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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOUKAT KAYECTBA CEPUMA NEKAPCTBEHHOIO CPEACTBA

Name of product/Hassarme npoaywra
(strength, dosage form, parkage size and

Rosart, film-coated tablets 10 mg #30 (#10x3) ns bilsters / Posapr, raSnetiw,
NOKPBIThIe NAieHOWHON 06OMOYHOM, NO 10 Mr Ne3O (Ne1Ox3) B Gnucrepax

type/ fosupoana, AsxapcrseHHan thopua,

PAZMED H THI YRAKOBHM] R N o B

Composition/Cocran Rosuvastatin 10 mg as Calcium rozuvastatin {Po3zynactatnia 10 mr B BHGE
R RO | FodBBCTATMHA KAsbMA e
| Manufacturing country/Crpana- Actavis Ltd, Malta/Axtasuc firn, Mansta

noomsaa/iuTens _ I - _ |
_Importing country/Crpana umnoptep Ukraine/Ykpassa _ _

MA number/Homep PY UA/T1647/01/02 n
_Batch number/Homep cepis - F92768

Batch size/ Pasmep cepuu

.1 22,793 packs/ynakoBok

Date of manufacture/Zava npowssaactsa | 02/2020 ) B
! Expiry date/Cpok rogHocT 01/2022

Name, address and authorization number
of manufacturing site/Hasaame, aapecu
HOMED NTMLEH3M NPOUIBOACTBEHHOND

Actavis Ltd., 5LBO15, BLBO16, Bulebel Industrial Estate, Zejtun ZTN3000,
Maita/Aktasuc ITA., BLB015, BLBO16 Byneen MHaacTpuan aom, r. 3eiryd ZTN
3000, MansTa

. yHactxa MLOO1. L —
[ Tests / Specifications / Results /
} lfokazatenm Hopmbi Pesyastats!
Tablet daseription / Onwcanne Fink, round, 7mm in diameter, blconvex, film-coated tablets Complies / Cooreercrayer
with “ST 2* debossed on one fate/Poaosue, wpyrave,
AuameTnom 7mm, OBORKoBuInyKatie TaGnersy, ROKPLITHE
NARHOUHOA OGOAOMNOR, © rpasipoancs «ST 2» Ha ofinoR
CTOPCHe
Hentifeation / Haeumdsaymn
~HPLL/BIMX The retention time of the major peak in the chromatogram of  Complles / Couvesercrayer
the sample solution as ebtained in the assay corresponds to
that of the major peak in the chromatogram of the standard
solution /8 xoge KonusecTeenHoro ONPEAENEHMA BpEMA
VACHMEBHUN  OCHOBHOTO  NUNR  HZ  XpOMSTOrpamMmMe
HCNWTYEMOrD DICTBOMS ADAKHO COOTHETCTHOBATH BREMENW
YACPHMEAHMA  OCHOBHDIO  NMKE W3 XpOMaTorpamme
-HPLC-DAD/BIHX-DAD CTaHZapTHOrD pacreopa, Complies / CoorseTcrayer
The UV spectrum of the malor peak In the chromatogram of
the sample solution as obtalned In the assay torresponds ta
that of the major peak in the chromatogram of the standard
salution/B xoge sONHMECTEEHHOrO OnpEaessna YO cHexTp
OCHOBNOSO MUKE 13 XPOMATOTPAMME UCTILITYEMOrD pacTagpa
ADMKEH  COOTBETCINOBATE  OCHOBHOMY  AMKY  Ha
APOMBTOF PAMME CTRHIA PTHOND PAKTEDTE.
Uniformity of dosage units / OnvoposnoeTs Compiles 1o Ph. Ewr. 2.9.40/B cooteercyaun ¢ TpeSodaHuaMK  AV: 41
AOINDOBIANA E®.29.40
AVs15.0
Aversge tablets mass / Cpeasan macta  144.2 me i 5%(137.0-151.4 mg)/ 146.25mg/mr
Tabineru 144,2 mr 5% (137,0-151,4 mr}
Assay / Honwdecrzensoe onpeasaesna 95 - 105% of the labelled amount 99.0% (9.90mg/mr)
95 - 105% OT 33ABAGHHOIO KOAWYECTE
Related substances, HPLE / Conyreraywapse
NIPHAECH
- 5-Ketpacld/5-keTokncnora’ NMT 0.2%/He Bonee 0.2% 0.15%
- Lactene/Naxron® NMT 2.0%/Ha 6onee 2.0% <0.1%
- 3R 5R-Rosu (mtﬁsumujﬁkﬁlt«po;v NMT 0.5%/He Gonee 0.5% <0.1%
{anrnusomepy’
<ach  unspecified  impurity/Eqpmsnan NMT 0.2 %/He Sonee 0.2% <0.1%
HEMIABECTHAR NpUMery
- Total tmpurities/Cynana npnmecedt NMT 1.5%/He Bonee 1.5% 0.15%

