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AEPKABHA CJIYKBA 3 HIKAPCBKI_@X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIHM OBJIACTI

poB. CeitiuyHoi Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3CHOI0 B YKpaiuy JIKapPCHKOro 3aco0y

24.08.2023 Ne 30537/23/10

PEJUIUTYKC

(HaliMeHyBaHH TiKapchKOro 3aco0y 3rigHO 3 peecrpariiiimm TIOCBITYEHHAM )
KOHLEHTPAT ANA PO3UMHY At indy3iit, 10 Mr/mu, mo 50 M (500 mr) y prakoni; no 1 dnakony B kapronuiii Kopo6ui; mo 1
KapTOoHHiii Kopobui y NIACTHKOBOMY MIlIKY

(bopma Bumycky, no3yBanus, Bux TNaKyBaHH: JIKapCEKOro 3ac06y)

Howmep peectpaniitioro nocriguenns UA/12905/01/01 CTPOK Al PeeCTpaLiiiHOro MoCRi MueHHs 01.01.2099

Cepis nikapcekoro 3acoby Ne N230199C Kumekicts BBe3enoro JIIKapChKOTO 3acoby 1435
Bupo06Huk H-p Penai'c JTaGoparopic Jltn, Inpgis
(HaliMeHyBaHHS BHPOOHHKa JIIKapChKOro 3ac00y, KpaiHa MOXO/KEHHS)
Beeseno B Vkpainy ToBapucrno 3 o6mexenoro BIANOBigAIbHICTIO "p. Pegai'e JlaGoparopis", ixenr. kox:
37560808

(HaliMeHyBaHHS Ta KO/ 32 E€IPTIOY ropummunoi ocob abo Npi3BHILE, iM'S, 110 GATHKOBI $1B3UYHOT
ocobu - mignpueMiy, i Micue TIPOXUBAHHS Ta peecTpaniitHuil HoMep 0611iKOBOT KapTKH IJIaTHUKA
oziaTkiB abo cepist Ta HoMep nacropra)
IIporoxon Bisyanshoro KOHTPO.110 Bif 26.06.2023 Ne 1965/2.

JIaGoparopunii ananis sxocri JIKapChKOro 3aco6y 3milicHeHuit:

Bucnorok om0 skocrti JIKAPCHKOTO 3aco6y, BUmAH 1t naboparopieto Bix 17.07.2023 Ne 51/171

PesynpraTtu mabopaTopHOro aHAi3y TKOCT] JIKapChKOro 3aco0y 3a mepeBipe HUMH MOKA3HUKAMM BIAMOBIAAIOTH BUMOraM MeToO1iB
KOHTPOJIIO AKOCTI (aHali THYHO-HOPMATHBHO] AOKYMEHTALIT).

JlaGoparopuwuii ananis sxocri JIIKapChKOTro 3acoby 3milicHeHmit:

I "Leurpansua nabopatopis 3 ananisy skocti JNIKapCBKHX 3aC06iB | MemUYHOT npoayKmii"
Byn. Kynpssceka 8B Kuischka obnacts, ¢. Hosi Ietpiswi, Bys. IBana ®paknka, 19)

(naliMeHyBauHA Ta Micue3 HaxouxeHHA naboparopii, o mposena na6opat#f

BucHoBox mono sxocti MIKapCHKOro 3aco6y, BUIAH il naboparopiero i 23.08.2023 Ne 144
Pe3yneraru J1a00PATOPHOrO aHaNi3y sIKOCTi 1

IKapChKOro 3acofy 3a NEPEBIPEHUMH [TOKa3H UM R I= 1 i )T b B¥OS fronis
KOHTPOJIIO AKOCTI (@HATI THYHO-HOPMATHBHO] JOKYMEHTaLi1). \i' :
Kp

3a pesynrTaramu ACPHABHOTO KOHTPOIIK) BCTAHOBIIEHO, 1110 JIKAPCHKHUM 3aci6 BBe3eHO B V
3aKOHOIABCTBA LI0/10 3a0e3me yeHHd SKoCT] NKapChKHX 3aC06iB.
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Dr.Reddy’s

Ap. Penai’c Jla6oparopic JIta
Henrp Siosoriunore poisuriy

Hizernus Ned7, ¢, Bauynani,
bawynan Mauzan.,

oxpyr Meauan Manxatirip,
Tesanrana, Innis 500 090

Tea: +91 40 4464 4000

Dae.:

+91 40 2304 1418

www.drreddys.com

Ceprudikar sixocri

PEJJIMTYKC, kouuenTpar mis posumnny s iHgYysiit, 10 mr/mu, y duraxoni Nel

(1 M1 koHUEHTpaTy s posumny mns indysiit Mictuts 10 Mr puTyKCHMaty)

