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HAEPXKABHA CJIVKBA 3 IKAPCBLKUX BACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCBKIU OBJIACTI

npocnekT Banepis JlobaHoBchkOrO, 51, M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kog € APTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3€HOT0 B YKPAiHY JIKAPCHKOro 3ac00y

30.05.2023 No 21246/23/10

KETOILIFOC

(HalMeHyYBaHHA NIKAPCHKOTO 3aC06Y 3rifHO 3 peeCTpariiiHuM nMocBi4EHHAM )
waMnyHb nno 150 ma y gaaxoni; o 1 daakony B xapronHii Kopo6ui

((popma Bunycky, no3ypamis, By IMaKyBauHsg JIIKapChKOTO 3aC00Y)

Homep peectpauiiinoro nocsinuenns UA/10142/01/01 erpox aif peecTpauiiidoro mocsiguenns 01.01.2099

‘Cepis nikapcrkoro-3acoGy Ne 10230513 KinexicTs BRE32H0r0 NMiKapenkoro sacoby 1200
Bupobtuuk I ﬂeHMEEKfI)ap'MaCBPOTHKam Jra., Iaaig

(HaftMeHyBalHA BUPOOHHKA NIK&PChKOre 3acofy, xpaina HOXOJKCHHA)

Beeseno 8 Ykpainy TOBAPHCTBO 3 OOMEKEHOIO Binnosiganasuicrio "I'JIEHMAPK
~YKPAIHA", inen. xox: 41222160

(HafimenyBanHa Ta xox 3a CAPTIOY HOpuARYHOT 0cobH abo MpisBuUILe, IM'4, 10 GATHKOBI izmy ol
ocobu - mianpuemus, ii Micie npoKUBAHHA Ta peecTpallHuuil Homep 06MikoBOT KapTKY NNaTHNIKA
nojaTkis abo cepid Ta HOMEpP macnmopra)

IIporoxon Bisyaisnoro kourpono sin 10.05.2023 N 1369/1.

Jlaboparopuuii anamniz skocTi MIKAPCBKOTO 3ac06y 3nilicHeHwmit:

AT "Lentpaneua naGopatopis 3 ananisy akocri MIKAPCHKMX 3aC001B | MEAMUHOT HPOAYKUIT" |
(M.KuiB, Byn. Kynpsasceka 10r M.KuiB, Byn. Kyapasceka 8B Kuischska obnacte, ¢. Hosi IMetpisiii,
_Byn. Isana ®Opanka, 19)

(Ha¥iMeHyBaHIA Ta MicUe3HAX0HKeHHS nadoparopii, 1o nporena raGopaTopHHii anaTi3 SIKOCTI)

BrcHorok mozo akocti ikapeskoro 3aco6y, BHAaRui maboparopiero Bix 30.05.2023 Ne 0871

Pesynsrartu nabopatopHoro ananizy akocti JIIKAPCHLKOTO 3ac00Y 32 NEPERIpeHUMU NOKAZHUKAMM BINIOBIIAIOTE
BHMOTaM METOIB KOHTPONIO AKOCTI (aHanimqH{)-Hopman{BHo'f.,‘um{ymeHmui'f),

33 pesynbTATAMH  JEPIKABHOIO KOHTPOJIHO  BCTAHOBJIEHO, 10O JIKapchkuil  34CI6  BBE3EHO B Ykpainy 3
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A new way for a new world

BUIIUI KOHTPOJIIO SIKOCTI
CEPTH®IKAT AHAJIBY — KITHIEBHIA TPOTYKT

| | Crop.-1i3 2
IIpoaykr KETO ILTIOC, wamiynr no 150 mu y (aaxoni; no 1 guakoHy B KapToHHI Kopooi
. 100 M1 uamMnyHo MicTHTL: KETOKOHA30.1y 2 I, UMHKY nmipuriony 1 r (y BUr1saai 48 %
AKTHMBHI pe4oBUHH ..
CYCIIeH3IT)
Homep cepif 10230513 Jikapceka dopma IamoyHs
Jdara BupoGuuuTBA 02.2023 Punox Ykpaina
Ipuparuuii go 01.2025 Posmip cepii 6 660 yIakoBOK
IIpoTokos auanizy Ne 140000447050 Kinbkicres Buniywena B peanizauiro |6 150 ynakoBoxk
(Koa npoaykry SUA040007340040139 Bupotnuua nineusin NKD/803
Posmip yrraxosku 150 Mo Peecrpaniiine nocpinuenun No UA/10142/01/01
Jdarta Ta Hac BHnycKy 116.03.2023 11:05:24 JlaTta peecrpauit 02.10.2019
Eie,ui Ei?;::ﬂ:Ti HIT 031/2022/GMP Aarta 3akinuenHn peccrpauii Heobumesxewno
['nenmapk ®@apmaceroTukans JIvn,
Bupo6unx HinsHug Ne E-37/39, Em. A JIi.Ci., |Kpaiua BHPOOHMKA IHnis
Carnyp, Hacix - 422 007, Iugis .
AHAJII3 CIIETM®IKAIKIS PE3YJbBTAT
(1.0rmmce B’ a3xuii maMnyHe posxeroro KOJILOPY 3 NPpUEMHNM (B’ s3Kkuil IaMIIyHbL poskeBoro KOJILOPY 3
3a0aXOM. [IPHEMHNM 3aITaX0M.
2. LaenTudirxarisn Kerokonason