ﬁyaﬂA/gjz 505 20 (0 20
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOUKAT KAYECTBA CEPHM NEKAPCTBEHHOIO CPE/ICTBA

Name of product/HaaBaHue npogyKTa

{strength, dosage form, package size and

type/ fo3upoBNa, fexapciseqias (opua,
AIMED W THN YRAKDBKM)

Rosart, fllm-coated tablets 10 mg #30 (#10x3) in biisters / Po3apr, Tabnetry,
NOKPLITbIE MAEHOUHON 05004k, No 10 Mr Ke30 {Ne10x3) 8 6aucTepax

Compaosition/CocTas

Rosuvastatin 10 mg as Calcium rozuvastatin /Posysacratuua 10 mr B BHde
LOIYBACTATHHA KANLLWA

Manufacturing country/Cipana-
| nponasoauTens

Actavis Ltd, Malta/Akrasuc fira, MansTa

Imperting countiy/CrpaHa umnoptep Ukraine/YxpauHa

MA number/Homep PY UA/11647/01/02

Batch number/Homep cepum F92768

Batch size/ Paamep cepum 22,793 packs/ynakonok
Date of manufacture/fata npomasoactsa | 0272020

Expiry date/Cpox rognocTs 01/2022

Name, address and authorization number
af manufacturing site/Hassauue, agpec u
HOMEP NIMLEH2MH APOH3IBOACTBEHHOO

Actavis Ltd., BLBO15, BLBO16, Bulebel industrial Fstate, Zejtun ZTN3000,
Malta/Axtasuc TA,, BLBO15, BLBO16 ByneGen HMHaacTpuan gom, r. 3edtyn ZTN
3000, Maneta

YyacTHa MLOO1,
Tests / Specifications / Results /
MNowa3zarenu Hopmb! Pesynerarte
Dissolution / Pacreopenne NLT Q=75% after 45 min/He mexee (1=75% 33 45 MuA Mean/Cp: 100.4%
(Ph. Eur. 2.9.3/Esp.®apm, 2.9.3) Min/Mun:  98.7%
Max/Makc: 102.3%
Microbioiogical quality® /
Mukpobuonaornyecsan yuerora®
TAMC/TAMC NMT 100D aerobic bacteria per gram/He 6onee 10° aspobHeix 0 CFU/g/ HOE/r
Gaxrepui B 1r
TYMC/TYMC NMT 100 fungi per gram/He Bonee 10’ rpubos B8 1 r O CFU/g/ KOE/r
npenapara
Escherichia coll Absent Escherichia coll In 1 g/Creyrereue Escherichiacolis 11 Absent/ Oreytcraue

* Not routinely performed. Tested on the first three production batches and then once year. /He npoacAHTca NOCTORHHO, UENbITaHKe NpoRBAAT
AAR 3 NepsbiX cepuit W 3aTem pal B rog.
3-?—{#1-(4»fluomphenyl)-6-isupfupvl-Z-(i‘%-methy!-N»methanesulfclnvfamlnopyrlmldine)-S-vl}—SR~hydrmtv-S-oxo-(E)-ﬁ-heptenic acid catcium salt/7-(4.
(&@Top@euuﬁ}-S—waonpcnnn-Z—(N-Memn-N-Meraucvnmponunamunnnupumu,qwu;-ﬁ-un)-SR- MApoRcH-5-okco-{E)-6-rentenosan kuenoTa
KaAbUKESAR £ONb,

