AEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMU Y KHIBCBHKIN OBJIACTI

npos. CeitauuHoi Hanif, 3, M.Kuis, 02099, ten/pakc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B Y KpaiHy JikapchbKoOro 3acody

22.04.2026 Ne 49570/26/10

JIIIIIPACTOP

(HaltMeHyBaHHS NiKapCLKOTro 3acofy 3riAHO 3 pecCTPaLiiHIM NOCRIAUEHHSM)
Tab/1eTKH, BKPUTI I1IBKOBOIO 060.10HK0I0, 10 10 Mr; o 10 Taduerok y 6aicrepi; no 3
OJicTepu y KapToHHIi KOpoGui

(popma Burmmycky, no3yBaHHs, BUI IAKYBAHHS JiKapchKoro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/20676/01/02 crpok aii peecrpauiiinoro noceinuenns 25.11.2029
Cepis nikapcbkoro 3acoby Ne FD253931B KinbkicTb BBe3eHOTO nikapcbkoro 3acoby 24794

Bupo6Huk ["erepo Jl1a63 Jlimirten, Inais

(nakiMeHyBanHs BUPOOHHKa MiKapcbkoro 3acofy, kpaina MoXo ke HHs )

Beeseno B Ykpaiuy ToBapucrso 3 oGmexenoro Bianosizansuictio "AMAPOKC
IOKPEWH JIMITEN", inent. xoa: 43687709

(naitvenysarnsa Ta kon 3a €LPTIOY iopuanutoi ocobu ae npizsuie, iM's, 1o GaThkosi (izuanor
ocobu - nignpuemud, i Micue npoxuBaNL Ta peecTpalliitnuii HoMep o6 KoBOT KapTKH I1aTHUKA
nozatkiB afo cepis Ta HOMep nacnopra)

Iporoxoa BisyanbHoro kourpoio sig 13.02.2026 Ne 3139/4.
JlabopaTophuit ananis skocTi ikapcbkoro 3acody 3aiiicHeH Hil:

AIT "UenTtpanbha naGopaTopis 3 aHasnisy aKOCTi ikapchkux 3aco6iB | MeanyHOT mpoayKLji"
(m.Kuie, Byn. Kyapssceka 10r m.Kuis, Byn. Kynpsscbka 8B Kuiscbka o6sacts, ¢. Hosi ITerpisiii,
ByJ1. IBana @panka, 19)

(natimenryBanus Ta MicLe3HaXOLKEHHS J1abopaTopil, Lo APOBesta 1aGoPaTOPHUI aHAT3 IKOCTI)

BucroBok wopo sxocTi nikapebkoro 3aco6y, Bunanuii naGoparopieto ig 10.04.2026 Ne 0505-2

PesysibraTi naGopaTopHOro aHasi3y sSKOCTI JIikapchkoro 3acofy 3a nepesipeHUMH nokasHukaMu BIAMOBIAAIOTE
BMUMOTI'aM METOMIB KOHTPOJIIO AKOCT] (aHANiTHYHO-HOPMATHBHOT 10Ky MEHTALLT).

3a pesynbTaTamM  ePAABHOTO KOHTPOJIO BCTAHOBJIEHO, MO JiKkapchkuil 3aci6 BBeseHo B YkpaiHy 3

AOTPUMAHHSIM BHMOT 3aKOHOJABCTBA OO 3a0€3MEeUeHHs AKOCT JTiKapChKHX 3aco0iB.

Oaera CPLOMEHKO

WL i CIBIHG ) (AT ONE DRI




HETERO LABS LIMITED
(UNIT-V) SEZ (UNIT-})

