HZ

HAEPXUIIKCITYIKBA VKPATHI
AEPKABHA CJIVXKEA 3 JOIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCEKIH OBJIACTI

mpoenekr Banepis Jlo6aroseskoro, 51, m. Kwnis, 03110, ren/tpaxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog E€IPIIOY 37078774

BHUCHOBOK
Npo SKICThL BBE3EHOrO B Ykpainy aikapcsxoro 3acoly

21.05.2020 Ne 24001/20/10

PO3APT
(HaliMCHYBAHRS JlikapcEKoro sacofly 3rifEo 3 peecTpariifamm HOCE{TIERH M)
Tabaerxka, BKpATI 1UTiBKOBOIO o6or0HK010, 00 10 Mr; o 10 Tabaxerox y Gaicrepi; no 9
3 Guictepis v KopoOui
(opma ramycKy, nosynamms, BHI NAKYBAHHA TiKAPCEKOTO 36C06Y)

Homep peecrpanituoro mocsimaerns UA/11647/01/02 CTpok xif peectpaiitaoro noceinzernns 19,08.2021

Cepis mixapcskoro sacofy Ne F92773 Kizpkicts resenoro mikapcskoro sacoby 11567

Buapobtruk Axrasic JIT/, Mansta
(mattuenyrannn BUPOOHHKA THKAPCEROrD 3ac00y, kpaiug TIOXOMKCHHA)

Bresero » Yxpainy TorapacTBO 3 06MEKEHOID BinnoBinanbHicTIO "Tepa Yxpaina", ineur.

kox: 34770471 -
(sm¥MenyBanms T8 xox 3 CAPIIOY soprmimmol ocobu abo npiaBHINg, iM's, 0o BaTEKOR} thizwgroT

0co6H - nimmprenm, if Micne NPORHRANAA T8 peccTpauittumt HoMep o6iikosol KapTKH WIATHAKA
noxatris 260 cepixt Ta Homep ImacnopTa)

Tperoken Biayansnore xorrpomo sin 15.05.2020 M 1523/5,

3a pesynsrataMm  JepaasEOrO KOHTPONIO BCTAHORNEHO, INO Mixapchkud  3aci BBE3CHO B VrpaiHy 3
AOTPHMAHHNM BEMOT 33K0HONABCTRE 10RO 38063NeYeHHS SKOCT NiKAPChKAX 32061,

Sactyrifmr HasansHHka Bty

EP7RABHOT €yHOH 3 JHKapehkkx 3aco6in
A L S0 CIYHOR 3 ] APOEK - : 3y0apena H.B.
Ta KOATPOING 32 MaproThkamy y KuiBcekii a7

06,]11&5'5 Ti

1S
N P ] U

(mosaionn _[}_(:Olaiﬂ"mlg}l any jerikanioro KOHTPOIIID) (miamnuc)
.

(ininians ta npispHe)
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Actavis

Actavis Lid

BLB 0w

Bulebiel Industsial Lstate
Zejtun 2TH 3000 Maita
www actaviscom

t{+356) 1169 3533

T (+356} 2369 3604
info@actavis.connmt
Company reg N° C2867
VAT reg N° MT 1135c007

BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOKKAT KAYECTBA CEFPUY SIEKAPCTBEHHOIO CPEACTBA

Name of product/Haamanue npoayxra
(strength, dosage form, package size and
type/ 0IMpoRKa, fexapeTpeHsan thopma,
DEIMED M THI YNAKOBKK)

Rosart, film-coated tablets 10 mg #90 (#10x9) in biisters / Po3apt, TabnetkuM,
NOKPLITLIR NAieHo4HOH 06onouKon, No 10 Mr Ne90 (Ne10x9) B 6amcTepax

Composition/Coctas

Rosuvastatin 10 mg as Calcium rozuvastatin /Poaypactatuda 10 mr 8 Bufie
PO3YBACTATUHA KaZlbUMA

