AEP)KABHA CJIYKBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npos. Ceitnuunol Hanil, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
NPOo AKICTH BBE3€HOr0 B Y KpaiHy JiKapcbKOro 3acody

21.04.2026 Ne 49567/26/10

JIIIITPACTOP

(naiiMenyBamHHs JHKapebKkoro 3aco0y 3riHO 3 peecTpauiiiHuM MOCBiqUCHHAM)
Ta6JeTKH, BKPUTI IUIIBKOBO10 060J10HK010, 10 20 mMr; no 10 Taéaerok y Gaicrepi; mo 9
GJiicTepiB y kKapTOHHIl kKopo6ui

(thopma BumycKy, no3yBanHs, B/ IAKYBaHHsI JHKapCbKoro 3acofy)
Howmep peectpauniiinoro nocsinuenns UA/20676/01/03 crpok nii peecrpauiitnoro nocsinuenns 25.11.2029
Cepis nikapcekoro 3acoby Ne FD253721A KinbkicTs BBE3eHOrO Nnikapcbkoro 3acody 8800

Bupo6uuk I"'etepo Jla63 Jlimirten, Inais

(naiiMenyBauHs BUpOGHIKA JliKapchbKoro 3acody, KpaiHa MOXOMKEHH:)

Beeseno B YkpaiHy TosapucTBo 3 06MexeHoI0 BinnositanbHicTio "AMAPOKC
FOKPEHUH JIIMITE/", inent. kon: 43687709

(naiimenyBanns Ta ko 3a €APIIOY topuauunoi ocobu aGo npi3suiue, im's, o 6atbkosi ¢iznunof
0Cco6H - nianpueMust, 1 MicLie NTPOXKUBAHHS TA peecTpalliiiHui HoMep 06JiKOBOT KapTKH NIaATHHUKA
nojarkis aGo cepist Ta HOMEP MacnopTa)

Mporokoa BisyansHoro koutpodio Bix 12.02.2026 Ne 3139/1.
JlabopaTopHuii aHani3 sKOCTI liKapcbKoro 3acoby 3nilicHeHui:

JIIT "LenrtpansHa nabopartopis 3 aHalli3y sKOCTi JiKapchKuX 3ac00iB i MEAMYHOT NPOLyKLiT"
(m.Kuie, Byn. Kyapsecbka 10r m.Kuis, Bysi. Kyapsscbka 8B Kuiscbka obnacts, ¢. Hosi [letpisui,
ByJ. IBaHa ®panka, 19)

(HaliMeryBaHHs Ta MicUe3HaXO0UKEeHHs JlabopaTopil, o nposena JjaGopaTopHuil aHai3 SKOCTI)

BHCHOBOK I[0/I0 AKOCTi Nikapchkoro 3acoby, Bunakuit naGoparopiero sin 10.04.2026 Ne 0508-2

Pe3ynsTaTi 1aGOpaTOPHOrO aHaNi3y SKOCTI J1iKapchkoro 3acoBy 3a repeBipeHMMHU MokasHukamu BiANOBIAI0TH
BMMOTaM METOAIB KOHTPOJIKO AKOCTI (@HANITUYHO-HOPMATHBHOT HOKYMEHTAaLliT).

3a pesynbTaraMy [EepKABHOTO KOHTPOJIO BCTaHOBJAEHO, IO Jikapcbkuit 3aci6 BBeseHo B YkpaiHy 3

JAOTPHMAHHSIM BUMOT 3aKOHOJIABCTBA OO 3a0€3MEeUEHHs AKOCTI JTIKapChKHX 3acobiB.
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HETERO LABS LIMITED
(UNIT-V) SEZ {UNIT-})

Factory : S.No. 439, 840, 431 &
458,

TSHC-Formulation SEZ,

Polepaily {V}, 3adcheria (M)
Mahaboob Nagar (Dist) -

508301
BATCH CERTIFICATE
CEPTU®IKAT CEPII

Certificate No.: e Page 1 of 4

CepTudixar Ne: SSFP25008610 Cropiuka 1 34
Product name: LIPIRASTORE Manufacturing country: India
Hassa npozyxuiit JHITIPACTOP Jeprxana-sHpodHHK: Ixais
> p Film-coated tablets 20 mg — . Ukraine
Fharmaceutical fonms TAGAETRH, BRPUTI MIIBKOBOI 0000KKo0, | D oS Unation country: v e
Jixapesxwa Gopma:r 0 20 Mr Kpaina npusHageHns: Kpaixa

