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AEPKIIKCITYKBA VKPAIHH
AEPKABHA CIIVIKEA 3 JIIKAPCLKI@X 3ACOBIB TA KOHTPOJUIIO 3A
HAPKOTHKAMH Y KHIBCLKTI OBJIACTI

npocnexT Banepis JIoGanoBcekoro, 51, M. Kuis, 0

3110, ren/daxc: (044) 2753030
E-mail: dis.ko@dls.gov

.ua, Kon €IPTIOY 37078774

BACHOBOK

PO SIKICTL BBE3E€HOTO B Ykpainy ngikapcenkoro 3acoly
03.06.2020

Ne 25269/20/10
PO3APT

{naliMenypunis nikapcukoro 3acoBy 3riaHo 3
TabierkH, BRpaTi IiBKoB OO 00010HK0Y0,

PECCIpALiiRIM oCBITTeHHAM)
o 20 mr;

GaicrepiB y xopoGui
(hopma sumycxy, AO3YBEHHS, BH/( NAKYBaHHS NiKAPCEKOrQ 3acoby)
Howmep peecrpaiitioro nocsinuenns UA/] 1647/01/03 crpox air peecTpauiiinoro mocsimvenns 19.08.2021
Cepis mixapenkoro saco6y No F93118

1o 10 rabaerox y 6uicrepi mo 9

Kinbxiers BBesenoro nikapeskoro sacoby 5840
Bupobunx

Axrasic JITJ, Mansta

(na¥iMenysanns BupoGrmxa TKAPCEKOro 3acoby,

Kkpalia noxomxens)
Beeseno B Yipainy

Tosapuctso 3 06mexenoro BiINIOBINAIBHICTIO

wou: 34770471

(maitmenysania Ta xog 3a E€APTIOY roprasuioi ocobn abo npisBuLLe, iM's, Mo GaTbkoBi dizmunoi

ocofu - mianpremuy, 1i Micie TIPOKHOAHHS T4 PEECTPALIHIH HOMEp 06nikoBo] KHDTKH IJIATHAKA
nonarkip a6o cepig ta HOMEp nacnopra)

Hpoetoxon sisyansnoro kontpomio six 28.05.2020 N: 1632/5.

"Tera Ykpaina", irenr.

3a Pe3yneTaTamu ACPHKABHOTO KOHTPOJIK) BCTaHOBJICHO,

WO mKAPCEKHH 3aci6  BBesemo Vrpainy 3
HOTpHWfM@%g_mor 34KOHONABCTRA LONO 3a6e3MIEYCHAS TKOCT] JIIKAPCLIHX 32c06in.
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£ {+356) 2105 3533
#{+156) 2169 3504

o

Actavie 1t
BLB o6

BATCH CERTIFICATESOFEDICIRAL PRODUCT ol b i
CEPTHOMKAT KAYECTBA CERMI, NERAPCIBEHHOT O CPEgCTRR " 1 00

Name of product/HazBanne ApOAYKTA
(strength, dosage form, package size and
type/gozuposka, nexapcraetuan dhopma,
DAIMED M THN YNaKGBK )

Rosart, film-coated tabiets 20 mg #90
NGKPLITHIE NASHOYHO 0BOA0URDH, He

{#10x9} in blisters / Po3apr, rabnerkw,
20 Mr Ne90 (N2 10x9) Gmcrepax

Compasition/Cocras
Kanbums

Rosuvastatin 20 mg as Calciom rozuvastatin /PoaysacratiMa 20 mr 8 BHAE poayBaCTATIHA

Manufacturing country/Crpasa-npouIsoamree

Actavis Ltd, Malta/Axzasmic Ara, Maneta

Imparting country/Crpana HMnoprep Ukraine/Yrpanna

MA number/Homep PY UA/11647701/03
_Batch number/Homep cepin F33118
Batch size/ Paismep cepun 5,840 packs/ynarosox
Date of manufacture/f[ata NponIsoCTaa 03.2020
Expiry date/Cpox roznocTw 02,2022

Name, address and authorization number of
manufacturing site/Haspanve, agpec 1 HOmep

ATA, BLBO1S, BLBO16,

Actavis Ltd, BLA 015, BLB 016,

Bulebel industrial Estate, Zejtun, ZTH 3000, Malta/ Axrasnc

Eyneten Unpacrpuan AOm, 1, 3eATyH, ZTN 3000, MameTa

MMUBHIMH NDOHIBOACTHEHHOTO yuacTRa

MLOO1,

Tests /
Nokazarenu

Specifications /
Honmbt

Results 7
PesynbrarTol

.

Tablet description / Onucanue

identification / Haenrudpmraynua
-HPLC/B3HX

-HPLC-DAD/B3IMX-DAD

Uniformity  of dosage  units f
OanopogHocTs foanpoBanibx SAHHUY
{content vnifermity/oduopodnocme
codepmanun}

Average tablets mass / Cpeaunn macca
Tabnerkun

Assay / Konuuecrsennoe cofepMarune
{HPLC/BIN

Related substances, HPLEC /
Conyreteyicugue npumeck, BIMX:

- 5-Ketoacid/S-keraruenora’

- Lactone/Nauton’

- 3R,5R-Rosu (antlfsomer)i?.ﬁ,ﬁﬂ—pusv
{auTuuaomep)*

-Each  unspecified impurity/Hampan
HEBHIBECTHARA NpHMEch

- Total Impuritles/Cymma npumeceii
Uissolution / Pacreopenne
(HPLC/BIHX)

Pink, round, 9 mm in diameter, biconvex, film-coated tablets
with “ST 3" debossed on one face/Pososule, HpYrAbie,
AMBMETROM T MM, A80AKOBLINYKAbIE TafneT i, NoKpLIThig
nNeHouHoi obonounod, ¢ rpasuposaroi «S5T 3» Ha ogHoRM
CropoHe

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 sonuvectaennoro onpegenenun
BREMA YAENKUBAHWA OCHOBHOID NUKA Ha XpOMarTorpamme
WCRBITYEMOTO PAcTBOPA AOMHHO COOTBRTCTEOBATY spemeHmn
YASPHUBAHMA  OCHOBHOrO nNMKa Ha Xpomararpamme
£¥3HAAPTHOrO pacTeopa.