Manufactoring country/CTpana-
NpOU3BOAKTE D

Actavis Ltd, Malta/Axrtasue /Itg, ManbTa

Importing countiy/Cipana umnoprep Ukraine/Yxpauna

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

Batch number/Homep cepim F92773

Batch size/ Paamep cepuu 11,567 packs/ynaroBok |
Date of manufacture/lata npouasoacTea 02/2020

Expiry date/Cpok roaroctv 01/2022

of manufacturing site/Hassanwe, agpec u

Actavis Ltd., BLBO15, BLBO16, Bulebel industrial Estate, Zejtun ZTN3000,
Malta/AxTasnc NT/., BLBO1S, BLBO16 ByneGen Mnaactpuan gom, r. 3elttyd ZTH

it

HOMED AMLEH MM NPOMIBOACTBEHHOMD 3000, ManwTa
{ yHacTea MLOOA.
B Tests / Specifications / Results /
MokazaTtenu Hopmbi Pesyneratei

Tablet description / Onucanne

Identlification / Waenmudukayun
-HPLC/BIKX

-HPLC-DAD/B3MX-DAD

Uniformity of dosage units / Oguopogwocts
AO3INPOBAHKA

Average tablets mass / CpegwAs macca
TabneTsun

Assay / HonwuecrseHHOR DnpefeneHHe

Related substances, HPLC / Conyrareywugue
NPHMETH

- 5-Ketoacld/S-xeToumcnora’

- Lactone/Naxton’

- 3R,51-Rosu {antilsomer}/3R,5R-po3y
{amTumanmen)’
-Each  unspecified  impurity/EguHmnunan

HEHIBECTHAA APUMECH
- Total impurities/Cymma npimeces
Disseiutlon / Pacrsopenue

Microblologlcal quality* /

Pink, round, ?mm in diameter, biconvex, fitm-coated tablets
with “ST 2" debossed on one face/Poavswe, pytnbie,
AHAMETDOM  7mM, ABOAKOBLINYKAWE Tabnerks, noxpuitbie
NABHOUMOR wlionoukolt, ¢ rpasupobrod «5T 2» Ha ofHo
cropaHe

Complies / Coorteercrayet

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 xoae KonuuecTBeHMoro ONpeAensHKA  Bpema

Complies / Coorpercrayer

YACPHMBAHHA  OCHOBHOTO NWMKA  HAa  XPOMBTOrpamme
MCFLITYEMOTO PaCTBOPa AOMKHD COOTAETCTEORATL BPEMEHM
YHARPHMBAHMA  OCHOBHOTO MMKa Ha  Xpomarorpamme
TTAHAAPTHOrD PacTeopa,

The UV spectrum of the maior 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/ Y& cnextp OCHOBHOIC MHMa Ha ApomMaTorpamme
MCNLITYEMOro PacTeopa ADNKEH COOTAETCTBOBATL OCHOBHOMY
NUKY HA XPOMITOrPAMME CTRHAAPTHOG PACTBOpa,

Complies / Coursercrayer

Complies to Ph. Eur. 2.9.40/8 cooraercremm ¢ vpeGoBaHuamMn  Av: 3,1
E®.2,9.40

AV<15.0

144.2 mg £ 5% {137.0-151.4 mg}/ 146.12mg/mr

144,2 mr £ 5% (137,0-151,4 mr)

95 - 105% of the labelled amount
95 - 105% OT 338BABHHOr O KONKHYECTES

102.0% (10.28mg/ mr)