Strengthi/potency:
Craia gif/axrusyicrs:

1 tablet contains 20 mg rosuvastatin (as rosuvastatin calcium).
1 TabaeTka micTuTs 20 Mr PO3YBACTATHHY Y BUIUIsial PO3YBRCTATHEY Kajibuio.

Type 2nd size of packaging:
Buzx i posvip ynaxosru:

. 10 tablets in a blister; 9 blisters in 2 carton box. Marking in Ukrainian language.
- 1o 10 rabaerox y Gaicrepi; no 9 Gaictepis y kapronniit xopobul. Maprysauust yKpaiHCsKo0
MOBOIO.

Batch No.: Batch Size: packs
L FD28 h . .
Cepigr Ne: Kessake Posmip cepii: 2000 YR2ROBOK
X7 Natar o N
.‘iz?g. Z)Me.’ 06/2025 Expiry Datve. 0572028
Hata pupofurursa: {Ipuaarnuit go:
istratior M o2 i H P
Registration Certificate UA/20676/61/03 Valid up fo 25.11.2029
Peecrpauiiine nocsinuennn: Hificae po:
Manufacturer name: i R L L XO.: o
b a“ ufacturer name ) Hetero Latis L:.mz.ted Mar Ijxcens.e No S0/MIN/AP/2005/5/R
Halivenysanus supobuuxa: Terepo Jjia6s Jimiren Bup. aiuensia Ne:

Location:

Micaesnaxoaxenrs:

Unit-V, Block V and V-A, TSHIC - Formulation SEZ, S. Nos 439, 440, 441 & 458, Polepaily Village,
Jadcherla Mandal, Telangana State, 509301, india.

FOuit-V, Baox V i V-A, TCHC - ®opmyneitman CE3, C. NoNe 439, 440, 441 i 458, Ionenaaai
Binems, Joranuepaa Mannaa, Teaanraua Creitt, 509301, Innis.

CERTIFICATE OF GMP COMPLIANCE No.: .
CEPTHOIKAT BIAIOBIAHOCT! ¥YMOB BUPOBHUUTBA 014/2025/GMP
JHKAPCHRNX 3ACOBIB BHMOFAM HBI N

validity:

L. | 04.07.2027
Tepmin Rif

Product Code
Koxa nponyxry

4035624 Date of Batch Release 07-08-2025
e Fara sunycry cepif e

Analysis procedure resuits
PesynbTary nposeneHus aHaxizy

Sr.No Test/
Nez/n floxasuux axeer:

Specification / JomycTrmi mexi
Release/ Shelf-life /
fIpU BUNIYCKY Ha TepMiR ApUARTHOCTI

Resuit/
Pesyssrar

1 Description

Light pink to pink. round. bevel edged biconvex film | Light pirk . round, beve! edged biconvex
coated tablets debossed with “H' on one side and *R3” | coated tablets debossed with “H” on one side
on the other side. and ‘R3’ on the other side.

bt
Bix cBITA0-POKCBOrO A0 POKEBOrO KOALOPY, Kpyrsiol | CaiTA0-poKEBOro KOAL0DY. Kpyritol dopmi,

Oriuc : . : AP
: hopMu. 31 CKOWCHMM KpacM Apooryxai rtalnerku, | 3i CKOICHMM KpaeM IBOOMYxni TadaeTky,
BRPUTI naisxoBoi0 0000HKOI0, 3 Hamucom «H» 3 | BKpuTi I1iBKOBOIO 00OAOMKON, 3 HANMCOM
0aHOTO OOKY Ta «R3» 3 IHILOTO. «H» 3 oaxoro Soxy Ta «R5» 3 inmoro.
Corporate