The UV spectrum of the maiar peak in the chramatogram of
the sample solution as obtained in the assay corresponds to
that of the major peak In the chromatogram of the standard
solution/ B xope KONMYECTBEHHOIO OnpegengHua Yo cnexTp
OCHOBHOTO  NUKA  Ha  xpomarorpamme HENbITYemMOro
pacTeopa poAMeH cooTBETCTAGHATL OCHOBHOMY NHKY Ha
XpomMatorpamme cTaHAapTHOrO pacTenpa,
Complies to  Ph. Eur. 2.9.40 /B cooteercramm ¢
Tpebosannamm E. @, 2,9.40

AV<15.0

288.4 mg + 5% (274,0-302,8 mg)/
288.4 Mr £ 5% (274,0-302,8 aer}

95 - 105% of the labelled amount
95 - 105% o7 33r8AeHHOrO HoArYyecTea

NMT 0.2%/He Bonee 0.2%
NMT 2.0%/He Gonee 2.0%
NMT 0.5%/He Gonee 0.5%

NMT 0.2 %/He Gonee 0.2%
NMT 1.5%/He 6onee 1.5%

Q=75% after 45 min / Q=75% uepes 45 muH
{Ph. Eur. 2.9.3 / Eep. Papm. 2.9.3)

Complies / Cooreercrayer

Complies / Cooreevcrayer

Complies / Coorsercrayer

3.6

292.27mg/mr

20.29mg/fmr
101.5%

<0.1%
<D.1%
<0.1%

<0.1%

<0.1%

Mean/Cp: 99.8%
Min/Mun; 98.3%
Max/Maxc: 101.3%

b o - 4 é %WMW%




t{+356) 2169 3533 Actavis Lid

T {+356) 1165 3604 ’3'-13 ‘J‘Ef .
o BATCH CERTIFICATE'TPMEDITINAL PRODUCT “‘{}fj;‘-‘;;f*;‘;;; b
1S CEPTHOUKAT KAYECTBA C RIREHHOTO CPEACTHhmac iooes
Name of product/Haaganme NpoAYKTa Rosart, film-caated tablets 20 mg #90 (#10x9} in blisters / Po3apr, rabnerwu,
{strength, dosage form, package size and NOKP&ITHIZ NAGHOMHOM 060A0HKON, No 20 Mr N0 {110x9) B 6nucyepax
type/ao3MpoeKa, nexapcreennan opua,
_PAIMED M THD ynaKoBaKK}
Composition/Cocran Rosuvastatin 20 mg as Calcium rozuvastatin 7 Posysacraruma 20 mr s smge polyBacTaTMHa
L KarlblHA 3
Manufacturing country/Crpana-NpoussoaxTes | Actavis Ltd, Malta/Akvasmnc fira, ManoTa |
Importing country/Crpana HMNopTep Ukraine/Ykpauna
A number/Homep PY UA/11647/01/03
Batch number/Homep cepmn F93113 i
Batch size/ Paimep cepuu 5,840 packs/yhakosox
Date of manufacture/ jlara nponIsoacTea 03.2020
Expiry date/Cpok roaHoctn 02.2022
Name, address and authorization number of Actavis Ltd, BLB 015, BUB 016, Bulebsl Industrial Estate, Zejtun, ZTN 3000, Malta/Axrasnc
manufacturing site/Hassauue, agpec + HOMED ATA, BLBO15, BLBO1S, byneSen Unpacrpian Aom, r, 3ertyn, ZTN 3000, Mansta
JHUEHINH [1POUIBOACTBERHOD YHACTKA MLOO1.
Tests / Specifications / Results /
Moka3zatenu Hopmbi PesynbTars

Microbiclogical quality® / Muxpofinoncruveckan uucrora’
- Total amount of aerohic
bacteria {TAMC] / Obwee NMT10° CFU/g /He Gonee 10° KOE/r 0 CFU/g / OKOE/r
HOAMYECTRO 32pobHbIX
MUKDOOPrannuamos (TAMC)
- Total amount of Yeasts and NMT 107 CFU/g /He Bosee 10° KOE/r 0 CFU/g / CKOE/r
Moulds Count (TYMC)/ O6uee
KoAUdecTso ADPCHIHEELIX,
nnecHesbix rpubos (TYMC)
- Escherichia coli AbsentE. coliin 1 g/Otcyrcraue B colim 1 r Absent /Orcyverayer
' Not routinely performed. Tested on the first three production batches and then once year. /He nposanuren nocroanHo. Ucneiranne nposeasT gan
NEPELIX 3 NPOMLILIASHHL!X CePUt & JaTem, KakK KHHMYM, P23 B roa.
1»?~(4‘(4-ﬂuorophenyll-E'isopropyl-Z-(NamelthN-melhanesulfcmyiamfnopyrimidine)-S-yl)éﬂ-hvdroxv-s-ﬂxo-(E]~6-heptenic acid calcium salt/7-(4-(a-
d:mpdaeuun}6-usonponvm-2-{N-Memn-N-MeraHcynb:bnuunaMunonupnuup,uﬂ]vs-un)-s R-rvapouck-5-oxco-(£)-6-renteronan KHCIOTA HAALLMERAA COAB.
3, (E)-7«(4—{4-I£uorophenyll~E-isopropvlwzr(methvE(methylsulfDnyl)aminolpyrﬁmidiﬁot'--yl)mR,55)3,&dlhvdroxvhept»ﬁ-enoic acid)-(3,6Hactone/(E}-7-{4-{ 4.
¢w;:¢aeum}-ﬁ~naonpmnn-2v(Memn$memncvnh:bounn)amuncinupumununvs-nn){BR,ssla,S AHIHADOKEUIeNt-G-gHoBan Kuenoral-{3,6)nakron.
3R, SR)—?-(4-[4‘flucrrophenyl}-G-isopropyl-2-(methyl[metﬁwlsulfunvi}amfno}pyrimldln‘s-yt}a,s-dihvdroxy-h(E)-heptenlc acid calclum sait) {2: 1) /3R, 5R)-7-
Ed-(é-ﬁamptﬁeuMn)~6-maanponm-2-fme-run( MeTu.rlc‘,m‘nthHMnlaMMHD}ﬁHpHMMHH-S~Hﬂ]3,5-AMrMpDNCM-G(E)-FEHTENBBBR KWCAOTA KA LUMEBA oAb} (2:1),

The batch meets the requirements of ANO for MAN UA/11647/01/03 / Cepma coorsercrsyer Tpebosakinam AHL K P.C. No UA/11847/01/03

| 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 compliance with the GMP requirements of the local
Regulatory Autharity 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/

3TUmM A nograepmaale, uro NpHBEARHHAA BblWe UHGOPMAUMA BcTh AOCTOBEPHAN W TOHHANA, 3Ta CepuR NpoayKumM Bbiss
M3roToRNeHa [arnwovan YNaKOBKY/MaprupoBky) u APOBEAEHbIH KOHTPONL KaYecTBS Ha YHAIAHHOM NPOMIBOACTBEHHOM yyacTHe
B ROAHOM COOTBETCTBHM ¢ TpeBoBanuaMK GMP, yeraHoBAEHHLIMU MecTHBIM PerynRTopHbLIM OpraHom, a Tak we 8
£00TBeTCTBHM CO cneuudMKayredi K PY Ha fpenapar. NpoToKoNbl NPOMIBOACTBA, YNaKOBKY 1 aHanuzos Gbinc nepecmotperst v
YCTaHOBNGHO COOTRETCTBME Tpebosanuas GMP,