NMT 0.2%/He Gonee 0.2% 0.15%
NMT 2.0%/He 6onee 2.0% <0.1%
NMT 0.5%/He Gonee 0.5% <0.1%
NMT 0.2 %/He Gonee 0.2% <0,1%
NMT 1.5%/He 6onee 1.5% 0.15%
NLT Q=75% after 45 min/He menee Q=75% 3a 45 Mun Mean/Cp: 99.7%
{Ph. Eur. 2.9.3/Eap.®apm. 2.9.3) Min/MuH:  96.9%
Max/Manc:  102.4%

ot WALDF fﬁj}? 7108 LDt




AstavigLid

HBLE b

Buigbel industsial Estate
Zejtun ZTHN 3000 Malia
wwwaclavis.com

t {356} 2365 3533
f{+358) 2369 3604
infe@actavis.com mt
Company reg b 2867
VAT reg N MT 11360007

BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOUKAT KAMECTBA CEPUM NEKAPCTBEHHOMO CPEACTBA

Nare of product/Haapanue nposykta
{strength, dasage form, package size and
type/Ao3npoena, nexapcTBentan dapma,
[FA3MED W THN YIAKOBKK)

Rosart, film-coated tablets 10 mg #90 (#10x9) in blisters 7/ Po3aprT, ra6seTkn,
NOKPLITLIE NNEHOUHOR 060N10MKOR, TIo 10 Mr Ne9O {N210x9) B 6aucrepax

Compasition/Cocras

Rosuvastatin 10 mg as Calcium rozuvastatin /PolyaactaTusa 10 mr 8 suge
po3yBactaTiHa KanbLuA

Manufacturing country/Crpatia-

Actavis Ltd, Malta/AxTasuc Jlta, ManbTa

NHOMIBOAMTE b
importing country/CTpana umnoptep Ukraine/Ykpauta
MA number/Homep PY UA/11647/01/02
__Batch number/Homep cepun F92773
Batch size/ Paamep cepum 11,567 packs/ynaxosox
Date of manufacture/ Aata nponapopctea 02/2020
i Expiry date/CpoK rogHocTH 0172022

Name, address and authorization number
of manufacturing site/Haasanme, agpec u
HOMED AIMLEH 36144 NPOMIABOACTBEHHOID
y4actka

Actavis Ltd., BLBO15, BLBO16, Bulebel industrial Estate, Zejtun ZTN3000,
Malta/Axrasic /ITA., BLBG15, BLBO16 byneGen Wnpactpuan aowm, r. 3efityn ZTN
3000, MansTa

MLDD1.

- Tests / Specifications / Results / |
Mokasatenwu Hopmbt Peaynbrats i
L. i
MstupoBuonorisecnan unerora®
TAMC/TAMC NMT 1000 aerobic bacteria per gram/He 6onee 10° aspolineix 0 CFU/g/ KOE/r
fiaktepuin 1 r
TYMC/TYMC NMT 100 fungl per gram/He Gomee 10° rpuGoe 8 1 r 0O CFU/g/ KOE/T
npenapara
Escherichia coll
Absent Escherichia coll In 1 g/OTeyrcrame Escherichiacolia 1r  Absent/ Oscyrcranse

* Not routinely performed. Tested on the first three production batches and then once

£00 3 AepBbix COPKit 1 3aTEM pa3 B rog

‘- 7-{4-(4 fluorophanyl)-6-isopropyl ZA(N~met|wlvN~melhzmesul!onylaminopvrimidme)—5~yl}-3R-hydroxv~5-oxo«(£)-6 heptenic acid caicium saft/7-[4-

{4-gropdenun) b HJDHDDHWLZ(N'ME‘MJ?N-Me'!’aHCyﬂb!bDHHJ\E\MHHUanHMM,qHH)75 nn}-3R- rugpokcu-5-oxco-{E} 6-renteHoBan kMCAoTa

HaNLUMERAA CONb,

L {E}-2-{4-[4-flucrophenyl)-6-isapropyl- Z-{methyl{methylsulfon

4-( 4-dTopdenun)-6-uzonponmn-2 {meTuaimernacy nudonunjamisto Jauprmuaun-5-ua) (3R,55)3,5-auruapokcurent 6-eHopan KMCnova)-

[3.6}nanTON.

