TEPKABHA CIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npos. Ceitnusoi Hanif, 3, M.Kuis, 02099, Ten/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EAPTIOY 37078774

BIACHOBOK
Ipo SIKICTH BBE3€HOr0 B YKpalny JiKapchbKoTO 32C00y

08.10.2024 Ne 49652/24/10

PO3VJILI®

(HaiiMeHyBaRHA TiKapCEKEra 3acoly AriEH0 3 peecTpariiiHIM MOCEIICHHM)
Ta6aeTKy, BKPUTI MIiBK0OBOI0 060I0HKOI0, 110 10 mr; no 7 Tabaerok y Girierepi; no 4 GaicTepy
y KapToHHii xopobui

(hopMa BuRYCKY, JOIYBAHNA, Bl MAKYBAHES nixapeskoro sacody)

Howmep peectpanifinoro noceinaensn UA/1183 1/01/02 crpox aii peectpauiiinoro nocsizuenna 01.01.2099

Cepin nixapeskoro sacofy Ne H252E0424 Kinskicts BReseHoro fikapcskoro 3acody 1080
Bupobi 3AT dapManeBTHUHUHA 3aBOJ ETIC, Yropwiuaa
(HatiMeHyBayLA BUPODHITKA HKAPCHKOTO 3acoby, Kpaila MOXOIKEHH}
Baeseno B Yrpaiuy CniabHe yKpaiHchKO-€CTOHChKE MIANPUEMCTBEO ¥ ¢opmi ToBapucTBA
3 o6Mesxenoio Bixnosiganenicro " OnTiMa-~-Dapm, JITO", izent. kon:
21642228

(nafiMenysanis Ta koa 3a €APTIOY ropiAnsei ncobn abo npissame, i, 1o fatekosi dizusHot
0cof11 - BAnpHEMIA, T MicIIe NPOKITBANHS T8 peecTparifinuil Homep 06aiKOBOT KAPTRH NAATHHKS
romaTkiB afo cepist TA HOMEp NACHOpTa)

IlpoToKon BisyalbIore KONTPOMIC Bix 02.10.2024 N 2967/5.

3a  pely bTAtaMy  JCPAKABHOTO  KOMTPOMIO BCTAHOBJEHO, IO mikapepxuit  3aci6 BReseHo B YKpaldy 3

JOTPHMAHHIM BrvOr 3aK0HONABCTES MO0 saBesnieueHHs AKOCTI NiKAPCHKHX 3ac0biB.

Anna KIIIOEBA

(iniuiann Ta Opisasule)
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CERTIFICATE OF QUALITY / CEPTH®DIKAT SKOCTI Ne 2428/2024/TA

Name of product/
Hajisenynanss sipenapary:

Batch No.: / Cepis Ao H252E0424
Date of manufacture: / (34 2024
Jara siepoduisrea:

Expiry date: / 04 2027

Hpuzarma# ao;

MNumber of products in the Batchy/
Kiterictn mpoaykiii v cepii

Batch release date: / ‘f> f
Jlara minyeky cepii:

Strength/Potency: /
Custa AV aK napieTh:

27 610 hoxes / kopolox

o3 {F e 2 ‘{ _

Rosulip®, film-coated tablets 10 my Ne 28 {7x4) in biisters /
Prrgyin™, vafacriet sepid SLRBKOBOM elaaki 1o T0ae No 28 1 7xd) v Goicropa

MA No/ N PH: UASLIBILO1A2

AMA expiry dates/ ualimited / eacrpoxosc
Fepuin iy PIT
Manufacturing license Neo.: /
N stinen #1318 RpoSHYRO;

ME N THEM-EGIS

1 teblet centains: 10.68 mp of rosuvastatin zine, which is equivalent to rosavastatin 10 mg /
Prafersa wicoern: 10.68 My po3yBacraTiiy BuIgy, o pianesiiac posvaacranmy 10 yr

QUALITY INDICATORS / RESULTS/ LIMITS/
HOKAMHKH AKOCTI PEAVABLTATH HOPMH
At relense / At the end of the shelf life /

ifpu aunyexy B wivyi mrepativiv npudamagenii

Appcarance:! Onne

! ﬁ('n"mpiicsf

siAFOBTac

Ronnd slightly biconvex film-coated tablets, without physical defects,
without spots and contaminants on the stirfaee of the tallets; with a

: stylized letter F on one side and code 592 on the other side /

Kpyrnd sersa amooimywal vadsenon, prpivd nainkosoks oBoaamken, 63
$inraos gedekria, Goy sy 1 omposni ook Ba rosepai ralaerok;

i1 e nBanon Gvenme £ 1 eianoro Goxy 1a kogem S92 3 inooro ovy.