7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-5C0 018. Telangang, india

T. 0140 22704823 1 28
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ETERC LABS LIMITED
UNIT-V) SEZ {UNIT-H

actory : S.No. 439, 840, &9 &
458,

TSHC-Formuiation 87,
Polepally {V}, 3adcheria (M)
Mahaboob Nagar {Dish) -

“

1

Certificate No.: SSF?Z?S%%%?EG | Page2ofd
Ceprudixar Ne: Cropinxa 234
Sr. No Test | Specification / JonycTumi mesxi ‘ Reult /
Ne 3/ Tloxasuux gx0CTi Release / S?_’eff‘ﬁfe / . Pesyasrat
IIpH BHIYCKY HA TEePMIH OPHAATHOCT!
2 Identification
{zeuTndikauin :
2.1 {HPLC Method The retention time of the major | Not carried out Complies

peak in the chromatogram of the T
sample solution should correspond
to that in the chromatogram of the
standard solution. as obiained in
the Assay.

Mevoa BEPX Yac yTpyunMyBalis OCHOBHOTO He nposoanrnes Bianosinac
GIKY Ha XDOMATOIpami po3uuny
3RTTPOSYRAHOTO 3paska
BIANOBIZAC TAKOMY Ha
XpoMaTorpami CrasiaprHoro
PO3UHIY. OTPUMAHOMY ¥
BunpodysauHi «Kinnxicue
BHZHAUCHHAY.

22 |UV Method The UV absorption specirum of | Not carried out Complies
the sample solution should exhibit
maxima only at the same
wavelengths as that of a standard
solution.
V®-merorn Criexrp Y®-noraunauns posuudy | He nposoantscs Bianosizae
BUMPOOYRAHOIO 3pA3Ka TOBUHEH
NPOSIBANTH MAKCHMYMY Ha THX KC
HOBKMHAX  XBMAb, WO 1y
CTaHA2PTHOrO PO3UMHY.
3 Average weight 205.00 mg £ 4% Not carried out 204.83 mg
(196.80 mg - 213.20 mg)
Cepepag maca 205,00 T £4 % He npooauThea 204,83 mr
(196.80 mr 21320 m1)
4 Water content )
{By XF) Not more than 7.5% m/m Not more than 8.0%m/m 4.7% m/m
BmicT BoaK
{52 Ky He Giabe 7.5% mim He Siasiue §.0% miv £.7% v
5 Dissolution Not less than 80 % (Q) of the labeled amount of Rosuvastatin 95%
{Ca2HasFN3068S) is dissolved in 30 minutes.
Pozyrrensus He mennie 80 % (Q) sia Hominaaboi KinbkoCT pozyBaCcCTaTHHY
(CaaHzsFNaO6S ) DO3UMBSETLCE MPOTSron 30 XBUAMH, 95 %
6 Uniformity of Dosage units
{Content uniformity)
Rosuvastatin (CaaHasFN3O6S | L1=15.0 on the first 10 dosage | Not carried out
) units or if greater than L1 then the %
Acceptance vaiue (L1) value is less than or equal to L] for 3
30 dosage units in total and no
individual content of the dosage
unit is less than (1-L2 x 0.01) M
nor more than (1+L2 x 0.01) M in
ihe calculation of acceptance value
under the content uniformity.
OoropizsicTs 2o308aRUX
ORMHNUD LI = 130 sz nepumx 10
(METOH 1IPAMOTO BU3HAUSHHS) | A030BAHMX OAMHMIG, 260 AKIWMO | He npoBoiuTLes
Posysacrartuu Ginsiuc L1, 7oAl 3HAUCHHR MeHLuE 28
(Caal2sFN306S) ado  gopiemoe LI agam 30 - ;
Kputepi#t npuitnstocti (L1) | 10308a8MX OZMUKLL B uiomy. i ?
| KOACH {HAMBIAVAALHUM BMICT VY '

Corporate
7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India
T:"91 4022704823 / 2S




SETERC LABS LIMITED
{UNIT-W) SEZ (UNIT-)

Faciory : S.No. 438, 84C, 421 &
438,
TSHC-Formulation SEZ,
Polepally (V3, Sadcheria (M)
Mahaboob Nagar (Dis) -