L (38, 58}-7-(4-(4-fluorophenyl)-6-isopropyl 2-(methylimethylsulionyl

R,5R}-7-(4-(4-pTopdennn)-6-naonponna 2 (mervn| meTHacynbonrnnlamuHo)MprMnaKK-5 un)3,5- auruaponck 6{E) rentenosan wwenoTs

Kanbluesan cone} (2:1),

The hatch meets the requirements of AND for MANe UA/11647/01/02 / Cepun coorsercreyer TpeSosanmam AHA # P.C. N2 UA/11647/01/02

I hereby certify that the above informatien is authentic and accurate, This batch of product has been manufactured, Including
packaging/labelling and quality cantrol at the above mentioned site In full comphance with the GMP requirements of the local flegulatory

Autharity and with the specifications In the Marketing Authorisation of the importing country. The batch processing,

records were reviewed and found to be In comptiance with GMP/
3THM 5 NOATEEPIARIG, YTO NPHBEAEHHAA BhILIE HHHOPMAUNA BCTH ACCTOBEPHAR H TOMHBA. 373 CEPHER NPOAYHUMH Bbina MarotuBrena

(BrAOYRR yHaKOBRY/MapuKUpaBKY) W NPOBEAEHBIR HOHTPOAL KAUECTSA WA YKAZAHHOM NPON3IBOACTBEHHOM YHECTHE O NOAHOM COOTBETCTEMM
TpeSosanuAMK GMP, YCTAHDBACHKLIAK MECTHLIM PErYNATOPHLIM OPraHom,

MNpoToKone! APOMIBOACTEA, YRAKOBKH ¥ AHAMITE BLIND NEPECMOTPENS W YETIHOBAEHD COOTBRTCISHS TpeBGasanuam GMP.

Yreepmyeno/ Issued by: Javier Moscardo Polop

L T EY =7
Qualified Person |

year. /He npoBoauTcA NOCTORHHO. MCnbITasue npoBoAAT

yl)amino}pyrimidin-5-vI)(3R,55)3,5 dihydroxyhept-6-enole acid)-(3,6)lactone/{E)- 7 {

Jaminojpyrimidin.5-y1)3,5- dihydroxy-6{E) heptenic acld calciam salt) (2: 1143

packaging and analysis

272K e B CODTBETCTBHM CO cneyndmKauredt k PY Ha npenapar.




KHWX 3ACOBIB TA KOHTPOIIO 3A

TI
Ipocnext Banepis JloSanoscrkoro, 51, m. Kuis, 03] 10, Ten/thaxc: (044) 2753030
E-mail: dls.ko@d]s.gov.ua, Kox €PTIOY 37078774

BUCHOBOK
PO AKiCTH BBe3enoOIO B Ykpainy JKApChKOro 3acoGy
25.05.2020 Ne 24477120/10
PO3APT
T 6N — nixapcasxoft‘;aacoﬁy 3TiRHO 3 peecTpanyifuum nochingenmun) o

Tabrerks, BKPRTI mriBkoBoxg obonorK0x0, 110 10 Mr; mo 10 raSaery

buicrepin v ko 100mi

(bopma munycxy, A03YBRHHA, BHX 1aKyBamg JKAPCEKOro 3ac06y)
Homep peecrpaniitaorg noceingenms UA/11647/ 01/02 crpox mit pe

K'Y Gaicrepi; o 9

ecTpanitinoro nocsingenns 19,08 2021

Cepin mixapcsxoro 3acoby Ne F92775 Kinexicrs nresenorg JKapCEKoro 3acoby 10608

Bupo6mx Axragic JT/1, Mansra

R ER e T ——
(nattvenypammy BUpoGHNKA Mikapcexkore 3acofy, xpaiua DoxomKeHi)

Baeseno u Vpainy Tosaprcrno 3 obmexenoo Bitnosinaasaicrio "Teng Yxpalua"