% {E}-?-(4-[4-ﬁuaruphenyl}-ﬁ-Isopropyl-z-[met}wl(methvisulfonvIiamlno)pyrimidin-s-y[)(BR.SS)3.5—cfihydroxyhﬁm-6-eno‘lc acid)-(3,6)lactone/(E)-7-(
A-{ 4-¢f‘rap¢JEHHﬂ]vS-M30npUnMn-2-(METHJ'I(METHH€Y!IbtbOHMﬂ}aMuHO Jnupumuaku-5-un) {3R,55)3,5-Aur 1A pOKCHTENT-6-2HOBAR KUCADTS)-

(3,6} nakToN.

“ (3R, 5R]~7-{4-€4-ﬂuorephenyl)-ﬁ-isnprapy!-z-(methyﬂmethylsulfonyl)amino!pyrimidln-s-ylls,s-dihvdroxv‘GtE}-heplenic acid calcium salt) {2: 1)/(3
R,SR)-?-(A-(4—¢mp¢emm)os-vtsonpomm2-(MemnImemncvnbdmunn}amuuo}nupanu,a,un-S-Lm)3,S-Auru,a.poucm-ﬁla-remeﬁanan Kuesora
K3NLLUHEDaR conef {2:1).

The batch meets the requirements of AND for MANe UA/11647/01/02 / Cepun coorsercreyer TpeGosannsm AHA K P.C. N2 UA/11647/01/02

 hereby certify that the above infermation Is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality contral at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Autharity and with the specifications in the Marketing Autharisation of the Importing country. The batch processing, packaging and analysis
records were reviewed and found to be In complance with GMe/

3THM A NOATBEPIAAI, UTO NPUBEAEHHAR BLILE HHHOPMALNA eCTL AOCTOBEPHAA M TOYHAA. 31a LEPHA NPoAYKLKMY Bbina HaroToRAeHS
{Bnicuan ynakosny/rmapuuposky) v nposegessilt KOHTPOAL Kavecrsa Ha YHE3IHHOM NPOUIBOACTEEHHOM YHACTHE B NOAHOM COOTBETCTENM €
Tpefosannamr GMP, YCTIHOBAGHHBIMH MECTHEIM PETYARTOPHLIM OPFaHOM, & TAK ME 6 COOTBETCTEMH Co cneynduraumel v PY Ha npenapar.
MpaToKo ALl RPONIBOACTRA, YNIKOBHK W AHANWIOE G6IA0 NEPECMOTREHEI H YCTaHOBARHO cocTaetcTEne Tpefionannam GMP.

¥raepaino/ Isue d»fg,!' n Mallia "
i ""‘:fj/_/‘ : ¢ )
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Date:
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AEPXUNKCITYKBA YKPATHY
AEPIKABHA CIYXEA 3 JIIR’APCBK@X 3ACOBIB TA KOHTPOJIIO 34
HAPKOTUKAMA y KHIBCHKTit OBJIACTI

Tpocrexr Banepix Jlo6aroscskoro, 51, M. Kuis, 03110, Ten/axce: (044) 2753030
E-mail: dIs.ko@dls.gov.ua, Kon €J1PI10Y 37078774

BHCHOBOK
Ipo uKicTs BBe3enOro B Ykpainy JiKapcbKkoro 3acoby

21.05.2020 Ne 23998/20/10

PO3APT
(mmtiMeryparmy Tikaperkorg 3acoly arigno 3 PeecTpaliHroy TIOCRiTYCHINM)
TabxeTkn, sBxpari IUIBKOBOKO o6ononKo0, wo 10 Mr; oo 10 Tabaerox y Gaicrepi; mo 3
Gaicrepn v ko pobixi
(hopma BHITYCKY, HOIYBAHEY, Ry NEKYRAHHS JHRAPCLKOTG 3acoby)