Qualified Person

Moparotoenen/ Compi!e?y-ﬂ.auline Abela Yreepwaeno/ tssued by:Javier Moseardo Polop
A
e Moot A o '3
Date: Date: 0
O4 /o5 |20z e ste: O%/0r /2020

e,
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AEPXIIKCITYXBA YKPATHU
AEPKABHA CIIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCHKIA OBJIACTI

npocniext Banepis Jlo6anoscskoro, 5 1, m. Kuis, 03110, ren/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox CIIPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOr0 B Yxpainy aikapcenkoro 3acoly

03.06.2020 Ne 25270/20/10

PO3APT

(naitenyranus nixapeskoro 3acoby 3rinHo 3 peecTpauiitimm NOCBITYEHHAM)
Tabierkn, BKPHTI IVIIBKOB 00 odooHK010, 0 20 mr; o 10 Tabierok y Oaicrepi; mo 9
buicrepis y xopodui
(bopma Bumycky, AO3YBANA, RUA NAKY BAHHA MKapChKOro 3acoby)

Homep peectpauiitnoro nocsimerns UA/] 1647/01/03 erpox nit peecTpaniitioro nocsimuents 19.08,2021
Cepia nixapcskoro saco6y Ne F93119 Kinbkicts BBesenoro nikaperkoro sacoby 5025

Brpothuk Axrasic JITI, MansTa
(HaitmenyBaing BUpoGHHKa nikapcskoro 3a¢o0y, kpaiua HIOXOJKCHHA)

Breseno 8 Vipainy Topapucrso 3 06mesxcro0 BiAnoBiganLuicTio "Tepa Yxpaina", izen.
xom: 34770471

(nalMenyBakua Ta koa 3a €JIPTIOY 1opumimanot ocobn alo npissuuwe, iM'y, o Garnkon] (ispynof
0codu - mianpremMus, it Micie TPOKMBAHHA T PeccTpaniiiumii HoMep obniKkoBOl KapTkR naaTHHKa
nojarkin a6o cepis ta HOMep Tacnopra)

Iporokon sisyansHore kowrposo iy 28.05.2020 N2 1632/6.

3a  pesyapratamu ACPHKABHOTO  KOHIPOMIO BCTAHOBICHO, 11O NiKapehKHil  3aci6  mmeseno & Ykpainy 3

AOTPHMaHHA M eumor sakoHOAaBCTBA OO 3aleaneuenus IKocTi TiKapCBKUX 3acoBis,
P

LT, 4 ;

2 o - = = T .

c‘qg%a}.:?lip}lj':fn L AEPHARHIOTO KOHTPOMO) {(ninmnc) (twiniany Ta npizsrue)
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£ {+355} 2165 3533 Actavls23d

¥ {+356) 2165 3604 BB mE
Info@actavis.commt Hulebel Industris] Estaty
Company rog N° C205; Zejtun ZTH jv00 Falia
VAT reg N* MY wiBoony vrery ctavis com

BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOUKAT KAYECTBA CEPMW NEKAPCTBEHHOI O CPEACTBA

Name of preduct/Hassarnme NpoayKTa
{strength, dosage form, package size and
type/ao3mpoBKa, nekapcreeHtan diopma,
p_a&MEE_ W THN yNIaKoBKMH|

ROKPLIThiE NNEHOUYHOW 060a04KOH, na 20 Mr NeBO {N210x9) e 6aucrepax

A

Rosart, film-coated tablets 20 mg #90 (¥10x%) in blisters / Poaapr, Tabnerkm, |

Composition/CocTan

Manufacturing country/Crpara-

Rosuvastatin 20 mg as Calcium rozuvastatin /PosysacTatnna 20 mr 8 Buge
PO3yBACTaTHHA KANLUHA

Actavis Ltd, Malta/Akvasuc Nra, ManeTa

NEOU3IBOAUTE b
Importing country/Crpana HMIOOpTEpR Ukraine/Yipanna o R i |
MA number/Homep PY UA/11647/01/03 T =
Batch number/Homep ceprint F93119 B ]
Batch size/ Paamep cepun 5,025 packs/ynakosok B
Date of manufacture/Jara npow3sogcTea 03/2020 -

Expiry date/Cpox rogHocTr 02/2022 B

HOMEP AMUEH3UM NPOK3BOACTBEHHOrD
B 0l

Name, address and authorization number
of manufacturing site/Haasarme, aapec n

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,

Tests /

L

____Tokazatenu

Tablet description / Onucanue

identification / Wgentudurayun
-HPLC/BIHX

~HPLC-DAD/BIMX-DAD

Uniformity of dosage  units /
OaHopoaHOCTL A0IKPOBAHHBIN eaMHKY
{content uniformity/odnopoduocme
codepxuaoHun)

Average tablets mass / Cpeguan macea
Tabnertku

Assay / Konnuectaenuoe conaepaHue
{HPLC/BINX)

Related substances, HPIC /
Canyrcreyiowme npumecw, BIKX:

- 5-Ketoacid/S-ketokuenora®

- Lactone/Naxron’

- 3R,5R-Rosu (antiisomer}/3R,5R-pozy
{auruuzomep)®

b oat 1 3155 o p o desy

Malta/Akrasuc T/}, BLB015, BLBO16, byneben Mnnactpuan aom, r. 3elityn,
ZTN 3000, MansTa
MLDOf i Sl —— -
B Specifications 7 o ~ Results/
R Hopmel ... Peaynerarel

Pink, round, 9 mm in diameter, biconvex, film-coated tablets
with “ST 3” debossed on one face/Pazosuie, wpyrrwe,
AWAMaTPOM 3 MM, OBOAKOBBINYKNLIE TabneTky, NOKPbIThIE
naenouHoiR ofonoukoil, ¢ rpasuposkol «ST 3» 0AHON
cTopoHe

The retention time of the major peak in the chrematogram
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 wonuuectsenunoro onpeneneHns
BREMA YAEPHMWEBAHHA OCHOBHOMO NMKa Ha Xpomarorpamme
WCRLITYEMOTO PaCcTBOPa A0/IMHO COOTHETCTBOBATE BpemMeHu
YAGPHHBIHWA  OCHOBHOTO NMKA Ha  xpomatorpamme
CTaHAapTHOro pacTacpa.

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/ B Xoae KoAMYECTEEHHOrO onpegenguun YO cnaktp
OCHOBHOTO  NWKA  H3  Xpomatorpamme HCBITYEMOTO
PAcTeOpPa AOAWEH COOTHEETCTBOBATL OCHOBHOMY NUKY Ha
Xpomatorpamme CTaHAapTHOrQ pacTeopa.