Certificate No.: SiFPZg:&g)%%’%O Page 3 of 4
Ceprudirar No: ) Cropizxa 334
Sr. No Test/ Specification / Honycrumi mexi Result /
Mo 3/n fioxazuuxr axocTi Release / Sk.xeif-iife / . Pesyasrar
[pY BHOYCRY H2 TepMiu NPUIATHOCTI
HO30BaHIM 0AMHUUL HE € MCHUINM
32 (1 =L2 x0.01)M i ne Ginpuimm
32 (I+L2 x CO0IM  npu
PO3paARYEKY KpuTepis
NPHIHATHOCT] METOOM TIPAMOrO
BY3HAYCHLS.
7 Related compounds
H-RSVRCO1 {Impurity-C) Not more than 0.3%m/m Not more than 0.5%m/m 0.07 %m/m
H-RSVRCO2 (Impurity-D) Not more than 0.2% m/m Not more than 0.5% m/m BelowLOQ(LOQ=0.035
Yorn/m)
H-RSVRCO04 (Impurity-B) Not more than 0.2% m/m Not more than 0.3% m/m 0.04 Y%m/m
Maximum single unspecified | Not more than 0.20% m/m Not more than 0.20% m/m Below Disregard Limit
impurity (DRL=Less than
sensitivity
solution area)
Total impuritics Not more than 1.2% m/m Not more than 1.2% m/m 0.11 %m/m
Cynposizni somimxy
H-RSVRCO! (Homimxa-C) He Sinvure 0.3 % v/v He Sinbie 0,3 % m/m 0.07 % wmim
H-RSVRCO2 (Jomiwka-D) He Oiabme 0.2 % m/M He 6iasuie 0,5 % m/m Meniue MKB (MKB =
0,035% M/v)
H-RSVRQCO4 ([omiwka-B) He Ginpuie 0.2 % m/m He Sinpee 0.3 % vm/v 0,04 % m/m
Maxcumaisha oIMHUYHA
HeCneur(IKOBAHA JOMIiLKa He Ginbuwe 0.20 % m/m He Sinswe 0.20 % m/v Huxue PP (JIPP =
Menine 4yTAUBOCTI MeKi
POSUKMHCHAS)
Sarasnsyi aMict aomimox He Sisbuwe 1.2 % s/m He Sinpie 1.2 % MM 0.11% m/m
] Assay
Fach film coated tablet
contains Rosuvastatin
caicium equivalent to
Rosuvastatin
(CazHasFN3O6S), in mg 19,00 - 21,00 19.96
(%) Labeled amoun 95.0~-105.0 99.8
Kinsricse suznauenns
Kosxua radnerxa, Bxputa
n7i3KOBOIO OO0AOHKON),
MiCTUTS!
PosysacTaTui KajibuiKo,
exsizancuTHO Posynacraruny
(Ca2H2sFN306S). v Mr 19.00 - 21.00 19,96
8 % Bi HOMIHAALHOT
KIABKOCT] 95.0 - 105.0 99.8
9 Wicrobiological
examination
i. Toal acrobic microbial
count
Total combined veast and
moulds count
2. Test for specified Not more than 1000 cfuperg Less than 10 cfuperg
Microorganisms
Escherichia coli Not more than 100 cfu per Less than 10 cfu perg
MixpoGiosnoriuxa uneroTa Should be absent per t g Absent
1. BaramsHe uucao acpoduux
MIKDOOPranizMiB:

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-50C 018. Telangane, India
T 614022704023 / 28




HETERC LABS LIMITE
: {UNIT-V) SEZ (UNIT-))

Factory : S.No. 43¢, 840, /1 &
488,
TSHC-Formuiation SEZ,
Poiepally {3, 3adcheria (W)
Mahaboob Negar {Dist) -