Homep peecrpamiiinorg noceiraenns UA/11647/01/072 CTIPOK Al peectpanitinoro nocixsenns 19.08.2021

Cepia mixapcrxoro sacoby Ne F92768 KizskicTs sBeseroro JLKAPCEROTO 3806y 22793
Bupo6umk Axrapic JT/], Manrtg
(nattmenysanng BEpobHEXA MiKapcLkorg 38c06y, kpaing TOXOmxerns)
Baesero B Vipainy Tosapucrgo 3 o0MeRenoxo BixnoBizansmicrso "TeBa Yipaiaa", jrexr,
xoa: 34770471

(2719 T —— ko1 38 €APTIOY wopummano] 0co6H a66 npizaume, imM's, nio Garexoni dizkmof
CobH - mnnpremmy, I Micne npoxmmagny Ta peecTpartitinmii HOMep obnikonoy EEpTKH MaaTioneg
nozarkie abo cepis 1a HOMED macnopra)

Hporokan Bisyansrore KoxTpome rix 15.05.2020 n 152372,

32 pesymrraramu ACPXABHOTO  KOHTpOImO BCTAHOBIEHO, myo TKADCEKMY  3aci BBE3CHO B Vikpaimy 1

25 7N
3acr 3{-‘.5";11{'16_ HAYAN B KR Biliny
e PAaBHGY Cay 6w 3\3;}yigc§pé.hijcm 3aco6is
Ta KOi1 PO/, 3. “é_pricoj"{{f@@?f v Kuipcpiii
obnacTi: . L Tl T

e - T
(metanora ocote opriiy %gpm@-z_ﬂoro KONTPOIO)
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IEPKIIKCITY KBA
AEPKABHA CIIYIKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMH Y KHiIBCBKII OBJIACTI

upocnext Banepis JloGanoscekoro, 51, M, Kuig, 03110, Ten/dakc: (044) 363-06-50
-mail: dls.ko@dls.gov.ua,@gg_:ﬁwww.dis.ggyﬁ._ Kon €IPTIOY 37078774

BHCHOBOK
PO SKICTH BBE3CHOr0 B Y kpainy Jiikapcbkoro 3aco0y

01.12.2020 Ne 63633/20/10

PO3APT

(HaliMeHyBaHNS MiKAPCEKOTO 3acofy 3rimmo 3 pecorpaniitnmm GOCBLIYCHHSM)
TabJIeTKH, BRPUTI IIiBKOBOQ oGosronxo:0, 10 10 Mr; no 10 Tadiaerox y Oaicrepi; o 3
OJicrepu v Kopo6ui

{bopma Bunycky, nozysanns, Bun HaKyBaHRA JiKapcLkoro 3acoby)
Howmep peectpauiiisioro nocsimaenns UA/11647/01/02 CTPOK Al peecTpauiiinoro nocrizgenna 19.08.2021
Cepia nikapcskoro 3acoby Ne F96020 Kinekicrs sseacHoro nikapeskoro sacosy 12751

Bupofuuk Axrasic JITH, Mansta

(nabimenypasss pupoBHHKa JHKRPCHEOTO 3acoy, KpaiHa HOXOKENHA )

Breseno B Vipainy Torapnerso 3 06Mexenow BixnoBinaMLHICTIO "Tena Yxpaina", igeur.
rox: 34770471

(naliMenysanns ta ko 3a CIAPTIOY 1opunuunoi ocobu abo NpizeHmLe, ', no Garskosi Qiznunof
ocobH - nixnpuemus, ¥ micne MposkuBans Ta peecTpauiiumi Homep ofnikosoi KapTKH MIATHHKS
noarkis abo cepis Ta Homep Tacnopra)

Hpotokon sisyansuoro xontposo six 23.11.2020 Ne 4066/1.