Complies to Ph.Eur.2.9.40 / B coorsercraum c AV:3.4
TpeBosanunmu £, 9, 2.9,40

AV<IS.0

2884 mg +5% {274,0-302,8 mgif 289.74mg/rmr
288.4 mr + 5% (274,0-302,8 mr}

95 - 105% of the labelled amount 20.13mg/mr
95 - 105% o7 3ans OO0 KOAUNECTBE 100.65%
NMT 0.2%/He Gonee 0.2% <0.1%

NMT 2.0%/He Bonee 2.0% <0.1%

NMT 0.5%/He Gonee 0.5% <0.1%

Complies / Coovsercrayer

Complies / Coorsercrayer

Complies / Cooraercrsyer

i




t{+356) 2160 3533 Sriavis Lod

{ {(+356) 236 3608 BlLBos
Infoactevis.commt Bulebs! Industrial Estate
Conmpany rep W CaBsy ZeJtun ZTHN s000 Malta
VAT reg N MY maboony wya zctavis.com

BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOUKAT KAYECTBA CEPUM NIEKAPCTBEHHOMO CPEACTBA

| Name of product/Hassanue npoaykra. Rosart, film-coated tablets 20 mg #50 (#10x9) in blisters / Posapt, Ta6neTkH, |
{strength, dosage form, package size and NOKPLITHIE NNEHOYHOM 060N0UKOM, No 20 mr Ne90 {Ne10x9) B GnmcTepax

type/Aosuposxa, nexaptTBeHHan (opma,
_pasmeputvnynakoewh)

Composition/Cocrae

Rosuvastatin 20 mg as Calcium rozuvastatin /Po3ysacTatuna 20 Mr B Buge
_PO3yBACTATHHA KaNbumA o
Actavis Ltd, Malta/Akrasuc fita, Manbra

Manufacturing country/Crpana-

_Npovssopurens o S I
Importing country/CrpaHa umnoptep Ukraine/Ykpaura e ]
MA number/Homep PY UA/11647/01/03 o ]
Batch number/Homep cepun F93119 B o o o ]

Batch size/ Pazmep cepun 5,025 packs/ynaropox o

| Date of manufacture/ZAata nponssoacrsa | 0372020 B -

ol e T . I

Name, address and authorization number | Actavis Ltd, BLE 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/Haasanve, agpecu | Malta/Axrasuc NTA, BLBO1S, BLBO16, ByneSen MupacTpran gom, r. 3efTyH,

HOMEP NHUEH3MKM NPOUIBOACTEEHHOID ZTN 3000, MansTa
|ywaca - fmweor. , o
[ Tests / ‘ T Specifications / B T T Results”
L Mowasatems | lopuw . _Pesynetate
-Each unspecified Impurity/Ramaas NMT 0.2 %/He Gonee 0.2% <0.1%
HEWIBECTHAN npuMech
- Total Impurities/Cymma npumecei NMT 1.5%/He banee 1.5% <0.1%
Dissolution / Pacrasopenne Q=75% after 45 min / Q=75% yepes 45 mun Mean/Cp: 59.7%
{HPLC/BIMX) (Ph. Eur. 2.9.3 / Esp. dapm. 2.9.3) Min/Mun: 97.8%
Max/Makc: 101.6%
Microbiclogical quality’ / MukpoBuosorudeckan uncrora®
- Total amount of aerobic NMT 10° CFU/g /He 6onee 16° KOE/r 0 CFU/g / KOE/r
bacteria (TAMC) [/ OBwee
KOMKYECTso a3pobHbIxX
MUKPOOPranuamos (TAMC)
Total amount of Yeasts and NMT 10° CFU/g /He Bonee 10 KOE/r 0 CFU/g / KOE/r
Moulds Count (TYMC}/ O6wee
KQNuyecTeo ApoHonessix/
nnecHesslX rpubos (TYMC)
- Escherichia coli Absent £. coliin 1 g/Oreytcreue E.calia s Absent /Orcytersyer

! ot reutinely performed. Tested on the first threa production batches and then once year. /He NPOBOAVTCA NOCTORKKC. MCNbITaHUE NPOBOAAT AAR NEPB6IX 3
TIPTMBEINEHHYIX CEPUR 1 33TEM, KAK MHHUMYM, Da3 B rog,

2-'7~[41 (d-fluorophenyt)-&-lsoprupﬂ-Z-(N»methyl-N-methanesurfonv!amInopvrlmldine}-S-yll-B R-hydroxy-5-oxo-(E}-6-heptenic acid calcium salt/7-(4-(4-dTopdenun)-6-
nammcnun-z-(N-Memn-N-mefaxcynmtoaunamuﬂonnpnmu,ﬂ,m3-5-uni-3ﬁ-mp,poucu-5-oﬁce-§€)-6-remeu0eaa KHUCNOT K3ALUNMEBan CONb.

% {E]-7-{4-(4-fluoraphenyl)-6-isopropyl-2-( methylfmathylsulfonylamine)pyrimidin-5-yI){3 R,55)3,5-dihydroxyhept-6-enoic acid)-(3,6)lactona/(E)-7-{4-{ 4-dropdbenun)-
G—aaeﬁ9onun-2-(memn(memncynbd)onunlamnno)nupumwgaa-s-un}{.’.R,5513,5-p,wrnnpoxcmenr-e-enoaan Kucnotal-(3,6)maxToN,

* (3R, 5R).7-(4-(4Afluoraphenvl)-ﬁ-isopfopyl-z-{methyl(methylsulfonyl]amino]pyrimidin-5~yl)3,5-dihydmxyvbiﬁé—heptenic acid calcium salt) (2: 1)/{3R, 5R)-7-{4-{a-
dropdienun)-6-naonponuss 2-(metnal Mefnncynbd:ownlamum;v}nupnmugnn-s-unja,5-gnrmpauw-5{£}‘remeHns:zﬂ KHCADTE KanbUMesan conb) {2:1),

The batch meets the requirements of AND for MANe UA/11647/01/03 / Cepun coormetcrayet rpefomanmam AHE u P.C. N2 UA/11647/01/03

! hereby certify that the above information s authentic and accurate. This batch of product has been manufactured, including packaging/labelling and guality
control at the above mentioned site in full compliance with the GMP requirements of the lacal Regulatory Authorlty 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 compllance with GMp/

STHM A NOATEEPHARIO, HTO NPHECAEHHAA Rbitys WHDODMALMA BCTL AOCTOBEPHAA W TOWHAA, 3Ta cepwA NPoAYHUMs EbiA3 HIroToBNEHa [mIcnovan
YRaKCBKY/MapKupoBKY) M npoBegenbiit KOHTPN AL HAUACTRD HA VHAIAMHOM NDOMIROACTEEHHOM YHICTHE B NOAHOM COOTEBTCTEHM cypebosanuamn GMP,
YCTAHOBNEHHLIMK MECTHBIM DEFYATOPHBIM O - S S meelite, euudunaumuedi k PY Ha npenapar. NipoToxoaw NPOU3BOACTEA, Y AKOBKH W
2Hannaos GbIND NePecMOTPEHbI W YCraHoBARHC s ,(‘1 “:,—.-:»}u;m Mo