Ananituk (ITigmuc/[Jara)
Im’si: P Parna Kymapi /
kepisnuk QC / 08.06.2023
Dopma Ne:QA 11.02.12/08

[lepeson coorsercrhyeT opn THHATY

KonTponep no sixocri (ITligrmuc/Tara)
Im’a: J..IllpuniBaca Pao / kepisuuk QC/
08.06.2023

Cepis No: N230199C O6’em naprii: 4281 ynakoBox
AHaniTuuHuH 38iT No: 890001665725 Hara ananisy: 30.05.2023
Hara supo6HuuTsa: 04,2023 Tepmin npupatHocti: 03.2026
Kpaina Bupobuuk: Inuis IIpusHadeHHa: Wis pulky Ykpainu
Peectpauitine nocsigyenns Ne: UA/12905/01/01 Tepmin gii: HeoBMmexenuii
Hakas MO3 Yxkpainuu Nel625 ot 17.07.2019
Po3mip Ta Tun nakypanus: 10 50 M1 (500 mr) y dimaxoni; no 1 dnakony s KapTOHHIA kopobui 3
MApKYBAHHAM YKPAIHCBKOKO MOBOIO; 10 | KapTOHHIit kopobui y
IUIACTHKOBOMY MILIKY
HaiimeHyBaHus, anpeca ta HOMep N1UEeH31i BUPOOHHKA | KOHTPONS AKOCTI Hp. Penni’e Jlabopatopic Jitn
Hinbuuus Ne 47, ¢. Bauynani, bauynani Maupan, okpyr Mequan
Mankaiiripi, Tenaurana, Ingis
Jinensis Ne 01/RR/AP/2004/V/G
/H ITapamerpu Crenndixanis PesyanraTn
A. AKICTh
L3aransni xapakrepueruicn
1 Onuc Bin nmposoporo g0 omaneciomouoro (ne  OGimslue | OnanecueHTHUH (EC>T ane <EC II) Ta 6nij0 %0BTe
CTanoHHOro cranmapry III), Bixg Oe3bapBHOro o 3abaperneHHt s, 63 BUAHMHX YaCTOK
KOBTYBATOI'0 (He Oinblue eTaloHHOro craumapry Y35)
PO3YHH MalKe HE MICTHTb BHANMUX YACTOK
2 Mexaniuni BmoyeHns Hactunku 3 posmipom > 10 MkM — He Ginbmle 6000 y | = 10 mxm — 333y dakosi
HEBUIHUMI YaCTHHKH (pr1akoHi
Hactunku 3 posmipom > 25 MkM — He Ginpie 600 y | =25 MM — 0 y ¢uiakoni
(hIIAKOHI
3 OcmMonspHicTs 342-382 mOcmonb/kr 361 mOcmons/kr
4 pH 6,30 - 6,70 6,53
5 O6’eM 110 BUBIIBHSETECH A 1o3u 50 mut: 50,0 — 51,0 ma 50,4 mn
IL Kinnkicni
6 Kinbxicuuit Bmict (A280 HM) 9,0 — 11,0 Mr/mn 10,1 Mr/mn
IIL Inentudikanis Ta uncrora
7 Posmip monexyn, uinicuicts Ta Bl ocHOBHI momocH ~ 25x/la Ta ~ 50k[la, moBMHHI HBi ocHOBHI momock ~25x]{a Ta ~ 50 k/la
HHCTOTa 10 aHamizy SDS-PAGE BIANOBINATH €TAIOHHOMY cranmapry. JlroGa inia monoca, | BignosinawoTs ETIOHHOMY CTaHZApTY.
(3aGapsnenns kymacci) — B AKa BIAPI3HAETBCS BiJl OCHOBHHX, ITOBMHHA OyTH MeHINa | [HTeHCHBHICTS MOGHX (HIIMX nomnoc, AKi
penyLifioBaHKX yMoBax 1% BIAPI3HAIOTECS Bij OCHOBHHX, Oyna meHLe 1%
8 Exckmosnsia BEPX (SE HPLC) OcHOBHMI niK NOBHHEH Oyti > 94%, cyma arperosanux | OCHOBHMI mik: 99%,
AOMiWoK He Ginbiue 5%. JIo6uit inmuil mik e nosuHeH | Cyma arperosanux pomimiok: 1%,
OyTu Ginsmnm 1% JI1o00mii inmmi mik: 0%
9 Onironpodig: % 7 GO He Oinpe 64 % GO: 539
npodin 'PPJ‘H v
10 | Ionogfftin @ 4, % nnowti mika 1 noBMHeH OytH He Menme 38%, a % | % mwiowi nmika 1: 75%,
» _ ‘?o‘. CYMapHOI njiomi BCiX iHMX nikiB (Miku Big 2 10 5) | % cymapHoi nnomi Beix i HOMX mikiB (miku Big 2 o
> w\0 A MOBHHHI ByTH < 62% 5): 25%
~
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Ap. Peaai’c JIaGopaTopic JIta
Hewrp Gioaoriunoro porpurry