Tdentilication / {acuTetinania )
1dcntification of rosuvastatin (HIPLC)/
{newmdivadn posysacranny {BEPX)

identification of rosuvastatin (TLCYS
Licsrtdinania posysacraray (THIX)

complies /
BLIOBIIC

complies
LI EHTTNGH

The retention fime {ty) of the main peak on the chromatogram of the

1 test soefution should correspend to the reteativn fime (tx) of the main

peak on the chromatogram of the stundard selution / Hac vy iy nans
(IR} OCHORHOID NIRD HR XpOMETOrPAsE SHNLOSORYRUHOTY POTHIIY MAC
RETHOBLUE I3 4acy YTPHMYBANIR {Ix) 0CHOBHOND HIKE 12 XPOMATOIPaM

& PIIAGDTHONS POy

The retention {actor (Ry), color ansd size of the main spot on the

: ehrpmatogram of the rest solution should correspond to the main spot
¢ on the chromatogram of the standard selution / Koefinicnt yeponasing

(R5), K0P 1o POBIP OCUOBIOT IIMY 13 XposaTorpasi sunpoboByBero

[ POISHITY ME BLANOBLEITH OUHORNIE 1L B XPOMBFFOIDEV CIIIAPTHOMO

pumsEn

Assay {HPLCY/

Kinukicnc spasehnn {(BEPX)

% U8.6 % -850~ 14150 % 93,0~ 105,0%

rosuvastatin mgfifet/ .86 mg /S wy 000 mg /s £ 5% TOOD mage £ v - F0 % 5+ 500
PO3YRACTHTIHY MIVT.B.ILO. {450 — 10,50 mue / a5) {9.30 ~ 10,50 mg / s

Related substances (HPLCY S

Cynponiwi aosimsn (BEPX)

ROS-1 (.1 % not niore than / ne Olnee 1.58% ot more thaa / ue Siane 3,0%
ROS-3 =003 % not more fhan [ ve Gl 0,5% net more than § ne Giastoe 0,5%
ROS-TmpCHsun,§ LA % i not more than / ne 8inane 0,2% i nat more than £ ue Giomae $,2%
ROS-FspCHsun,2 =003 % ! pot more than / ue Ginse 9.2% not more than / e Ghanwe 1,2%
Any unspecified impurity / % : not mare thau / ue dinpme 1.2% not more than / e Hime (L2%
Bauit-AE3 el ACHHNROmHA AOMILK ¢ {each 7 xownu) {each / rosira)

Total impurities / Cysa gomintox 0.1 % i aot more than / ue 6lmme 20% not more than 7 be Gimpuie 4,0%

(reporting Hmit /

LM ssitysanny (W3%)

{reporiing limit /
M SRITY o

Dissolution (UV spectrophotometry) /
Possusenya (Y@henecrpoderromeipisg

07 - 101 %
X 99%

not fess than 7 se mowue 73 % (0 af /10 Womin. 7 xe,

Water content {titration by the Kar}
Fischer method) / Buicr noom

{1y Mg ke Meroaon Kepra @ineps)

5.5%

I not more than / e 6ine 7.0 %

LiADS53 33

Pe Gt o 1638

o

Ag 45, 04 jy }




Egis Pharmacenticals PLC IAT Dapasaesrawdi asoa BFIC
Iepal adidress: JOpHIHY NG Gdpeca:
11060, Budapest. st. Keresturs, 30-38, Hungary 1106, m. Byaanews, sya, Kepeerepd, 30-38, Yeopuwma

‘ E 515 Phone: (36)-) -S03-5554. Fux: (36).1-803-5556  Feaedian: (36)-1-803-3352, ewc: (36318033556
s actnal address: URRRONIO GOPeCi;

1165, Butlapest, st. Bekenfeldi. 118120, Hungary 163 . ByaanowT, avs. Bekensienit, HE-1 240, Yiopumra

CERTIFICATE OF QUALITY / CEPTH®IKAT HKOCT! Ne 2428/20247FA

Name of proguct/ Rosulip™, film-coated tablets 30 mg Xe 24 (7x4) ip blisters/

Haitmenypanus npenapary:  Ponyenin™ talaersss, srpir roinsoreio ofosouka o 10 wr Ne 28 (7xd) y Sudorepax