Nearotoanen/ Coriﬁ.ilﬁ@_bﬁ S\Leuana Buttigieg

& £ 4

Yruepuaenof Issued by: Gabﬁﬁ!le Velia Brincat

Date: 08.05.2020 aar i Date

Qualified Person it / 0 377/0 w

el




JEPXITIKCIIYKBA
JEPHKABHA CIIYIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHUIBCHKIH OBJIACTI

npocriexr Banepis JloGanoscrkoro, § 1, M. Kuie, 03110, ren/daxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua https://www.dls. gov.ua, Kon €IPITOY 37078774

BUCHOBOK
npo AKICTh BBe3eHOro B Yxpaliny aikapenxoro 3acoly

14.12.2020 Ne 66656/20/11

PO3SAPT
(natimenyranus nikapenxoro 3accly 3rinio 3 pecerpauifnem HOCHI MR SH)
TabJeTkH, BRPpUri niBROROIG ofionouxoie, wo 20 mr; o 10 Tabumerox y Ouierepi; 10 9
buaicrepin y wopobui
{tbopnz Bunycky, AO3YBAHHS, BHI| TAKYBAKESA TIKAPCEROTD 3ac06v)

Howmep peectpauiiinoro nocpiguenns UA/11647/ 01/03 crpox nif peectpauiiinoro nocsiguenna 19.08.2021

Cepix nixapcbkoro 3acosy Ne F96032 Kinbkicts Bpeseroro nikapesxoro sacoby 5748
Bupo6uux Axrasic JITI, Mansta
(ualimenyBanun pupoGunky THKAPCELKOTO 3ac06y, EDafia noxomenns)
Beeseno B Vipaiy ToBapuerso 3 o6Mesxenoro BiqnoBinansuicrio "Tena Yrpaina”, inenr.
roa: 34770471

(HaliMenysanns Ta kox 32 CIPIOY opuamunol ocobu a6o npisBrile, iM'a, 1o 6arnxoni disnurno
0colu - nimnpsemog, i micue IpOXHBANNS Ta peecTpaniiinuil Homep obnivonoi KapTKy faTHeEG
nonarkis abo cepis 1a Homep acnopra)

Uporoken sisyansuoro konrpomo sin 03.12.2020 M 425872,

3a  pesyasraraMn REPHABHOTO  KOHTPOIO BCTANOBICHD, MO JHiKapOBKMH  3acif  nmeseHo g Vrpaiuy
ZOTpHEM AHHAM BUMOTI 3aKOHOARABCTRA WOAO 2a0e3neyeHg sdocTi JHKAPCHEKUX 3acobis.

R S
gy FiEl
. : v LA Q p e 7 4
3acTynHuK Havamsiisa Ciuym U AN Ouxexciit COJIOIPAM
{(nocazosa ocoBa op:r‘apy JPKABHOTO KOHTPOMIO) (mizimme) {isriniany Ta npissmue)

T‘\I - H,
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUOMKAT KAMECTBA CEPUN NEKAPCTBEHHOIO CPEACTBA

“Name of product/Haszsanue npojyKkra
{strength, dosage form, package size and
type/posuposka, herapcraeHHan gropma,
B3MET M THN Y NIAHOBHM]
~Compasition/Cocras

[10M3B0AHTEND
Imnporting cosmry/CT aHa MMNoETE

; Maanactunntgcount?y/Crpa:H_a .

MOKPLITLIE IAEHOUHOR oBonoukoit, no 20 Mr Ne90 (Ne10x9) B BaucTepax

| Rosuvastatin 20 mg as Calcium rozuvastatin /Po3ysactatiia 20 Mr B Bie
£03/BACTATHHE KASBUMA

‘ Actaﬁs Ltd Mﬂt%?;\i{'fﬂﬁ%&: ﬂT;i, Mﬁanma T o

"V Ukraine/Yxpamna

Rosart, film-coated tablets 20 mg #90 (#10x9) in blisters / Pasapy, Tabnerku,

MAnumber/Home PY 'jjw_________ T UAT1647701/03 B - )
| Batch number/} Home: cepum F96032 o o
§ ‘Batch size/ Pasuepmc_ép_uh 7 7|'5,748 packs/ynakosox
Date of manufacture!,ﬂa"ra Hﬁ&%aﬁcncrsa 10/2020 T S
Expiry date/Cpok rogocTu 09/2022 o - o

of manufacturing site/Ha3saHue, agpec
HOMED AHUEH3MI NPOU3BOACTREHHOID
NHACTHY,

Name, address and authorization number

-

T
_ Noxazaresm |

w | Malta/Axkrasue ATA, BLBG1S, BLBO16, Byneben MHpacTpuas aom, r. 3eiTyH,
ZTH 3000, Manbra
MLOO1. - B
Specifications / | Results/
_ Hopmer j

Tablet description / Onvwcanue

identification / Maentudurauun
-HPLC/BIHX

-HPLC-DAD/BIAN-DAD

Uniformity of dosage wunits /[
OnHOPOAHOCTE AOIUPOBAHHBIX 8AUHHL,
(content  uniformity/odropodHocme
codepoHua)

Average tablets mass / Cpepunan macca
Tabnartiu

Assay / KonuugcroenHoe coaepHarue
{HPLC/BIMX)

Related substances, HPLC
Conyrcrsyiowse npumeck, BIHX:

- 5-Ketoacid/S-xeroxucnora’

- Lactona/Nakton’

- 3R,5R-Rosu {antiisomer)/3R,5R-poay
(antumzomep)’

/

(@?W W A ff éﬁ?

Pink, round, 9 mm in diameter, biconvex, film-coated tablets
with “ST 3" debossed on one face/PoicBmie, upyrabie,
Avamerpom 9 mm, O8OAKOBLINYHALIE TABNETKH, NOKPLITbIE
nnesouHoik ofonoukoi, ¢ rpasuposroi «ST 3» Ha oawoM
CTOROHE

The retention time of the major peak in the chromatogram
of the sample solution as cbtained in the assay corresponds
to that of the major peak in the chromatogram of the
standard solution/ B x04e HONWMYECTBEHHKOro onpeaeneHus
BpeMA YAEPHMERHWA OCHOBHOFO NWKA Ha XpoMartorpamme
WCNBITYEMOTC PACTBOPE A0/MHHO COOTBETCTBORATh BPEMEHM
YOEDHMBAHKMA  OCHOBHOTD MNWKa Ha  XpOMATOrpamme
CTaHAAPTHOID PacyTBoOpa,

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
salution/ B xoae KONMYECTBEHHOID ONpeAcAsHHA YO caertp
QUHOBHOro nKa Ha XpomavorpamMmme HMCNTYEMOID
pacTeopa OOMKEeH COOTBEICTBOEaTL CCHOBHOMY NUKY Ha
XpoOMaTOTpamMme CTaHASPTHOTO pacTeopa.