3a  pesyneTatamMM  nepikasroro KOHTPOMIO  BCTAHOBNEHO, MmO gikapceku#  3acib  mResenc w YxpalHy 3
XOTpHMA

HAQI 3aKOHO/IABCTBA W00 3ae3neueHns ot JKapChKUX 3ac06iB.
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(strength, dosage form, package size and
type/QosMpoBKa, nexapciaexHan dopma,
_Pa3mep W TUn ynakaaku)

515 Actavis tid
BATCH CERTIFICATE OF:MEDICINAL PRODUCT s |
: ® CEPTUOUKAT KAYECTBA CEPHIANEKAPGTREHHOIO CPEACWK"?{“‘:{’A" HalESLgLe
LAVIS SomEy e Cotey o iy
“Name of product/Haseanie npogyKTa Rosart, film-coated tablets 10 mg #30 (#10x3) in blisters / Pa3apr, Tabnertum,

MOKPLITLIE NAEHOUHOK 06010UKOH, No 10 Mr Ne30 (Ne10x3) B 6nucrepax

Composition/Cocras

Rosuvastatin 10 mg as Calcium rozuvastatin /Po3ypacratiia 10 Mr 8 BHAS
PO3YBACTATHHA KanbLMA

Manufacturing country/Crpawxa-
NpoU3BOAMTE D

Actavis Ltd, Malta/Axkvasuc firg, ManeTa

Importing country/Crpana uMnoprep Ukraine/YkpauHa } -
MA number/Homep PY UA/11647/01/02 . _ . N
Batch number/Homep cepun F96020 S U W
. Batch size/ Pazmep cepum 12,751 packs/ynaxoBox |
Date of manufacture//lata npomasoactaa | 07/2020 e
Expiry date/Cpok roarHocTy 06/2022 B ]

Name, address and authorization number
of manufacturing site/Hazsanue, agpec v
HOMEP AMLEeH3UM NPOUIBOACTEEHHOID

yHacTHa

1 MLOO1.

Actavis Ltd., BLBO15, BLBG16, Bulebel Industrial Estate, Zejtun ZTN3000,
Malta/AxktaBuc NITA., BLBO15, BLBO16 ByneBen Unaactpuan gom, r. 3eiivyn ZTN
3000, ManbTa

e

Tests /
Nokasarenm

Results /
Pe3ynbrarthl

Specifications /
Hopmbl

Tablet description / Onucanue

Identification / Ugentudmraymun
~HPLC/B3WX

-HPLC-DAD/BIMX-DAD

Uniformity of  dosage units [
OaHopoaHocTb fosnpoBaHHx eanHMY,
{content uniformity/odropodrocme
codeprtanun)

Average tablets mass / Cpegmas macca
Tabnerku

Assay / Konuuecrsennoe onpegenetse
(HPLC/B3M(X)

Related substances, HPLC /
Conyrcrsylowme npumecs, BIMX:

- 5-Ketoacid/S-reToxucnora’

- Lactone/Nakvon®
- 3R,5R-Rosu
(aurvuzomep)’
-Each  unspecified
HEW3IBECTHAA NPUMECH
- Total Impurities/Cymma npumeceii

(antiisormer)/3R,5R-po3y

impurity/Eaunnunan

Dottt 1/ A4 é’/ 103, L5

Pink, round, 7mm in diameter, biconvex, film-coated tablets
with “ST 2" debossed on gne face/Pososbie, Kpyravie,
AUGMETPOM 7MM, ABOAHOBLINYKAbIE TaBneTkW, noKpbiTbie
fneHouHoi 0Bon0YKON, ¢ rpasuposHol «ST 2» Ha OAHOIR
CTOpOHe

Complies
Cootsercyayer

The retention time of the major peak in the chromatogram
of the sample solution as obtained in the assay corresponds
to that of the major peak in the chromatogram of the
standard solution /B xoge xonwuecTeenHoro onpepeneHus
BPEMA YASPHMBAHWA OCHOBHOTO NMKA Ha XpomaTorpamme
UCNLITYEMOTO pPacTBOpa AOMKHO COOTBETCTBOBATL BPEMEHM
YARPHMBAHMA  OCHOBHOrO NMKA WA  XpomaTorpamme
CTaHAARTHONG pacyBopa.

