aci®  BBeseno B Ykpainy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTRA 1010 3abe3neuesHst SKOCTi MikapehkuX 3acobiB,
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o HPLC/BEPX
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BATCH CERTIFICATE OF MED!CINAL PRODUCT
CEPTM(DIKAT HKOCTI CEPI} fIII-{APCbKOFO 3ACOEV
Name of product/Hasea npoaykty | Levofloxacin-‘l‘eva ﬁlm coated tablets, 500 mg N° 10 (5x2) in
(strength, dosage form, package size _?md_% blisters / /lesodpnoKcayun-Tesa, TabneTkM, BKPUTI naiskosow
type/p03yBaHH4, J‘IlKapCbKa cbopma T e 500 mr Ne 10 (5x2) B 6mc*re e
poamipi TMnynakoskw) | PIDHKDIA,, F10 ITCHY | 3%L) P it '
Composition/Cknag o Sl Levofloxacm 500 mg /. ﬂeaocbnoacauuH 500 MI“
Manufacturing country/Kpama BHpOﬁHMK Malta/ ManbTa ) il §
Importing country/KpaiHa-imnoptep - | Ukraine/ YxpaiHa |
|"MA number/Homep P UA/11952/01/02 ]
Batch number/Homep cepii 143117
| Batch size/Po3mip cepii 016,363 packs/ynas—:oaox -------
Date of manufacture//JaTa BnpoﬁHuu,'rBa [09.2023 - . L h e w Rl
Expiry date/CTpoK npuaaTHocTi 08.2026 ;o - L i g .
Name, address and authorization number | Actavis Ltd, BLB 015, BLB 016 Bulebel Industnal Estate, ZeJtun |
of manufactunng site/Hassa, agpeca i ZTN 3000, Malta/Akrasic JIT,G, BLBO15, BLBO16, Eyneﬁen
HoMep NileHsii BUpo6HUYOT AibHUL IHgacTpian 6yamHor, M. 3entyH, ZTN 3000, Maana | |
- | MLOO1 )
Test / NoKasHuK AKoCTi Specification / ,D,onyc'mmi HOPMM Results / Peaynbraru
Tablet description / Onuc Pink, oval, biconvex tablets of size 8 x 16 mm, film- | Complies/ Bignosinae. g
| coated, scored on one face with side ‘scores, | | |

- Levofloxacin//lesopnorcauut -
HPLC/BEPX

[ - the second
neaodmoxcauuny

ID"

. Tlta nlum d |ox:de/1'maﬂy ,q:oncw,a,
- Iron Oxide/ 3aniza okeua”

| _no Bokax. 3 rpasioBarHAm “L” Ha cmpcm: k] pucxm

time as that for the reference standart / Ha
| XpOMaTorpamax 4ac yTpumyBaHHa niky

i CTAHAAPTHOMO PO3UMHY.

engraved «L» on the unscored face/ Poxesi, oBanbHi,
Asoonykai tabnerkyd posmipom 8 x 16 mm, BHpMTi
_NNiBKOBOIO 060NOHKOIO, 3 PUCKOID Ha OfHIM CTOPOHI |
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HPLC peak for Levofloxacin shows thé'same retention

Jlesodnoxcaumny signosiaae Hacy VTpMMVBaHHﬂ nmy |

The peak for Levofloxacm (as dbtamed in assay) |s
“scahned by an UV- diode array detector in the range

200-400 nm and each scan is compared to scan of a |

“standard preparatlon/ nik neaodmoxcauuw (8 XO,L'I,I
KiAbKicHOro Bmanaqeﬂaﬂ) CHAHYIOTb ycp-p,:op,no- ST
ManHHHMM AETERTOPOM B gianasoHi 200 400 HM 1
nop:amomb CRexTpu 3] c:nempamw CTaH.n,ap'rHoro
po3uyuHy - . - v
Complies/ Bl,qnoat,n,ae

_____ jes/ Bianosifae
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“Uniformity of dosage umts/ o,n.mp:,qmc*rb
[103YBaHHA S
Ave;;ge weight / Cepeﬂ,nﬂ maca e

T 659.2 me/ mr £ 35 % '

Comp ies to Ph. Eur. 2.9, 40/
Bl,u,noamae €8p. cbapm 2. 9 40
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Comphes/ B:,n.noamae
AV: 1.4 |
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659 92 mg/mr
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Dismtegratlon (in water at 37 C) / POBHBAEHHFI
1 {ysoginpun 37°C) e I & -

! ;,He Gmbme 308

NMT 30 mmutes/

8 mmutes/xaunnH
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Teva Pharmaceutrcal Industries Ltd.

Aftaws Ltd. BLB 016, Bulebel Industria['E:::t‘.ate1 /_'ejtun ZTN 3000 Malta N g
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BATCH CERTIF!CATE OF MEDICINAL PRODUCT
CEPTMCDII{AT AKOCT! CEPIl JNIKAPCBKOIO BACOE’)’
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Name of product/Hasaa npop,ymy |
(strength, dosage form, package size and -

_po3Mmip i TMN YNAKOBKK)

type/ Ao3yBaHHA, nmapCbKa dmpma,; KN

Levofloxacin-Teva, film- coated taBleté; 500 mg Ne 10 (5,(2')' iri:
blisters / /lesodpnokcaunH-Tesa, TabNETKH, BKPUTI nniaxoaom
oﬁonouuow, no 500 mr Ne 10 (5x2) B 6mc1'epax gt . .