Complies to Ph.Eur.2.840 / B8 cooteerctaum ¢ AV:2.2
Tpebfosanuamu £, ®. 2.9.40

AVg15.0

288.4 mg + 5% (274,0-302,8 mg)/ 293.15mg/mr
288.4 mr £ 5% (274,0-302,8 mr)

95 - 105% of the labelled amount 18.69mg/mr
85 - 105% 0T 3aR8ACHHOIC KOAMHECTBa 98.5%

NMT 0.2%/He Gonee 0.2% 0.10%

NMT 2.0%/He 6onee 2.0% <0.10%

NMT 0.5%/He 6onee 0.5% Not detected

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,

Pesynerathl

Complies / Coorsercysyer

Complies / Coovaercrayer

Complies / Coorsercrayer



BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTU®MKAT KAYECTBA CEPMM NEKAPCTBEHHOIO CPEACTBA

| Name of product/Hassanue npoayura
! {strength, dosage form, package size and

NOKPLITHIE NAGHOMHON 650A0MKA, NO 20 Mr NeGD {N=10x9) B 6nucTepax

| Rosart, film-coated tablets 20 mg #90 (#10x9) in blisters 7 Posapr, rabnernu,

| type/poauposia, nexapeiaeHtan thopua,
_Ba3kep W Thn ynakoak)

" Rosuvastatin 20 mg as Cal
_PO3YBACTATUHA KANbUMA

Composition/Cocras

Manufacturing country/ Crpara.
_poussopuTens

-Importing country/Crpara wnoprep | Ukralne/Vipawia
MA number/HovepPY T T TUA/TIGAT/OT03
_Batch number/Homep cepin F96032

Batch size/ Pasmep cepin

A:ﬁatg _6??:555@&?3{&?5&13}? riébﬁaﬁoé:y_;a{am | 10/_2(:{2”0 _ o
3 _E‘ggfry‘é_aggi Cpok roadocT - 109/2022

Actavis Ltd, Malta/Akvasuc itg, Manera

| 5.748 packs/ynaroson

cium rozuvastatin /PosysacTariia 20 mr 8 Buae

- Name, address and authorization number
| of manufacturing site/Hassanue, agpec u i

| HOMER MUeHINHM NPOM3BOLCTESHHOrS ZTN 3000, Manbra

Actavis Ltd, BELB 015, BLB 016, Bulebel industria
Malta/Arvasuc /ITA, BLEO1S, BLBO16,

U Estate, Zejtun, ZTH 3600,
ByneBen Mugactpuan aom, r. 3eiiTyn,

LYHACTHE meoot. o - . i
Tests / I Specifications / [ Resuits /
L Tokazarenu L Hopmb 1 Pesynoratei
-Each  unmspecified Im purity/Kangan  NMT 0.2 %/He Gonee 0.2% <0.10%
HEMIBECTHAR NpUMECH
- Total Impuritles/Cymma npumece NMT 1.5%/He 6onee 1.5% 0.10%

Dissalution / Pacraopenue

Q-75% after 45 min / Q=75% uepes 45 mun

Mean/Cp: 95.5%

{HPLE/B2KIX) (Ph. Eur. 2.9.3 / Epp. dape. 2.9.3) Min/Muu: 93.3%
Mayx/Maxc: 96.6%
ricroblological quality’ / MukpoBuonoruueckan uncrora®
- Total amount of aerobic NMT 10° CFU/g /He Gonee 10° KOE/r 0 CFU/g / KOE/r
bacteria (TAmC) / Obwee
KONKUBCTRO a3pobHbIX

MUKPOOPraHnamos (TAMC)
Total amount of Yeasts and
Moulds Count (TYMC)/ DSuiee
HONUuacTeo LpOMHesLx/
naecHesnix rpubos (TYMO)
Escherlchia coli

' Not reutinely performed. Tested on the first three production batches and then once year,
MACMLILIACHAHBIX CEDWI 1 33TEM, HAK MUHUMYM, Pa3 & rog,

heag {’4—(‘5-f!w§ruphenyl}-ﬁ-isoprupyi—2 (N methyl N methanesulfonylaminapyrimid
H3IoNPoNIA 2-(N-MemwNvmemmynbd;oaunammmnﬁpumugnﬂi»S-Mﬁ}-BR-m,n.pa
2 (E}-7-{4-{8 Tluoroshenyl) G-isopropyl 2-{methyl(methyisulfonyl)

ine}-S-yi)-2
HEU-5-0KCo-

NMT 10° CFU/g /He Gonee 10° KOE/r

Absent E. coliin 1 g/OrcyretBue €. colia 1r

0 CFU/g / KOE/r

Absent /Oveyrcreyer
/He nposoauTea nocroando Mcnsranve NPOBOAAT ONA nepasix 3

& hydroxy 5-oxo (E) 6 heptenic acid calcium salt/7 {4 (4 dropberia) 6-
{E] 6 remrenosan wnenara LEREE R R R T

amino)pyrimidin-5-yl}{3R,55)3,5 dihydroxyhept G-enoic acid) {3.6}lactone/(E) 7 {4 {4 dropdenma)

{3—hauﬂpenm-z-(me‘mn(meﬁmcvnbcboumlamuHo}n
! 3R, 5 ?»[4-{&-?2&:9709?389\:!)—B—Ewpropyi 2-{met

Hpnstdnud 5 (3R, 58)3,5-puruapokcurent 6 enoaan uncnoTal-{3,6)aakron,
Ewi[mmhytsu!.‘onyl}amino)pyrimiéiﬁ 5vl)

3.5-dihydroxy-b(E) heptenic acid ealcium salty {2- 1)/(3R, 5R} 7 (4-(4

Gropdenun} E-uaonpornun 2 {merna| Menmcvm,ibumm}nMHHn)nﬂpnMa,{ame«S-MnJ

3,5-aurpponcy 6(F) renrerosan kmenoTa KanbUHesan cans) {21},

The batch meets the requireme

I hereby certily that the above Information
control at the above mentioned site In full
Authorisation of the Importing country. The batch processing, packag!
UM A NOATES DA,

YETAHOBASHHLIMH MECTHLIM DETYNRTODPHBIM DPraHOM, 3 TAK e B Lo
FHAANICE $H1A0 NEPECMOTPEN 1 YCYaHOBAEHO CODTRETCTBHE Tpebo

flogrotosnen/ Cnmpilerfég Rose-Anne Attard

Date: 27/10/2020

Is authentic and accurate, This batch of product has been manufactured, includi
compliance with the GMPr

70 NpHBefeHHaA Bblie HWHPOPMBUHA ECrs AOCTOBENHAR I TONHIA. 373 co
YNZKOBKY/MapHMPOBKY) M nposegeHbil HOHTRONL K3NQCTEA Ha YH3IaHHOM 1

nts af AND for MANO UA/11647/01/03 / Cepus copTBeTCTBYEY Tpebosankam AHI K P.C. No UAf131647/01/03

ng packaging/labelling and quality
equirements of the local Regulatory Authority and with the speclfications in the Marketing
ng and analysis records were reviewed and found to be In compllance with Gvie/

pHa npogykums Beina msrotorseHa (Brnovas
POU3IBOACTBEHHOM YYBCTHE B NOAHOM COOTBRTCTBMM £ TpefoBarunmi GMP,
TEETCTBUM co cneundukaumedd k PY Ha npenapar. fIpOTOROAL NPOMIAROACTEY, YRAKODHM 1

