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JEPIKABHA CIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHIBCHKIN

OBJACTI

npos. Ceitnyunol Haxii, 3, m.Kuis, 02099, ten/taxc: §(044) 363-06- 50

E-mail: dls. ko@dls gov.ua, Kog €JIPIIOY 3

|

i

BHCHOBOK

'107 8774

Npo SIKICTL BBe3eHOro B YKpaiHy JikapchbKoro 3acody

28.12.2023

AOKCET

- Ne 59017/23/10

(HaHMCHYBAHHA JiKapCEKOro 3aco0y 3riIHO 3 peecTpatifHKM

[TOCBI{UECHHAM)

Kancyau xumxoBopo3unnmi rro 30 Mr, mo 14 kancya y 6aicrepi; no 2 6HlCTEpH B KApTOHHiii

ynamﬁm

{(bopMma BHIYCKY, O3YBAHHA, BHJ NAKYBAHHA JIKIPEHKO!
Homep peecrpauiitnoro nocsizuenns UA/15671/01/01 erpox aii peecrpauiiie

Cepis nixapcsxoro saco6y Ne CKLH012D

"0 3ac00y)

OT0 NOCBIAUEHHA 01 .01.2G99

KinbkicTs BBeaeHoro mikapcekoro 3acoby 100

Bupobuuk

HOBEJ UIAY CAHAI BE TIIDKAPET AUIIL, Txpeqqm{%zi

{(HaliMeHyBaiNg BHPOOHHKE HKAPCEKOro

Baeseuo B Ykpainy

aacaly, KpaiHa MOXOMKCHH)

CrniibHe yRpaincbKO-eCTOHCHKE ni,unpigemcmﬂ y-GopMi TOBapucTBA

3 00MEXEHO0I0 BiANOBIIAALHICTIO "Onriva-Papm, .JIT,I[”, inenT. Kox:

21642228

|

(HmiMf:HyBam{ﬂ 1a ko 3a CUPIIOY ropnauynoi ocobs
0CODH - MANpHEMUA, 1T MICUE MPOKHBAHMA Ta peecTpat
roaatkie abo cepis T2 HOM

Iporokoa Bisyannrore xourpomo sig 27.11.2023 Ne 3765/19.
JlabopaTopruil aHaai3 AKOCTI AIKAPCHKOro 3ac0o0y 3MIHCHEHHIT:

ato npizBame, iM'a, 1o GaTLKOBI GIi3RYHOI
LA HOMED nﬁnmoﬂm RApTKY AaTHHEA
ep macnopra}

JII "Lenrpansaa nabopaTopid 3 aHaIi3y AKOCTI JiKaPChKHX 3ac00

:

i MeryHOT IpoayKIii"

(M.KuiB, Byn. Kynapsscexa 10r m.Kuis, Byn. Kyapssceka 8B Kuisceka obmacts, c. HOBI Herpipiy,

Byn. [Bana @pauka, 19)

:

(HafiMeHYBAHES Ta MicUe3HaxoMKeHus nafoparopii, 1m0 nporena nnﬁupu*mpmm axam3 H]{{JBTI)

BHCHOBOK 11010 AKOCTI Jikapchkoro 3acofy, BHAaHMI naBopaTopiero Bin 27.12

§2023 Ne 2418

Pe3ynbTaT 1ab0paTopHOTO AHAMIZY AKOCTI JIKAPCHKOro 3aco0y 3a NepeBipEHUME TTOKA3HHKAMH BIHHOBI,I[&HJTL

BHUMOTaM T'uIGTOHlB KOHTPOMIO SIKOCTH (ElHElJ'IlTHqHO"HOpNIﬂTHBHG1 JIDH‘_YMIBHTEIH!I)

3a pesynbTaTaMK AEPXKaBHOIO KOHIPOIIK BCTAHOBICHO, L0 TiKapPCHKHIL 3acif BBE3eHO B YKpainy 3 °

AOTPHMAHHSAM. BUMOT 33aKOHOAABCTBA MO0 3a6e3eueHHs AKOCT NiKapch
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State Service of Ukraine on Medicines
and Drugs Control