Hac yTpuMyBaHHs miky KETOKOHA20JIy Ha

PO3YUHIB, OTPHMAHNX B XOJi KilbKiCHOro
BU3HaYeHHA, Mac- 30iraTucs.

XPOMATorpaMax unpoOyBaHoro i CTaHaapTHOro

Hac yTpuMyB. crannapruoro posunny = 9,61 xa,
Hac yrpumys. BUNPOOYBAHOI O PO3UHAY = 9,64 XB.

nuk mipurion

TIAPOKCHAI HATPIO.

Y TBOPIOETRCA GLTHif oca, SKuii PO3UUHSETECR B 2N

Binnosinae

Kapmoizun
CneKTpy NornuHaHus BUNPOBYBAHOIC: |

CTARZIAPTHOTC PO3YMHIB B 0bnacTi Bin 400 go 800
HM NOBMHH] [I0Ka3yBaTH MAaKCHMYM npHu 316+ 2umM.

Bianorinae.

3. Cepeaniﬁ 00’em

B/ 33 BICHOT . KLIBKOCTI

959% rin 3a4B/1€HOT KiTbKOCTI.

Cepenniii 06’eM BumicTy 10 rakonie nosuuen Gy
HC MEHUIE HOMIHATLHOIO, TIPH EOMY 00’ €M BMiCTY

KOXXHOTO (hnakoHa MOBMHEH GYTH He MeHe 95% [HnuBinyansHuit 06%em: 149,97 Ma

Cepenuiti 06’em BMicTy 30 rrakowis noeunen Gytu
HE MCHIUE HOMIHANILHOTO, NPHU LbOMY 06’ €M BMICTY
HE OITbIIE OIHOTO (hITaKOHA MOsKe OyTH MeHe

Binnosigae

Cepenuiit 06’ em; 151,26 mn

He 3acrocosyerses T
He 3acrocoByerncgs”

4. pH Biz 5,0 10 7.0

3,93

5. B’s3kicrn Bin 5000 no 12000 clis

0179 cll3

Iligrororieno Ilepesipeno

3arBepaxenHo T

Im’st: [lpanin Tere Im’a: Maxein [orekap

IM’a: Panmxurt Ciary

Mocaga;: Cneuiaticr BIAILTY
KOHTPQITIO IKOCTI KOHTPOJIKO SKOCTI

IMocaga: CneuianicT BifAimy

Hocana: Creuianict pigmiy
3a0¢3IeUEHHS AKOCTI

Aata: 15.03.2023 15:42:33 Adara: 15.03.2023 17:03:24

Hata: 16.03.2023 11:05-24

L enexTpouuuil sokymenr, TOMY He MoTpeby € nianycy

I'nenmapk ®apmackioTukans Jdta,

Ainennua Ne E-37/39, Em.Aii J1i.Ci., Catnyp, Hacik - 422 007, Iunis

1291253 6613999, 6613748, @:'91 2532352707 Wowww alénmarkpharmasiicom

IO0puamumit oic: 5/2, Maxasiakumi Yess epe, 22, bxynabxait [ecait Poy, Mywm6at, 400 026, [nais

'CIN — L24299MH 1977PLC0O19982 Em
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CEPTUDIKAT AHAJI3Y — KIHIEBUU NPOIYKT

oo . Crop. 2372
[Ipoaykr KETO IIITIOC, wamnyss mo 150 v Y paaxosi; no 1 ¢guiakony B kapToHHii Kopo0ui
i 100 M1 uaMnyuso MicTurn: KeTOKOHA30MY 2 ¥, WMHKY nipuTtioHy 1 r (y Burasai 48 %
AKTHBHI pe4yoBHHM ..
CYCHEH3IT)
Homep cepii 10230513 Jlikapeska dopma lamAyue
HAarTa BupoGHHuUTBA 02.2023 Punok Ykpaina
Hpuaatuuii go 01.2025 Po3mip cepii 6 666 ynakoBok
Ilporokon anaxizy Ne 140000447050 KuibkicThL BUnyumena B peanizanio |6 150 ynakoBok
Ko npoaykry SUA040007340040139 Bupoouuyua ninensis NKID/803
Po3mip ynakoskn 150 man Peccrpauniiine nociguenns Ne UA/10142/01/01
JlaTa Ta uac BUNYCKY 116.03.2023 11:05:24 HaTa pecerpaniv 02.10.2019
[i;l;";?;:zzﬁ e 03.1/2022!GMP JAarta sakiHveHHs peecrpanii HeobMmexeno
I'menmapx @apmaceiotikans JiTs.
Bupo6ruk Hineanus Ne E-37/39, EmM.A#1.Ci., |Kpaina BupoGuuka THnis
Carnyp, Hacix - 422 007, Tuais