Bannam GMP.

e 1iof lssu h:.r'sfﬁ?{ 1allia
mswe:el E/%:; lﬁléa?!g S
DOate

Qualifted Person

ey gy
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JIJEP}K}IfKCHY}KBA
AEPKABHA CJIIYIKBA 3 JIIKAPCI:KI{!X 3ACOBIB TA KOHTPOJLO 3A
HAPKOTHKAMM Y KHIBCHKII OBJIACTI

npocnexr Basepis Jlobanoscekoro, 51, M. Kuis, 03110, ten/takce: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua,htips://www,dls.cov.ua, Kog CHAPIIOY 37078774

BIACHOBOK
HpO SIKiCTL BBe3eHoro B Yipainy aikapeskoro 3acoly

14.12.2020 Ne 66657/20/10

PO3APT
{HaAMCHYBaHIIA JIKApCLKOrO 3acoBy sriano 3 peecrpauiiinum [OCBUIMEHHM )
TA0JIETKH, BKPHTI IV1IBKOBOIO o0Gon0xKk0I0, 10 20 Mr; mo 10 Tabaerox y Gaicrepi; 1o 9
Onicrepis y xopobi
(opma Burycky, Ko3yBaHHA, BH NaKYBAHHA TiKapcrKoro 3acoby)

Homep peectpauitinoro nocsipaenss UA/11647/01/03 crpox v peectpattiiinoro nocsigaenns 19.08.2021
Cepix nixapeskoro saco6y Ne F96040 Kinukicrs sBesenoro nikaperkoro sacofy 5739

Bupofuuk Axragic JITI, Maneta
(naliMenynanns BupoGanKa nixapesxoro aacoby, kpaiua TIOXOKEHHS)

Bseseno B Yipainy Topapncrso 3 oGmexen oo BinnosigaanHicTio "Tepa Yrpatua", inenr.

kon: 34770471

(maitvenypains Ta kon sa CJIPTIOY opuaiiol ocodn a6o npizsue, iM'a, 1o Satekoni dizimwoi

0Cadu - nignpreMuy, i Miclie MpoKHBanHS Ta peecrpauiftuuil HeMep oORIKOBOT KApTHY MATHIKA
uonarkip abo cepis Ta nomep nacnopra)

MpoToroa sisyanesoro kontpomo sin 03.12.2020 X 4258/3.

32 pesymeTATAMH  JepXABHOI'O KOHIPOMO BCTAHOBNEHO, IO JHKApcekuil 3aci BEeseHo B Vxpainy 3
AOTHHMA RN 8HMOL 3aK0HOAABCTRE OO 3a6e3Te ey AKOCTI NKApCEKUX 3ac06iB.

3actyinmK lavaisunka Cnyxon v

T Qnexcilt COTOJPAN

(ninnuc) {iniuiany Ta npissume)

(mocanosa veoli Oprady TepHaARKOTO KOHTPOTIO)

ML
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BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTHDMKAT KAYECTBA CEPMM AEKAPCTBEHHOIO CPEACTBA

Name of product/Hassanne npoaykta

. {strength, dasage form, package size and

typa/aosmuposka, noxapcTeennan dhopaa,

. PadMEp 1 Tan ynawoakn)
Composition/Cocrae

npoussoputens

Importing country/Crpana wmnoprep

WA qumber/Hovep Py~

| Batch number/Homep cepim
Batch size/ Paamep cepim

{103yBACTaTHHA Kanbums

Actavis Ltd, Malta/Axrasuc /iTa, Manbta

Ukraine/Vkpaswia
UA/11647/01/03

F96040
3,739 packs/ynakogok

| Expiry date/Cpok rogrocts

' Name, address and authorization number

HOME[ NMEH3MH NPOM3BOACTEEHHGTO
© yHaCTKa

Tests 7
Noxkazavenu

Tablet descriptlon / Onucanue

tdentification / Vigenruduranun
“HPLC/BIXX

-HPLC-DAG/BIHN-DAD

Unlformity of dosage units /
DAHOpOAROCTL AO3MPOBERHBIX eOUHKY,
{content  uniformity/odnopodnacme
codepxanun)

Average tablets mass / Cpepnan Mmaces

vabaaTin

Assay / Komaweorseusoe copemKanne
(HPLC/BIMN)

Related substances, HPLC /
Canyrerasyiouke npunsecy, B3I

« 5-Ketoacld/5-keroumcnora’

- Lactone/Nakron’

- 3R,5R-Rosu {antlisomer)/3R,5R-poay
{antumsomep)®

/
/
/

| Date of mﬁéﬁtfééfft_réi,ﬂ,fr_a npowseogcTtea | 1072020

1/ 00

09/20237

Rosuvastatin 20 mg as Calcium rozuvastatin 7Posyeacratiia 20 mr b Biyge

ZTN 3000, MansTa
1 MLOO1.

Specifications /
i - Hopmb S
Pink, round, 9 mm in diameter, biconvex, film coated tablets
with “ST 3" debossed on one face/Posoasie, upyrasie,
ANSMETPOM 9 tam, ABCRKOBBLINYKALIE TAaBNETHY, NOKPLITHE
NNeHoYHOR 0BONOYKOH, ¢ rPaBUpoBRKoRA «ST 3In Ha OAHO
CTOpOHE

The retention time of the major peak in the chromatogram
of the sample soluticn as obtained in the assay corresponds
to that of the major peak in the chromatogram of the
stendard solution/ B xoge KoavuecTREHHOrO GHPEAENEHHA
BPEMA YARDHUBAHUA OCHOBHOTC NKKE Ha Xpomatorpamme
ACNLITYEMOTO PECTBONE ACMMHO COOTEETCTBOBATL BpEMetH
YAZPMUBAHMA  OCHOBHOTO  NKNa  Ha  XpomaTorpamme
CTas/lapTHOrO 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/ B xoae KONMYECTREHHOTO anpegenguua YO cnextp
OCHOBHOMO  NIMNA  HA  XpOMATOIPaMMe  HCABITYEMOro
PacTeopa A0MKeH COOTHETCTEOBATL OCHOBHOMY MWKY Ha
XPOMETOFPAMME CTAHAAPTHOTO BECTBOPA.