Jimpinus Ned7, ¢, Bauynani,
bauynai Manaan.

okpyr Meauan Mankaliripi,
Tenanraua, ligin 500 090

Ten.: +91 40 4464 4600
Daxc.: +91 40 2304 1418
www . drreddys.com

Ceprudikar sikocTi
PENIUTYKC, konueHTpaT ajs po3uuHy Muid iHQy3ii, 10 mr/ma, y duaaxoni Nel

MJT KOHIEHTPATY AN pOo3vuHy [t iHdy3id mictuTs 10 Mr putykcumaby)

Cepis No: N230199C

O6°em maprii: 4281 ynakosok

AHamiTuunui 3iT Ne: 890001665725

Hara ananisy: 30.05.2023

Harta supoGuuirsa; 04.2023

Tepmin npuparuocTi: 03.2026

Kpaina Bupobnuk: [nmis

[TpusHayeHHS: /uisi pUHKY YKpaiHu

Peecrpauiiine nocsinuenns Ne: UA/12905/01/01

Tepmin nii: HeoOMexeHwit

Haxasz MO3 Vkpaiuu Ne1625 or 17.07.2019

Poswmip Ta Tun nakysauus:

1o 50 M (500 Mr) y dumiakoni; no 1 ¢rakony B KapTOHHIlH kopooii 3
MapKyBaHHAM YKPaiHChKOIO MOBOKO; N0 1 kapToHHIH kopobj y
IACTHKOBOMY MILIKY

Haiimenypanns, anpeca Ta womep niuensii BHpOOHHKA 1 KOHTPOJIA AKOCTI

Hp. Pexmi’e Jlaboparopic Jita

Hinsuuua Ne 47, c. Bauynani, Bauynani Manzan, okpyr Menuan
Maukaiiripi, Tenanrana, Ingis

Jlinensis Ne 01/RR/AP/2004/V/G

b. BE3ITEKA

IV. MikpoGiomoriuna snerora

11

Bakrepianeuuii ennotokcun (tect BET | < 0,5 EO/mr

<(0,125 EO/mr

LAL)
12 Crepunphicts [ToeuHeH 6yTH cTepHIbHUM CrepinsHuii
B. EOEKTU®HICTD
V. Kinskicne Bu3nagenng
13 BioaktuHicTs (in vitro) 0,8 — 1,3 x 10° onuumme/mn 0.9 x 10° ogmuuup/Mn

IpumiTka: ITpoxykT BiAnoBsinae crmeuudikaiii Ne SP-BTO-000891 3akmogennn: 3atBepmiero

Aexnapanin npo ceprudixanio: “Ilum 3ACBIAYYIO, [0 BHUILCBHKIAEHA iHdopmanis cnpasyxHs i Touna. Llx cepis Npomykty Oyna BHIOTOBJIEHA
BIUTIOHAIOUH  yNaKoBKY/MapKyBaHHA Ta TeEPeBIPKY SKOCTI Ha BHLe 3rafiaHoMy caifTi (ax) y noBHilf BimmosizHocTi 3 BuMoramu GMP MICIIEBOI"O

Perynaroproi oprany i Bimnosiguo

cneuudikanii npoaykTy AnA mocnin

Bianosinyicts GMP.”

Ro cneuddikauii, mo MIiCTATECA B pee

Ananitak (ITinmuc/Tata)
Im’s: P Parna Kymapi /

[Tomimuuk QC / 08.06.2023

@opma Ne:QA 11.02.12/08

IepeBon coorBeTeTBYET OpHTrIHANY

Kourponep no saxocri (Iliamuc/Mara)
Im’a: H. Hipyna / xepiBHHK koMaH M QC/
08.06.2023

Cropinka 2 3 2

CTpaliiiHoMy Hocke / TOproeiii minensii KpaiHu-imMnoprepa abo y focse
KYBAHHX JUKAPCBKMX 3acobiB. JIOKyMeHTH MmO 06po0ui, ynakoBui Ta aranizy OyJiH MeperisHyTi Ta BCTAHOBJIEHO

M.IL.