6. Kinbkicue
BHIHAMEHHH

Kerokonazon

Hpu gunycky.

95% — 110% Bin 3asSBNEHOT KiNBKOCT]
H'a'TepMiH"annaTﬂocTi:

90% — 110% Bix 3a%B1eHOT KilbKOCT

101,9 %

Hunk mipurion

Hpu gunycxy.

95% — 110% Bix 3asB1eHOT KiTLKOCT]
Ha Tepmin npuaaTHoeTi:

190% — 110% Bin 3as81eHO] KINBKOCT

103,4 %

7. CynyTHi pomiuiku
IJIS1 KETOKOHA3 0Ty

Homimxa D KETOKOHazogy - He Binbie 1,0%
InavBiDy aTbHA HeBinOMa nOMillIka —

He Bussneno

He Oinbine 1,0% 0,050 %
| Cyma noMiuiok - He Ginsiue 6% 0,050 %
8. MikpoGiogoriuna [3aramua KiNBKICTE a6poGHIX Gakrepiii (TAMC):

YHCTOTA He dutbure 10?7 KYO/Mn <10 KYO/mn
3arajieHa KiNbKicTh MIiCEHEBUX | ApDLKIGKOBHX
rpubie (TYMC): ne 6inpme 10' KYO/m <10KYO/mn
Pseudomonas aeruginosa: sincymas & 1 M Bigcyrui
Staphylococcus aureus: BIACYTHA B 1 MIT Bincyrsi.

Ipumimeu: “Hauum FrapaHTyEMo, M0 Hape

AcHa Bue tHGOpPMais € JocTOBipHOKO i ToUHOW. Llro. cepito npoaykuii Gymo

BHPoOIIeHO (BKIKOYaOYY YNakKoBKy / Map

KYB3HHA) | NPOBEAEHO KOHTPONL ii

BIANOBIAHOCTI 3 BUMOramu GMP

AKOCTI HA BHINE3raqaHiil AUTAHLL B NOBHI

M Oprabsom,

. BCTAHOBJICHUMH MICHEBHUM_ DeTyIISTOPHH

CENHUDIKALIIMH, IO MiCTITECH B pe

ECTPAUINHOMY JTOChE a60_peecTpailifiHoro

NOCBITYCHHS KPAiHV-BUPOBHUKA 260 KpaiHH--

iMmoprepa, sikimo MPOAYKUIFY iMIJOPTOBAHO, afio B [OChE creLudikaliii Ha

NPENApaT i NOCANDKYBAHOIO NiKAPCHKOro

-3ac00y. [IpOTOKOIM BUPOBHUIITRA. YUAKOBKH T4 aHAM3{B OyIu nepernsHyTi i B

CTAHOBIEHO BIANOBiINHIcTE GMP.,

Hixrorosneno

Heperipeno

3aTBepaKeHo

| Im’si: [Tpanin Tere

Inm’s1: Maxemmn [‘oTekap

Int’si: Panmxu e

)

Hocana: Crierianict BIAIINY IMocaxa: Crneuianicr BlA0TY Hoca /’f M,z . . |
KOHTPOITIO SKOCTI KOHTPONIO AKOCT] ;. Tt
‘ : L - Fol 5 % %
ara: 15.03.2023 15:42:33 Hata: 15.03.2023 17:03:24 Jara: 1 ‘ir £03 1 ]?@’5:2% A\
Le enextponnuli gokyment, Tomy He notpedye mmrucy i S

I'nenmapk ®apmaesioraxans Jra, .
by nus NeE-37/39, Es. A J1i.Ci., Catnyp, Hacik - 422 007, Inxis
T: 91253 6613999,.6613748. 4: 91 253 2352707. W www.olenmarkpharmatrcom

FOphavunuit odic: 5/2, Maxanaxwmi Yembep

CIN - L24299MH1977PLC019982 Email 1d: compiianceotticerdiglenmarkpharma.com

c,'22,-_]3xynaﬁxaﬁ Hecait Pon, Mymiai, 400026, Thnis
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