Certificate No.; S%szgg?)%%/i 0 Page 4 of
Ceprudixar Ne: SR Cropinka 434
Sr. No Test/ Specification / Jonycrumi mesi Result /
Ne 3/a ToxasnrK aKocTi Release / Sl}eif{ulife / . PesysTaT
npU BUNVCRY Ha TepMIH NPHEATHOCTI
3araibHe YHCA0 IAPIKIKOBUX Mex=we 10 KYO/r
Ta naicexHeByN rpudis: He Giaswe sa 1000 KYO/r
2. BunpodyBaHHs Ha OKpemi . . , Meszwe 10 KVO/r
8K MIKPOOpTaHiaiR: He Giasiie 3a 100 KYO/Ir
Escherichia coli: TToBynkl 6\’!'”,{ piacvrieg l v BiAcy"de
10 identification of colourant
10.1 Titanium dioxide A yellow-red to orange-red colour § Not carried out A vellow-red 10 orange-
develops immediately. red colour develops
immediately.
i0.2 | Sunsetyeilow FCF, Allura The sample spectrum should Not carried out The sample spectrum
red AC, show absorption maxima at about shows absorption
Indigo carmine 495 =5 nm. maxima at about
493 £ 3 nm.
16 InesTudirauis Saperura
3aGapsacHHs BlA KOBTO- He niposoautses 3alapsacHHs 311
10.1 | Twrany aioxeua YEPBOHOTO 10 OPAHIKEBO= AOBTO-4EPBOHOIO 10
YEPBOHOTO HPOABALETHCA ODAHXCBO-HCPBOHOTO
HETaRuo. TPOABSTETACS HAraiHo.
10.2 | Xoerui zaxia | CriexTp BHOPOSYBHOro 3paska He nposoautses Caexrp s#npodysaioro |
yepnoxuit uapisunit AC. [TOBAHEH MOKA3YBAaTH MaKCHMYMHU 3naska IORA3YC |
iHauroxapmin ITOrAMHAHES TPY 20BHHI XBUA MaKCUMY MK
npudnuaHo 495 = 5 uwm. . JIOTIXHAHES 1
. JOBIXMH] \BH
! | npuGanano 495 =3 nv.
Labelling Should conespond to the MQC requirements i
MaprysaHug Tlorunto Bianosinary sumoram MKS] |
Packaging Should correspond to the MQC requirements Compiies
flakyBaHus [Topriio Bianosizaru sumoram MKSI Bianosizae

I hereby certify that the above information is authentic and accurate. This baich of product has been manufactured. including
packaging/labeling and quality control at the above mentioned site in full compliance with the requirements specified in the current
GMP guidelines approved by the Ministry of Health of Ukraine and with the requirements of the registration dossier of the
desitination country. The batch processing, packaging and analysis records were reviewed and jound to be in compliance with
GMP.

L 2 3aceiduyio. wo nasedena 6uiye inghopyayis € docmocipnoio ma moyunow. Lo cepito npodyryii 6ya0 eupobrenc (eruovaioywu
NAKY6AHIUAMADRYGAHHS) MG KORMPOAL 1T AKOCA Na GUIe3AZHAYenil GUupodnusil dironuyl nposedeio ¥ noeuis 6ionosiorocni 3
SUMOZAAU. 3a3HAUCHILY 6 wiitnilt nacmanoei 3 GMP, sameeponcenit Minicmepemeos oxoporu 300po6 ‘s Vipainu, i 3 eusozaru
PeCCmpayiziitozd 00cee Kpatit npusHavenns. [Ipomoxoisu eupodHuymea, NAKysauwi ma QHaaisic Gvao nepeaasmymo ma
Seimar06aeH0 6idnosionicme GMP,

Neme | SWATHEMALLEPALLY
Position of person authorising the batch release | Manager, Quality Assurance
Mpissuue | CBATXLMAJJIETIAJIJIE
Hocasa ocoly. sika 3uzaa 103814 Ha BuAyCK cepli | Meneamep, 3abesnevenns sxocTi

Signature of person authorising the batch release
Ilianue ocolu. siKka Buzana 20381 Ha BUAYCK cepil

Date of signature
Hara nigmicanns | 09-10-2025 |

Corporate
7-2-A2, Indusirial Esiates, Sanaih Negar, Hyderabad-500 018. Telangana, India
T:"81 4022704923 / 28
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