» inenT,
rom: 34770471

3acTynuig YayairHuKa Bi Ay
Hepricannof criysnbu s JKapCLKIX 3ac06ip

s : . s 3ybapesa H.B.
Ta KOHTPOITO 38 HapkoTuKam y Kaiserxii s
EE e | PaE Yot 2 o T i
olagTi | spgyarrmn 0 2% 4 F
(AGearopa Xl}é_oﬁa oprany ‘fi;.ep;kan%jlf')?'o KOHTPOIKO) (mimmmc) {(inimiamy T IpiisAmIe)
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Actavls Lid

i‘emm'.v
VAT rep N° MAT 136

BATCH CERTIFICATE GF MEDICINAL F’RODUCT
CEPTUOUKAT KAYECTBA CEPUM AEKAPCTBEHHOIQ CPEACTBA

. Name of pmdurUHaaaaHue npoayNTa
f (strength, dosage form, package size and
} Lype/ AoaMpoina, nekapcTeentas opma,
f DEIMEE W THIT YIBKOBKH}
Composition/Cocran
s

“Rosart, film-coated tablets 10 ‘myg #90 (#10x9) In blisters / Pozapr, TaBnerkw,

!"Rosuvastatin 10
_[03yBACTATMHa Kanbuma

i | Manufacturing country/Crpana-
in ‘OMaSOAHTW!b

[
i
NOKPLIThIE ASHOUHOM 0BosouKol, no 10 Mr H:30 {#:210x9) 8 6AncTEpax !
i

mg as Calcium rozuvastatin /Poaysactatiuia 10 mr 8 emge

i

Actavis Ltd, Malta/Axrasmc /iT), Maneta

“Ukraine/Yxpanna

UA/11647/01702

Batchn mb r!HOMeﬂ cepum

. Batch size/ a3mep cepun

10,608 packs/vnakosax

{ Trate of manufacture/,ﬂa]‘a NPOM3B0ACTEE

0272020

Explfy daieleuK FOAHOCTH

01/2022

! Name, address and authorization number
of manufacturing site/MHaseanue, anpec u

Actavis Ltd., GLBO1S, BLBO14, Bulebel Industrial Estate, Zejtun ZTN3000,
| Malta/Akrasuc NTA., BLBO1S, BLBO16 Gyneben Hupacipman gom, r. Jentyn ZTN

| HOMED NMLEHIMM NPOMIBOACTESHHOM O 3000, Manbta E
LyMacTka R | MLODT. SR e erecapesd
T T Tests /T | Specifications / h CResults /1

; Mokazatenu Hopabl

Tablet description / Onucanue

Identification / Maenmudmuayua
~HPLC/BIMX

-HPLL-DAD/B3MN-DAD

Unlformity of desage units / Oanopopuotts
AOIMPOBAHHA

Average tablets mass / CpepHsa macca
Tabasium

Assay / Honwuecisennoe onpegessnse

Related substances, HPLC [/ Conyrerayiouue
NERAELH

- 5-Ketoacld/5-werorucnora’

- Lactone/Naxton’

- 3R,5R-Rasu {antlisomer}/3R,5R-posy
(amuuaumeg})‘
-Each  unspecified  impurity/€ssumenan

HEWIBECTHAA NPHMECD
- Total Impurities/Cymma npumecais
Cissolution / Pacreopenue

Microblologics! quality® /

.ot WAYIL 4@0 09 04 A/

Pesaynstarthi

Pink, round, 7mm in diameter, biconvex, film-coated 1ablets
with “ST 2" debossed on one face/PozoBbie, xpyrnwie,
AHAMETDOM TMm, ABCRXOBLINYHALIE TabABTHW, NOKPLIThIE
naeHouHof ofonouno, ¢ rpaswposkol «ST 2» Ha oaMol
CTOpGoHE

The retention time of the major peak In the chromatogram of
the sample solution as obtained in the assay corresponds o
that of the major peak in the chromatogram of the standard
solution /8 xoae KOAWNECTEEHHOTO onpegencums Bpemn

YACPHWBBHHA OCHOBHOIO ##Ha Ha xpomarorpamMme
HIMbITYEMOTD DACTBOPA AGAMMO COOTBETCTBOBATL Bpémenn
YOEeRMuBanuA CCHOBHOrO B Ha XpomMarorpgammag

CTBHABATHOIO PACTBOPA.