Factory : S.No. 439, 640, %1 &
488,

TSHC-Formulation SEZ,
Polepaily {V}, 3adcherla (I}
Mahaboob Nagar {Disl) -

BATCH CERTIFICATE 509301
CEPTH®IKAT CEPII
Certificate No.: - < . Page 1 of 5
Ceprudirkar Ne: SSFP25009735 Cropinxa i 35
Product name: LIPIRASTORE Manufacturing country: India
Hassa npoayxuii: JITIPACTOP Hepwapa-supobuux: Isais
i Film-coated tablets 10 mg o o
Pharmaceutical form: . et Bl . Destination country: Ukraine
; Tabaery, BRPUTI NAIBKOBOIO 000JOHKOFO, " Vicoal
Jlirapeexa Gopma: 0 10 mr Kpaiua npusnayenss: Kpaiua

trength/potency:
Cuaa aiffakrusicts:

1 tablet contains 10 mg rosuvastatin (as rosuvastatin calcium).
1 Tabaerka micTuTh 10 M PO3VBACTATHHY Y BHLASIAL POZYBACTATHUHY KaAbUII0.

Type aad size of packaging:

Bua i posuip ynaxosxu:

10 tablets in 2 blister; 3 blisters in 2 carton box. Marking in Ukrainian language.
no 10 Tadnerox y Gaictepi; no 3 6aicrepu y KapToHuiil xopobui. MapryBanHs YKPaHchKow

MOBOXO.
Batch No.: - Batch Size: A= packs
Cepis Ne: FD2250500 Po3snip cepii: %000 YRRROBOK
Mfg. Date:ﬂ 06/2025 Expxr?( Date: ) 05/2028
Zara supobunurea: Tepmid npyURATHOCTI:
Rogistrati ificater = -
E«Zegzst.. ation Certi icate UA/20676/01/02 \/fxvi;d up fo 25.11.2029
Peectpanifine nocginvenns: JiicHe po:
t\&a“rzu‘iacturervaame: i} Hetero Lab’s L:_mx‘ted Man. Ifacens.e N?.: SO/MIN/AP/200S/E/R
Hatvenysansus supodHura: Ferepo JlaG3 Jlimirex Bup. aiuensis Ne:

Micuesnaxomrenss:

Unit-V, Block V and V-A, TSI

Jadcherla Mandal, Telangana

IC - Formulation SEZ, S. Nos 439, 440, 441 & 458, Polepally Viilage,
State, 509301, India.

tOxrir-V, Baox Vi V-A, TCHC - ®opmyaeitun CE3, C. NeNo 439, 440, 441 1 458, Hosenani

Bineaw, Qxanuepna Manaaa,

Tenagraua Creiit, 509301, Ingis.

CERTIFICATE OF GMP COMPLIANCE No.:

CEPTU®IKAT BIAHOBIAHOCTI YMOB BUPOBHULITBA 014/2025/GMP

JIKAPCHREX 3ACOFBIB BUMCTAM HBII Ne:

validity:

... 104.87.2027
Tepmi Al

Product Code
Kox npoayxry

Date of Batch Release

4035630
Jara sunycky cepif

07-68-2025

Analysis procedure resuits
Pe3yabTaTh NPOBEREHHS aHATi3y

Sr.No
Ne z/n

Test/
floxazuuk KKOCTE

Specification / Jonyerumi mexi
Release / Shelf-life /
fIpK BUTIYCKY H2 TepMiH NPUAATHOCTI

Result/
Pesynsrar

1 Description

Onvuc

coated tablets debossed with
on the other side.

dopMy, 31 CKOLICHHM Kpae
BKpUTI TAIBKOBOIO OBOMOHK

Light pink to pink, round, bevel cdged biconvex film | Light pink, round, bevel edged biconvex film

‘H” on one side and ‘R4’ | coated tablets debossed with "H™ on one side
and ‘R4’ on the other side.

Bia ¢BiTA0-pOKEB0r0 40 POIKEBOrO KOJ50pY, kpyraci | CRITAO-POKEBOTO KOABOPY, KPYIWOi Qopmi,

M ABOONIYKAL Tabnerky, | 31 CKOWICHMM KpaeM ABOOMYKZ] TadaeTk.
010, 3 Hanucom «H» 3 | BXpUTI MIIBKOBOXO OOONOHKOW. 3 HAMNKCOM

0JIHOTO BOKy Ta «R4» 3 iHworo. «H» 3 onnoro Goky ta «R4» 3 inworo.