T, P ey g e, " . e L e i A o s S

Composition/Cknag

'ﬁ Malta/ ManbTa

Manufacturing country/ I-{pama BHpOﬁHMK
Importing country/KpaiHa-imnoprep

Ukraine/ Ykpaida

arg rmrg g r Al A s s e 0 o T B Tk

MA number/Homep Pl

UA/11952/01/02

Batch number/Homep cepii

{43117 o

Batch size/Po3mip cepii

6,363 packsfynaxosor«: PR TN T

Date of manufacture/Jara BmpoﬁHuuTBa

09 2023 _ :_:-: | E":':;::

Expiry date/CTpok npraaTHOCTI

08.2026

Name, address and authorization number

Homep NileH3ii BMpobHUYOT AinbHuui

of manufacturing site/Hasea, agpecai

Actavis Ltd BLB 015, BLB 016, Bulebel Industnal Estate Zejtun
ZTN 3000, Malta/Axrasic AT/, BLBO15, BLBO16, 5yne6en ..... _
IHgacTpian 6y,a,;4H0H M. 3EHTyH ZTN 3000 Manb‘ra e

MLOO1
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Méa'ﬁff:ep 99.6%

L e L PR TR PR P,

I Dissolution / Poaunnenua

Q5550 afer 30 min (Ph. é:ui- 5.9, 3)/

| Min/Min: 98.7%

TRk R B IS B B LR AL § 188 T 2 SR A A R e 1 |nm"nfmumw-unpnutwﬂutﬂr- HEH L diatyy s LAY bl al |

Microbiological quality™ / | Mmpoﬁwnon'-ma wcw'ra ' M_._H, —

 Feafomeoritzon

{ Q=75% uepes 30xs (€D 2.9.3)
o - Max/Makc: 100.2%

o g e Pl TR PR P T e Py e

} APEs e BN Ao RN e 1 Py s e L8 I A0 b B R Pk BRI R ot b bl Hrf e PrabadnBRATREnE R o Fpdd R P

e ey oy gy ipfiabyPoligiodly. iy b L Bl LA P AL RN RLE AR

- Total amount of aerobic bacterla--‘
- (TAMC) [  3aranbHa Kian]CTb_r
'j:'aepoﬁHuxMmpoopramsmla(TAMC) AT T < A AL T

. Total amount of Yeasts and Moulds | NMT 102 CFU/g /He 6mbu.:e 102 KYO/_r_
Count (TYMC)/ 3aranbHa KinbKicTo | | EEE

APBRAMOBUX T3 nmcweaux rpuﬁla
(TYMC) | g% . S
- Escherichia culi

D DA b b i A ATy o WM

B Not performed/ He
BMROHyBaBCH :

Absent E coh_gt} l"g/thCVTH' E CO" ? 1..‘.'

H"!' Py b e e | ‘u khwdbrbdn b

N L1l ALEL i bt aloidld )] E B b PR DA

) ';'"Perforniﬂe"c“i“on the 1 fH‘St ten commerc:al batches and then for every 10th hatch / Tem’ npoﬂoﬂﬂ‘fb .f-l.ﬂﬂ nepumx 1‘3"‘”1 CﬂPIH 8 HOTIM

. DNA KOWHOT 10|cep|; S oo A B R _ SN AP v W ]
- **.thetestis performed on the every tenth commermal batches but nat Iess than annually / Tec:'r npOEO,D,FITb ,ﬂ,ﬂﬂ Romnor 10-| ceph

| 'aﬁo He MeHwe 1 pasy va pn{ | ]f:‘” ST S S : :___-_ 55': ii_ﬁfz -'.-5.7 ot E;__ : f' 5f':f-f- _23 

- hereby certafy that the above Informat'ion is authentuc and accurate. _ThIS batch of product has been manufactured mcludmg-i % Eg s 3
- packaging/labelling and quality control at the above mentioned site in full comphance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
- packaging and analysis records were reviewed and found to be in. comphance with GMP. / Al 3aaBasio, WO HABEAGHA BUIuE LR
% -"imbopmauiﬂ ¢ AOCTOBIPHOIO TA TOMHOI. LiA cepin Gys1a BUroTOB/EHA, BRAIOMAIOHN YIAKOBKY | KOHYPONL AKocti Ha 3asHavenit
. puwe supobrudin  pinsdui (p,lnanuax), 8 NOBHI Bignnaigﬂom 3 Bnmoramu GMP m:cueaom perymolcuoro OpraHy Ta
 cneundikauil Peecrpaylitioro nocmp,qeum kpaiuu-imnoprepa. npotouunu 3npoﬁnuq~raa, vnauoaun Ta uompomo AKocCTI GVM:_‘: ) |
,poamnnwlmuauam aip,noamuumu BuMOoram GMP.. - e Cea, L P R gy o el
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ﬁctaws Ltd BLB 016 Bulebelmduwrak i;‘*@ﬁj@% f ST Z%i“}f”)o Malta lmfomalta@tevapharm coml

Compang No C2867 l VAT No MT 11360007 | (+:‘156) 21 693 533
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" The batch meets the requ:rements of AND for MA No UA/11952f01/02 / Cepiﬂ a:p.nomp,ae Bumoram M}{ﬂ ao Prl
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