Batch No.: / Cepis Ne: H252E0424

QUALITY INDICATORS / RESULTS/ LIMITS /

HOKAJHHKH AKOUTE PEIYIIBTATH HOPMET

Unifermity of desage units (HPLC) / AVi=33 AV {n = 10y = 15,05 not then £ w0 8, 10

Onpopiasicts JOORRHIE 8O0 TN AV IR = 3015 15.0 and for /7 o 307300 0,75xM - 1 25 M

(BEPX) _ | o ,

Colour / Konip complies / White or alirost white tablets / bing abo maitwe 6 1afaciku

~ HIZEODELIAC )
Qdour/ Jarrax cemplies / Odouricss or atmust odourless 7 bes sanaxy gbo waitwe 6e1 amaxy
.| nizrrowizae
Size / Poauip camplics /
diameter / giawmeip | nidnosilac _ about / Guiisro TO mm { am ]

Identification of titaniom-disxide / complies/ i Orange color appears as a cesalt of the reaction /

{aenrikallis Turany HOKCY Bigboni it B peraprari pessiit 3 HRMOIRCA [RMApasIeie Jubapracnns

Average mass / Cpeita wacs G.1546 9/ 1 01538 /r+T78% {01423 01653 g /1)
Uniformity of mass/ complics/ not less than 7 ue menuke wia 18720 average mass / cepeion saca £ 7.5 %
 Oumopiasicts sagy BRI TaE uot more than / ve Ginsie nik 2720 averape mass £ eoppast sden + 15 % |
Resistance to croshing of tabiets / 90 H not less than / ue scrme S0 H

Criiiicts TA6ICToR 10 POLB HRHIS
Microbiologieal guality* /
Mixpofiiouor nsta yuctora®

- Total acrohic microhial count (TAMC) | LT 10 : not more than ¢ e 6Lawme 160 CFU /g KVOL
FIaranie shew aepolix CFUfg F KYOr

mixpoopraui is {TAMC)

- Total combined yeasts and moulds L7 300 not more thas /£ ue 6L 100 CFLfg 7 8VOR

{TYMO) M Jarampae vngoo aphamrosis | | CFUg / KYOrr
wncenessx rpabis (Y MO

- Escherichia cali cirmplies / absence per ) g/ niwyrivtea 1 r

RIANORLWE ] . )
Package size amd type: / camplies / 7 tablets per Blister; 4 blisters in a cardboard box with marking in
Puasip | THn nakynsna; pLANaBL R Ukratnian langaage /g 7 rabaetox v Sxicrepd; no 4 Gnicrepa y xapsonuitt

KOPODL 1 MUPKY BAREAM YEPATHCLI0M Mo

AV —acceptance Yalue / npuiistannue wieno
M - reference valoe / cnopue stiaictis

- Skip test - conducted for the fiest batch per yeuar, then every 101h bateh is tested) #
HEPe Yispue pnpoly BRUBR — {HPORO 60 418 1pInT cepil pas s pis, Lo riae I 298 kot 107 cupit)

! herchy certify that the above information I authentic and accurate. This batch of product has heen manufactared, including
packaging/flabelling and quality control at the above mentioned recognired site in full compliance with the GMP requirements of the leal
Regulatory Authority and with specifications in the Registration Dossier of the manufacturer coundey. The batch processing, packaping
and anaivsis records were reviewed and found to be in compliance with GMP / Ly 5 aaceianyw, mo saseiena mnue indopaanis ¢
ABCHOBIPADKY Ta TORt00. 10 cepin npoaykail GY e SHPOBICHE (BKIUMOMY NRICYBARNA MK BAHEA) 12 DPOEIH0 KOHTPOAS 1 BKOUI M2y
BHINCIBIHANCHIN sannl Y oouni siznoni oot 3 sesorastn HBLL nermmosiesmns sicHe s PCIFASETOPIHA OPFNEOM, 4 FROH DIANORIHO
Ao citerunpiKBIT, 110 MICTATLCT D PCCOPENifBOMY FOCbe Kpalisi-nnpoduisa. ENORIKOR BIpOBHAIn s, naxysams 13 maaiie Gy e repeiguy o
18 HCERHORAIO sianasimicrs HH3E

Date of signature / P { (_‘t( ‘J;)_m(‘) 5/

Harg pianmcans

/p"‘wwm S 5w owow o il
Budapest / By ineun Gabor W Quatified person ¢
Dualified Person Kuwedinonaua ocoda
Egls Pharmaceuticals PLC 4‘
Budapest - Hungary K EGIS
iV

) &\
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