Corporate

7-2-A2, Industial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India

T 914022704923 / 28
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HETERO LABS LIMITED
(UNIT-V) SEZ {UNIT-)

Factory : S.No. 438, 840, 431 &
458,

TSHC-Formulation SEZ,
Polepally (V3, 3adcheria {
Mahaboob Nagar (Dist) -
508301

=

\
7

Certificate No.:
Ceprudixar Ne:

Page 2 of 3

SSFF25003735 Cropinka 233

Sr. No Test / Specification / Honyctumi mexi Result /

N 3/n Ioxa3uux sxocT Release / Shelf-life / ) PesyasTar
ND# BUIYCKY H2 TepMiK MPUARTHOCTI

2 identification
IrenTrdiRauis

2.1 |HPLC Method The retention time of the
major  peak  in  the
chromatogram of the sample ’
solution should correspond | Not carried out Compiies
to that in the chromatogram
of the standard solution, as
obtained in the Assay.
Meroa BEPX Yac yTpuMyBaHHs
OCHOBHOTIO I1iKY Ha
XPOMETOTPaMi PO3HMHY
BHIpoOYBaHOTo 3paska
BIANIOBIAQE TAXOMY Ha He nposoawtses Bianosizae
XpoMmarorpavi
CT@HAAPTHOI'O POIUUHY,
OTPUMAHOMY ¥
eunpodypanni «Kinpricke
BU3HAMERHAY,

[
=~

UV Method The uv absorption | Not carried out |
spectrum of the sample Complies |
solution  shouid  exhibit
maxima only at the same
wavclengths as that of a
Y@-yerox standard solution.
Cnextp  YO-nornuxanus
posusnny  sunpolysasoro | He nposoawrscs Bianosigac
3paska NOBHHEH NPOABIASTH
MaKCHMYMU  HE THX K
JIOBYMHAN XBMJb. WO | V¥
CTRHAAPTHOTO PO3LUHY.

3 Average weight 10250 mg £ 4% Not carried out 102.05 mg
(98.40 mg - 106.60 mg)
Cepeaus maca 102,50 Mr=4 % He npoBoAnTHCS 102.05 mr
(98.40 mr - 106,60 mr)

4 Water content
(By XF) Not more than 7.5% m/m Not more than 8.0%m/m 4.6% m/m
Baier zozu

(32 K®)

He Biabwe 7.3% m/M © | He Oiabuie 8,0% vim 4.6% viv

wn

Dissoiution Not less than 80 % (Q) of the labeled amount of
Rosuvastatin (C22HasFN3;06S) is dissolved in 30 minutes. 96 %

Pozyurenns He meume 80 % (Q) sia nominansuol kinsxocti
posysacratuuy (CaaHasFN:O6S) posunnsernes uporsrom
30 xBuaus. 96 %

6 Uriformity of Dosage units
(Content uniformity)

Rosuvastatin (CaatasFN306S ) L1=15.0 on the first 10
Acceptance value (L1 dosage units or if greater
than L1 then the value is less

Corporate
7-2-A2, Indusirial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T."9140 22704823 1 28




HETERQ LABS LIMITED
{UNIT-V) SEZ {UNIT-)

Factory : S.No. 439, 640, 41 &

458,

TSHC-Formulation SEZ,

Polepally (V3, 3adcheria (M)