Complies to Ph.Eur.2.8.40 / B coomsercreuu ¢
TpedosaHuamMK £, @, 2.9.40

AV<15 0
288.4 mg £ 5% (274,0-302,8 mg)/
288.4 mr £ 5% (274,0-302,8 mr)

95 - 105% of the labelled amount
35 - 105% oT 33R8/CHHOM0 KOAUYECTBS

NMT 0.2%/He Gonee 0.2%
NMT 2.0%/He Gonee 2.0%
NMT 8.5%/He Gonee 0.5%

Actavis Ltd, BLB 015, BLE 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,
of manufacturing site/Hasnauue, anpec u | Malta/Axvaauc AT4, BLBO1S, BLBO16, Byneben HHgacTpuan gom, r. 3eiityH,

| Rosart, film-coated tablets 20 mg #90 (#1 0x9) in blisters 7 Posapr, raBnerss,
NOKPLITLIE NNEHOMHON 0601040, na 20 mr Ne9C (Ne10X9) 8 GmicTepax

Complies / Ceotsercrsyer

Complies / Cootsercrayer

Complies / Cootsercrayer

AV:2.4

283.65mgfrar

20.02mgfmr
100.1%

.10%
«0.10%
Not detected/He suneagHo
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUOMKAT KAYECTBA CEPMM NIEKAPCTBEMHOTO CPEACTBA
""""""""""""""""" | Rosart, film-coated tablets 20 mg #90 (#10x9) in blisters / PosapT, Tabnetky,

|
3‘ MIOKPLITEIR NASHOUHON oBonouKeR, no 20 mr Ne90 (N10x9) Sancrepax
|

(strength, dosage form, package size ang}
© type/noauponka, neHapcTBeHHAR dopma,
. BR3MER @ TUN YTAKOBIM)

Composition/Coctas o " Rosuvastatin 20 mg as Calcium rozuvastatin / Poaysactatutia 20 Mr & suse 1
. _ | Po3ysacrarika Kansims S : i
Manufacturing country/Crpana- 1" Actavis Ltd, Malta/Axrasuc fita, Manbra “
NPOM3RCAMTENY L o ) ‘
Importing countey/Crpana uMnoprep ~ Ukraine/Yxpanta N i B - i
MA number/Howmep PY _ T UA/11647/01/03 i ]
_Batch number/Homep cepim | F96040 - o
Batch size/ Pasmep cepuu - 15739 packs/ynakasok

Date of manufacture//lara npcussonctea 1 10/2020
Expiry date/Cpek roaroct | 09/2022

~ Name, address and authorization number | Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN 3000,

. of manufacturing site/Haseanre, afpec u | Malta/AxTasmc ATA, BLBO15, BLBO16, ByneBen MHaacTpran AOM, T. 3eHTyH,

-

| HOMED AHUBH3MM NPOH3BCACTRCHHOr . ZTN 3000, MansTta
Lywactka . Mloot. o
3’ B Tests/ T Specifications / I  Results /
L flokazaveny | Hopmsl 1 Peaynetartei
-Each  unspecified  Impurity/Fampgan  NMT 0.2 %/He Bonee 0.2% <(.10%
HEWIBECTHAR NpUMMEct
- Total Impurities/Cymma npumecei NMT 2.5%/He Bonee 1.5% 0.10%
Gissolution [ Pacrsopenne Q=75% after 45 min / Q-75% uepes 45 mun Mean/Cp: 97.7%
{HPLC/B3RX) {Ph. Eur. 2.9.3 / Esp. dapm, 2.9.3} Miln/Muu: 96.6%

Max/Mawe: 98.5%
Microbiolapical quality' / Munpobuonoruseckas yucrota’

Total amount of aerobic NMT 10° CFU/g /He Gonee 10° KOE/r O CFU/g / KOE/r
bacteria  (TAMC) / OBues
KOMMYeCTan a3pohHLIX
MUKPOOPraHamos (TAMC)
- Total amount of Yeasts and NMT 10° CFU/g /He 6onee 10° KOE/r 0 CFU/g / HOE/r
Moulds Count (TYMC)/ Obujee
RONUUECTE] APOROKEBLIX/
fnecHeskix rpubos (TYMC)

- Escherichia coli AbsentE. caliin 1 g/Orcyrereue E. colis 1 ¢ Absent /Greytorayer
! Mot routinely performed. Tested on the first thrae production batches and then once year. /He ipoBoAMTER NOCTORKHD. MenbiTanne nNpoBoAAT A4nAa nepswix 3
APOMBILINEHMBIX CEPHT 1 AATEM, KIK MUIHIMYM, £33 B rog,
’-?~{4—(4-iiuaropheﬂvn-s-isopropyl-b(N-methy]-N-methanesulfonvlaminopyrim}d!ne)—5-yl}—3§!~hydrmy-5~om (E}-6-heptenic acld calcium salt/7 (4 {4-dropheHun) &
n3mi‘lpumm-2-(N'mehm~N-Mn‘-r:mc‘,'nbd:olmnaMMH{?smprMHAHH)-SAun]-B R-nippoKcu-5-okco-{E}-G-rentenonan uncnora KanbUHesis tons.
% (E3—?-{4-{=1-?!gsoroghmyl)-6-isapmpyl-l—f:ne{hvi(methyisuifony})amino)pyrimidin-ﬁ-yl)(3ﬂ,5533,5-dihydroxyhept-s-enoic acid)-(3,6)lactane/(E) 7 {4 { 4-dropdenna).
‘S-umnpunm-l-(memn(mwmcyan)owm)ammun}nupnqunH-S»un)iaR.SS)B,S—AHm,a,poxcurem—ﬁ-euonan KuenoTa)-(3,6)nakTon.
' (3R, 5R]-?w(4~(4»f!uamphcnvl)-G-isnpropyi-z-(methyl{methylsulfonyl)ammolpyrimidln-S-VI}E,S-Ulhydmxy-b(E)-heptenlc acid calciurn salt}{2: 1)/(3R, 5R) 7-{4-(4
cjzmpcpe}eun)-Emsonpomm-Z—(Memn( Memaqmmémpmn)aMmeojnupuuup,lm-S-Hn}a,nghmgpnncu»G(E)-remenuaan KMCROTA KaNbUMEBAR conb) {2:1).

The batch meets the requirements of AND for MANe UA/11647/01/03 / Cepua cooTaarersyer tpebosanunm AHA W P.C. N2 UA/1$647/01/03

| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured, Including packaging/iabelling and quality
control at the above meationed slte In full compliance with the GMP requirements of the local Regulatory Authority and with the specifizations in the Marketing
Authorisation of the Importing country. The batch pracessing, packaging and analysts records were reviewed and found to be in compliance with GMP/

31ies R NOATERPMAAWE, ¥TO NOUBEALHHAR BLIWE WHGOPMAUKA eCTh ADCTOBEPHAR K TOYHAA, DTa cepua npogyiumn Boina usrorornena {Eatouan
ynanoony/rmapiuposiy} s nposegenstll KOMTPOAL KaverTsa Ha YHA3aHHOM NROHIBOATTBEHHOM YHILTHE B NOAHOM CODTEETCTEMM ¢ Tpefosanuamu GMP,
YCTAHOBAEHHBIME MBLTHBIR PETYARTOPHLIM OPTAHOM, 3 Tan Ke B COLTRETCTSHH €O cneundHraunel Kk PY ua npenapar. NpoTorose NEoOWIBBATTES, YIZROBKH ¥
BHEMMI08 GLIIO NEPEEMOTRENL 1 YCTAHGBASHO COOTEETCTBHE tpebosanuam GMP,
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