The UV spactrum of the maior peak in the chromatogram of
the sample solution as obtained in the assay carresponds to
that of the major peak in the chromatogram of the standard
solution/ Y@ enekTp OCHOBHOrD NMKA Ha XPOMATOrpamme
MCTLITY2MOTO pacTBOPa ACAHKEH COOTBETCTBOBATL CCHOBHOMY
MHKY HA XPOMBTOIPAMME CTAHLAPTHOTO PAcTBOPA.

Complies / CoovBarcrayer

Complies / CooveercyayeT

Compiies / Cootsertciayer

Complies to Ph. Eur. 2.9.40/B cooreetcrBny © tpebosanuamy  Av: 3.4

£9.2.9.40

AVs15.0

144.2 mg £ 5% (137.0-151.4 mg)/ 146.19mg/mr

144,2 Mr £5% (137,0-151,4 sar)

85 - 105% of the fabelled amount 100.7% (10.07mg/ mr)

95 - 105% 07 33ABABHHOTS KONKUELTRA

NMT 0.2%/He Gonee 0.2% 0.11%

NMT 2.0%/He Gonee 2.0% <0.1%

NMT 0.9%/He Gonee 0.5% <0.1%

NMT 0.2 %/He Gonee (.2% <0.1%

NMT 1.5%/He Gonee 1.5% D.11%

NLT Q=75% after 45 min/He menee 0-75% 23 45 smun Mean/Co: 100.9%

{Ph. Eur 2. 9.3/Esp.®apm. 2.9.3) Min/Mun: 97.4%
Max/Manc:  104.9%




t{aasbim
Fla3gi) 569

RAEl e

AT eg KM K
BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOUKAT KAYECTBA CEPHMH JIEKAPCTBEHHOTO CPEACTBA

| Name of product/Hassanme npoaykra “Rosart, film-coated tablets 10 mg #90 (#10x9) in biisters / Poaapt, TabAsTKM,
| {strength, dosage form, package size and NOKpbIThIe NNeHaYHoR oBonouKkoit, no 10 Mr Ne90 {H210x9)} & 6nucrepax {
§ type/ go3uposna, AEKAPCTBERHAA thispaa, !
L EATMED M Tl YNIaKOBHM ) . .- - - 4
i Composition/Cocrar Rosuvastatin 10 mg as Calcium rozuvastatin /Poaysactarisa 10 Mr B BUfe i
R DO3YBACTaTHHA KAMbLnA R SO NS:
~'Manufacturing country/Crpana- | Actavis Ltd, Malta/AxTasuc fitg, ManbTa

| MouBogMTent

| Importin: count /Croara wwncpten | Ukraine/Ykoaura e R
. MA number/Homenp PY JUA/1647/01/02 B S N
- Batch number/Homen cepmu F92775 - L

Batch size/ Pasmep cepi 10,608 packs/ynakosox
i Date of manufacture//lata npousecactea | 02/2020

| Expiry date/Cpox roamocin 101/2022
| Name, address and authorization number | Actavis Ltd., BLEOTS, BLBO16, Bulebel Industrial Estate, Zejtun ZTN3000,

§ of manufacturing site/Hassanuve, agpec u | Malta/AxTasuc ATA.. BLBO15, BLBO16 Byne6en Mugacipuan gom, r. 3efiTyd ZTN !
l HOMED IMLEH 3kM NPOM3IBoACTEEHHOM O 3000, Mansta