The UV spectrum of the malor peak in the chromatogram of
the sample solution as obtained in the assay corresponds to
that of the major peak in the chromatogram of the standard
solution/B xoae konuyecTeeHHoro onpeaenelma YO cnextp
OCHOBHOIO MUKA HA XPOMATOrPaMMeE UCABITYRMOTO pacTeopa
AOMHEH  COOTBETCTBOBATH  OCHUBHOMY  NMKY  Ha
XpoMaTorpamme CTaHAapTHOrD pacracpa.

Complies to Ph. Eur. 2.9.40/8 cooTeeTcTBuM ¢ rpebosaHmAmMM
ED, 2.9.40

AV<15.0

Complies
Cooraercrayer

Complies
Cootsercrayer

AV: 45

144.2 mp £ 5% {137.0-151.4 mg}/
144,2 mr £ 5% (137,0-151,4 mr)

95 - 105% of the labelled amount

95 - 105% ot 33aABNGHHOTS KOAMYECTBS

145.94mg/mr

99.1% (9.91mg/mr)

NMT 0.2%/He Bonee 0.2% 0.11%
NMT 2.0%/He Bonee 2.0% <0.1%
NMT 0.5%/He Bonee 0.5% <0.1%

<0.1%

NMT 0.2 %/He Gonee 0.2%

NMT 1.5%/He Sonee 1.5%




BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTH@MKAT KAYECTBA CEPUM NEKAPCTBEHHOIO CPE/ICTBA

Name of product/Hassanme rpoayKTa Rosart, film-coated tablets 10 mg #30 (#10x3) in blisters 7 Po3apT, TaGneruu,
(strength, dosage form, package size and NOKPLITEI® NNEHOYHOH DEOACYKOMA, No 10 Mr Ne30 (Ne10x3) B 61cTepax
type/Aoauposka, AexapcTaenHan thopaa,
PAIMED U THD YNaroBKK)

Composition/Cocras Rosuvastatin 10 mg as Calcium rozuvastatin /PosysactatiHa 10 Mr B Buje
PO3YBACTATHHA KaAbUMR o
Manufacturing coeuntry/Crpana- Actavis Ltd, Malta/ArTasmuc Jirg, Manera
NPOM3B0AKTE 1L
"Tfn-porting country/Crpaua umnoprep Ukraine/Yxpauna
MA number/Homep PY UA/11647/01/02
Batch number/Homep cepin F96020
Batch size/ Pasmep cepin 12,751 packs/ynarkaosok N
Date of manufacture/ fjata npouasoacTes | 0772020 e
Expiry date/Cpok rogrocTi 06/2022

Name, address and authorization number | Actavis Ltd., BLBO1S, BLBO16, Bulebel fndustrial Estate, Zejtun ZTN3000,
of manufacturing site/ Haasanue, agpec u Malta/Axrasuc ATA., BLBO1S, BLBO16 ByneBen Unaactpuan Z0M, 1, 3enTyr ITN
HOMER TMUSHIUM NPOUIBOACTBEHHOrO 3000, ManbTa

| ydacTka _ — MLOO1. o » —J
f““’mw - Tests/ Specifications / ©Resuits /T
L Nokasarenu Hopmbi Pesynertars

Dissclution / Pacrsopenue NLT Q=75% after 45 min/He menee Q=75% 3a 45 mun Mean/Cp: 100.4%

{HPLE/BIMX) (Ph. Eur. 2.9.3/E8p.®apm. 2.9.3) Min/Mun:  97.9%

Max/Mauc:  103.5%
Microbiological quality' / Muxpobuonoruueckan uncrora®

Total amount of aerobic bacteris

{TAMC) / OB6wee wkoanvecrso NMT 10° CFU/g /He Gonee 10° KOE/r O0CFU/g / KOE/r
a3pobiibix MWUKPOOPTaHM3MOB

(TAMC])

Total amount of Yeasts and NMT 10° CFU/g /He Gonee 10° KOE/r 0 CFU/p / KOE/r
Mouids Count (TYMC)/ OBuyee

KONWYECTBO Apowmenbix/

nnecHessix rpubos (TYMC) .