Mahaboob Nager (Dist) -

509304
Certificate No.: SSFP25009735 Pagedofe
Ceprudirar No: Cropika 333
Sr. No Test / Specification / Jomycrumi mesi Result /
Ne 3/z TIOKA3RUR GKOCTE Release / Shelf-life / Pesynnrat
RpU BROVCKY H2 TepMiH NDUIRTHOCTI
than or equal to L1 for 30 | Not carried out 2.6
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 the
calculation of acceptance
value under the content
uniformity.
CzuopiznicTs A030BaHUX
RUHK LD
(METOA NPAMOTO BUZHAUCHHES) L1 = 150 zas nepuux 10
PozypacraruH (CaaHasFN3O6S) JO308aHMX  oZvHMLL, abo
Kpurepiit mpuiirarsocti (L1) sxwo Oinswe L1, Tom
3MaueHHs  MeHme  adbo
aopisuioe L1 js 30
HO20BAMMX  OAMHKLL B | He 1ipoBoanTsca 2.6
uiaomy, i JKoAeH
{HAMBIAYATBHUHA  BMICT ¥
0308aHilt oaumuul e €
veuwum 32 (1 - L2 X
0.0)M i we Oinbmwum 32
(I+L2 x 0.0DM rnpn
POBPAXYHKY Kpurepia
HpUKEATHOCT! METOA0M
OPSMOTO BI3HAUEHHS.
7 Related compounds
H-RSVRCC! (Impurity-C) Not more than 0.3%m/m Not more than 0.3%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%
m/m)
H-RSVRCO04 {Impurity-B) Not more than 0.2% m/m Not more than 0.3% m/m 0.04 %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 impurites Not more than 1.2% m/m Not more than 1.2% m/m 0.11 %m/m
Cynposizui aomimky
H-RSVRCO1 (Zowmiwxe-C) He Biasue 0.3 % m/m He Giasine 0.5 % m/v 0.07 % mim
H-RSVRCO2 (Jomiwka-D) He 6insine 0.2 % m/v He Ginsize 0.5 % m/v Menme MKB (MKB =
0.035% m/m)
H-RSVRCO4 (Jomiwxa-B) He Ginsiue 0.2 % M/M He Giaswze 0,3 % M/ 0.04 % wm/™m
MaxcuManbHa 0gMHH N
necnenydixopasa RoMiwka He Giasiue 0.20 % v/v He Siasuie 0.20 % M/ FHusxue JPP (APP = Mexnure
Y TIAKBOCTE Mk
PO3UKHCHHS)
3arazpHuit BMICT AOMILIOK He Oinsie 1.2 % vm/™ He Ginnme 1.2 % MM 0.11% m/m
8 Assay
Each {ilm coated tablet contains
Rosuvastatin calcium equivalent
10 Rosuvastatin (Caal2sFN;O06S),
nmg 9.50 - 10,50 10.00
100.0
(%) Labeled amount 95.0 - 103.0 ]

Corporate
7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india
T:*8140 22704923 /28




HETERO LABS LIMITED
(UNIT-V) SEZ (UNIT-})

Factory : S.No. 439, 840, 471 &
458,

TSHC-Formulation SEZ,
Poiepally {V}, 3adcheria (M)
Mahaboobk Nagar (Dish) -

509301
Cerﬁﬁcgte I\o SSFP25009735 Pagef; cffS )
Ceprudirar No: Cropigxa 435
Se. No Test / Specification / Jorycrumi meni . Result/
Ne 3/ TIORA3HUR RKOCTE Release / S}-:c]f—!:fe / . Pesyastar
fIPU BUNYCKY HA Tepmid RPUAATHOCTI
Kiapricue suzsagenss
Kowxra Tabrerxa. Bxpura
T1HBKOBOIO OB0A0HKO, MICTUTS!
Poavsacrarus sansuilo,
exsisarenTro Posyeacraruny
(C2aH2sFN3O6S), v mr 9.50 ~ 10,50 10.00
8 % Bid HOMIHATLHOT KifbKOCT] 95.0 ~ 103.0 100.0
S Microbiological examination
1. Total acrobic microbial count
Totwal combined yeast and moulds
count Not more than 1000 cfu per g Less than 10 cfuperg
2. Test for specified
Microorganisms Not more than 100 cfu per g Less than {0 cfuperg
Escherichia coli Should be absent per [ g Absent
Mixpobionoriunz sucrora
1. 3aranbHe 4HCa0 acpobuux
MIKDCOPTaHizMiB: He Ginsue 32 1000 KYO/r Menme 10 KYO/r
3araabHe YMCRO ADIKIKOBUN Ta
niicenesux rpulis:
2. BunpoQysanis Ha oxpemi BUZ® | He Sinviwe 3a 100 KYO/r Mezxwe 10 KYO/r
Mixpoopraxismis:
Escherichia coli: Tosuusi Oyts placyTuia 1 r BiacyTsi
10 Identification of colourant
10.1 Titanium dioxide A yeilow-red to orange-red A yellow-red to orange-red
colour develops Not carried out colour develops
immediately. immediately.