L yHacTka = MLO[”' e E

~Results/
Hopaibl PesyasTathi

" Tests/ ) {' Specifications /
Nokazavenu

Munpebuoaoriyeckan yucroa®

TaAMC/TAMC NMT 1000 aerobic bacteria per gram/He Bonee 107 aspoGuex 0 CFUl/g/ KOE/r
Gaktepuiia 1 r

TYRMC/TYRAC NMT 100 fungi per gram/He Gonee 18 rpubos 8 1 v OLFUfg/ KOE/r
npenapatra

Eschertchia coll

Absent Escherichia coli in 1 g/Ovcyreraune Escherichiacolis 11 Absent/ QrcyreTnue
* Not routinely performed. Tested on the first three praduction batches and then once year, /He nposoguics nocroasuo, Uenbitanue NpPOBOAART
ANA 3 nepsoix cepuit W 3aTem pa3 a rog,
2 7-{4-{4 flucrophenyl) 6 isopropyl-2-{n methyl-N methanesulfonylaminopyrimidine}-S-yl) 3R hydroxy-5-oxo-(E) 6 heptenic a<id calcium salt/7 (4
(4 propdennn) &-naonponun-2-{N-metin N METAHCYNbGOHMAIMUHONHPHMUAMH)-5 ua) 3R THABORCN-5-0KCo-(E}-6- renTenosan kucnora
KaALUMEBAR COb,
e} (4 {4—ffuerophenyl)-6-isepropyl-z-(melhvl{methylsutfonyl)amInn)pyrimtﬂiﬂ 5 yI){3R,55)3,5-dihydroxyhept-&-enolc acid)-(3,6)lactone/(E) 7-{
4-{ 4-propdenun} 6-n3onponun-2-(MeTuA(MeTHACYNEHOHK) AMHHD NUpUMIZHH-5 ‘un) {3R,55)3,5 aurvapokcurent-6-e408an kucnora)-
{3,6)naxron.
3 (3R, 5R) 7 {4 (4-tiucrophenyl)-6-isopropyl 2 {methyl{methylsulfonyl)amino}pyrimidin 5 yl)3,5-dihydroxy-6(E}-heptenic acid zalcium sale} §2: 1j/(3

R.5R} 7 (4-{4-dropdenun} 6-uonponun 2 {metun meTuncy ibGoHUAlaMuHOINMpUMIAKH 5 10)3,5- aurnapokcn-6(E)-rentenosar kucnota
RAnLUMEBBA Coab) (2:1)

The batch meets the reguirements of AND for MANe UA/11647/01/02 / Cepun covrsercreyer TpeSosanuam AHf k P.C. N2 UAS11647/01/02

| hereby certify that the above infermation Is authentle and accurate. This batch of product has baen manufactured, inclusding
packaging/labelling and quality controf at the above mentionad site in full compliance with the GMP requirements of the focal Regulatisry
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/

3THM A NOATESPMBAND, HTO NPHBEAEHHAA Bbille WHGOPMALMA ecTh AOCTCEEPHAA M TOYHAA. B1a cepun npoayiisn Erna wirotoaneqa
(Brnouan ynasosky/maprupossy) u nposepessiil ROHTPONG KAYECTHA Ha ¥RAJAHHOM NPOMIBOACTBBHHOM YHILTHE B NONHOM COOTBETCTaMM €
Tpe6onannAmMu GMP, YCTaHOBACHHBIMH MECTHbIM PEryARTOPHEIM OPrakom, a Tai He B CO0TBETCTBUM €O cneymndukauuei u PY na npenapar.
MPoToHoLI NPOKIBOACTBA, YNAKOBNM W aHaAK308 Buino NEepecMOTPRHBI M YCTSHOBALHO CODTBETCTBKE TpeboBanuam GMP,

Yrsepwpaeno/ Issued by Gabrielle Vella Brlf‘.ﬁal

/.n’ - .",/' i
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ST AT R
- SEEL S
Date: 3
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Quzlified Perscn
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