Escherichia coli Absent E. coliin 1 g/ Orcyreraue E.calia 1 Absent /Otcyrerayer

' Nat routinely performed. Tested on the first three production batches and then once year /He npoBoAWTCS NOCTORHNHO. Wcnbita HHE NposoagsT ana
NepBsIX 3 NPoMBIUABHHEIX CEPUIt 1 3aTem, Hak MUHMMYM, pa3 B rog

’«7-(4-{a-fluorophenyi}~E-isuprnpvl-z-{N-methyl—N‘ methanesulfunylaminopyrfmidlne}-5—\;{3-3thydrcxy»5~oxo- {E)-6-heptenic acid calcium salt/7-{4 (4.
¢FOP¢IEHHH}-6~HSOﬂpGI“IMﬂZ-(N-METHmN~METBHCynhdJDMhﬂaMHHOnMpHMHﬂ,HH}»S-Mﬂ)-?;R- TMAPOKRCH-5-oneo-{E)-6-renterosan kicagTa HAABLUMEBAN CUML.

5 {E)-7-(@«{4-ﬂuwopheny[)v&Isopropyl-z-(methyltmethylsuifony!)amIno)pyrimidfn‘S«yi}(.’;ﬂ,ss)s,&déhydroxvhepl-E-enoic acid}-(3,6jlactone/(E)-7-( 4-{ 4-
¢mp¢eﬂwn)-5-uaonpomm-2-(Memnfmemncynuqmﬁnn)amum AMpHMUAMH-5-15) (3R,55)3,5-auruaponcurent-6-ahosas KucAoTa}- (3,6 nakton,

(3R, 5R}-7-{4-(4 -ﬂuoropheny!}-&Isoprupw»z-(methyllmelhylsutfonyl)amino)p\rrim[din-S-yliB,s-dihydroxy~5tE)~heptenic acid ealcium salt) (2 1)/(3 R,SR}-7-
(4‘(4-¢if0p¢teﬂﬂn)-G-HSOﬂPGI’IHn-2~(METHN(MGTHRCYH&¢IOHHJ’1]8MHHO}RHpHMMAHH-5 -Hn)3,5—Anrm,o,pcmcw6(E}-rememman HUCAOTA KaNbupenan cone) {2:1),

The batch meets the requirements of AND for MANo UA/11647/01/02 / Cepun CoOTBETCTEYETY Tpebosanuam AHD # P.C. N2 UAf11647/01/02

I hereby certify that the above Information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site In full compiiance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country, The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMp/

Jtum 7 noarsepalo, yTo DpUBe/ieHHan Boiwe WHPOPMaUKA ecTb AOcCTOBepHan 4 TOYHAA. 3Ta cepus npoayKuky Goins
W3roToss;ieHa (BKmovan ynakoBsky/mapruposny) n NPOBEAGH KOHTPO/IL KAYECTBA HE YKaZaHHOM NPOHU3BOACTEEHHOM yyacTke 8
NOAHOM COOTBETCTBUM € TPe6DBANMAMM GMP, ycraneBaeHHbIMM MecTHBIM PEryNATORHLIM OPraHOM, 3 TAK e B COOTBETCTBUK
€o cneyudnKaymen k PY Ha npenapar. Mporoxonsl nponssoacrea, YNAKOBKYU W 8HaTM308 GbINO NepecMoTpeHs! 1 ycraHoBRneHo
cooTBercTBke TpeboBanuam GMP,

Moarorosnew/ EEL“E%Ed by: Rose-Anne Attard YTeepwaeHo/ Issued by: Gajﬁiell@\f&l%a Brincat
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