10.2 | Sunset yeilow FCF. Allura re The sample spectrum shows
AC. The sample spectrum Not carried out absorption maxima at about
indigo carmine should show absorption 495 = 5 nin.

maxima at about 495 £ 35
nm.
it inenrndixauis dapsuuxa 3abapsieHES Bia JKOBTO-
10.1 Turany aioxeua HUEPBOHOTO A0 OPAHIKEBO-
3aaprreHns 313 ;OBTO- YEPBOHOIO NPOABASETHCS
UEPBOHOTO IO OPAHKERO- He mpoBoanTsCs HeraiHo,
HEPBOHOTO [IPOABIACTHCH Crexrp BUMPOByBaLon

10.2 | JKoetu# 2axia FCF, uepsonuii Heraino, 3pasKa TIOKA3YE MAKCHMYMY
uapisuni AC, isauroxapmin Crextp sunpodysauoro AOTAMHAHHES NPK  ZOBKWHI

3pa3xa NOBUHEH XBHAl rpulausso

NIOKA3YRATH MAKCHUMYMU He nposoanrses 495 =5 um.

TOMIMEANHA TIPK AORKHEI

NByal npudausne 495+ 3

HM.
Labelling Should correspond to the MQC requirements ; 5
Mapxysanus Mosuiuo sixnosizaty sumoram MK (Tomp l.xcs

Bizxnosizae ;

Packaging Should correspond to the MQC requirements Compiies '
flakysazug Hosuuno sianosiaary sumoram MK Bianosizac

I hereby certify that the above information is authentic and accurate. This batch of product has been manujactured, 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

Corporate
7-2-A2, irdustrial Estates, Sanath Nagar, Hyderabad-500 078, Telangane, India
7914022704923 1 2S




HETERO LABS LIMITED
(UNIT-V) SEZ {UNIT-))

Factory : S.No. 439, 640, 4/ &
458,

TSHC-Formulation SEZ,
Polepally (V3, 3adcheria (M)
Mahaboob Nagar (Disl) -

509301
Certificate No.: = = s g Page 5 of 5
Ceprrdirat No: SSHEZS000453 Cropinka 533

destination country. The batch processing. packaging and analysis records were reviewed and found to be in compliance with
GMP.

Lhust 71 2a¢6i0uyio. wo nasedena suwe inghopmanis € docmosiproio ma mounow. Lo cepiio npodviyii fyno supobaeno (sxnovarouu
NGRYGAHMA/SAPKYCAINT] MA ROXMPOAS 1T AROCHI 1A GUIE3AZHAYEHTI UPOOHUNIT OiabHuYyl pocedeno Y No6HIl 6i0nosionocmi 3
suMozaxy. 3asHaverumu 6 wurniit nacmanosi 3 GMP. sameeponceniin Minicmepemsoar oxopouu 300po6 s Ypainu, 3 eusioeau
peecmpayiiinezo docee Kpainy npusnavenns. Ilpomoxosu GupoBnuymea, NAKYGAHHA ma aHaAI3I6 GYA0 NEPeSIAHYNG MG
6Cmanosaeno 6ionogidnicmo GMP,

Name | SWATHLMALLEPALLY
Position of person authorising the batch release | Manager, Quality Assurance
Mpissue | CBATXEMAJIJIERAJLJY
[Tocaza ocodu. axa Buaana 203814 Ha sunyck cepii | Menemsxep, 3abesneuenns sxocri

. . n =
Signature of person authorising the baich release i

P ; i VAN /:»/i/?
[Hianue ocodu, sxa Buaasa 103812 Ha BUNYCK cepii \\J L JEui K

Date of signature | g9 105025
JlaTa nianucaHHs

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018 Telangans, India
T:%01402270C4823 /28
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