HepxaBHa ciyx6a Ykpainu
3 JIIKAPCHKHUX 3aC001B Ta KOHTPOJIIO 3a
HapKOTHKaMH

Hepxasne mianpuemctso "Lenrpansna State Enterprise "Central

od - 1od

J1abopaTopis 3 aHATIZY AKOCTI JIKAPCHLKHX Laboratory for Quality Control of
32C001B 1 MEAWYHOI MpoayKuii'" Medicines and Medical Products"
Ykpaita, 04053, m.Kuis, syn.Kyopsiscoka 101 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./chakc (044) 272 57 98 Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@ciab.com.ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua
Ceprudikar anamnizy Ne 2418 Bix 27.12.2023
Haszga 3pa3ka: AHOKCET, kancynu kumkoBopo3unsHi, 110 30 M, 1m0 14 kancyn y 6nictepi; 1o 2
OnicTepU B KapTOHHIN yMaKOBL
Peccrpauifinuii Homep: 2435.23
BHpPOOHHK: HOBEJI NTAY CAHAI BE TIJIDKAPET A.ILL, Typeuunna
Homep cepii: CKLHO012D
Micue Biabopy 3paska: ChunbHe yKpaiHChKO-€CTOHChKE MinpueMcTBo ¥ dpopmi TOB "Onriva-®apm JIT/"
3aMOBHHK: HlepikaBHa ciyx6a YKpainu 3 JIiKapchKuX 3ac0o0iB Ta KOHTPOJIO 33 HAPKOTHKAMU
CynpoBianuii noxymenr: JIner Ne 9484-002.0.1/002.3/2-23 Big 05.12.2023 p.
AKT Big0opy 3pa3ka: Ne Bin 06.12.2023
Cran 3pa3ka: 3pa30K B CTaHi NPUIATHOMY IS NPOBE/ICHHA BUIIPOOYBAHD
JlaTa oTpUMaHHA 3pa3Ka: 07.12.2023
JlaTH BUKOHAHHS POOIT: 12.12.2023 -27.12.2023
Bua kouTpomo: 3a posnopsmxennam JlepxaBHoi cinyx6u Ykpainy 3 ikapchkux 3aco6is Ta KOHTPOJIIO
3a HapkoTukamu ("IM", TTocranosa 902)
Micue npoBeeHHs AIT «LientpansHa nabopartopis 3 aHaTi3y SIKOCTI IKAPCHKUX 3acO0iB i MEAMUHOT
NISIJILHOCTI: NPOAYKLII»
H/1, Bianoeiano no sikofi MK no p.n. Ne UA/15671/01/01
NMPOBOAHBCS AHAJII3:
[Moka3Huku Bumorn H Pe3ynbratu
Onunc TBepai XenaTuHoBI Kancynu 3 Henpo3opum Kopnycom binoro konsopy Bignosigae

| HENPO30POIO KPVLLEYKOK TEMHO-CHHLOTO KOMbOPY, LU0 MICTATS
nenetu Ginoro abo maike 6inoro KonNbLopy

laeHTUDiKaLja 1. [lynokceTuH. Yac yTpumyBaHHs nika AynokceTuHy Ha Bignosinae
XpomaTorpamax AoCnigKyBaHOro i CTaHAapTHOrO PO3YMHIB,
OAepPXaHWUX NP KINbKICHOMY BU3HaY€eHHI, MOBUHEH criBnagaTtu

2. [lynokceTuH. YP-cnekTpu A0CnigKyBaHoro i CTaH4apTHOro Bianosigae
PO34uHIB, oaepxaHux y TecTi "Po3uuHenHs” (cragis I1), B o6nacTi Bif,
200 po 400 HM NOBUHHI MaTu Makcumym npu 290 HM * 2 HM

3. TutaHy auokcug. Mo3uTtneHa peakuis. Bianosigace

4. l[Haurokapmid. CnekTpu AOCNIZKYBaHOro i CTaHAAPTHOro PO3YMHIB B Bianosigae
obnacrti Big 400 go 700 HM NOBUHHI nokasysaTtu makcumym npu 610

HM + 3 HM.
CepegHsi maca BMiCTY 176,10 Mr+ 75 % Bignosigae
Kancynu 179,13 mr
OpnHopigHicTe Macy BMicTy Maca BMICTY He Binblue 2-x i3 20 kancyn Moxe maTu BiAXuneHHs Bin  Bignosiaae
Kancyn cepelHbol macu BinbLue, Hixk Ha + 10 % i Hi 0AHA i3 HUX He NOBUHHA

MaTu BIAXUNEHHS BiZ cepeaHboi Macu Binblue, HiX Ha + 20 %
KinbkicHe Bu3Ha4yeHHs 30 mr £ 10 %: 27,0 - 33,0 mr/kancyna 30,5 mr/kancyna
Ynakoska 3rigHo Bumor MK4A Bignosigace
MapkyBaHHs 3rigHo Bumor MK4A Bignosigae

BUCHOBKM: Ceprudikar ananizy Ne 2418 ig 27.12.2023 MIATBEPIXKYE, IO MepeBipeHMit 3pa3ok npenapary
HIOKCET, kancynu EnmxoBopquﬁm«;ﬁm&;
KapTOHHIN ymakoBui, Ne cepii CKL QI? BHPO |

5 pedUiHa BilMOBinae BuMBTAM: N
. A RS A
AMH. Kofig ienrls,

ofy, BINTBOPeRHIO 0e3 mo3sony JIIT “LlentpansHa naboparopig 3
aHalli3y AKOCTI TKapCHKUX 33¢a0iB i MeIUYHOT npoayKuii”’

Kineus ceptudixara ananisy Ne 2418 sig 27.12.2023
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NOBEL (LA

SANAYII VE TICARET A.S. remmmm

MNosnul yukna eupobruymea, sidnosidansHull 3a eunyck cepir:
HOBEN LAY CAHAT BE TILMAPET A.LL.

Ksapran Canxaknap, np. Ecki Akuarkomua, Ne233,

81100 m. Lrozpuxe, TypeuinHa _
Bupobruymaeo npomixcHo20 npodykmy: neaem CYaoKCcemuHy:
Yhxkap Kimia CaHal e Tigyaper A.LL,

Opravaus Canai Boareci, asi Ocmad Naca Max. :

®arix byneapi, Ne: 9 59500 Yep3ko#, Tepkinar, Typeyusda
Kpaita-supobruk: TypeudumnHa

Binain KOHTPOAD AKOCTI:

Tel: (216) 633 6000

Fax: {216) 633 60 01

CEPTUDIKAT AKOCTI

Peccerpauiiine nocsiuenns NeUA/15671/01/01; aic B ¥Yrpaini 6escrporoso.
HA3BA TTIPENIAPATY: [IOKCET, Kancynm KMWKOBOPO34MHHI no 30 mr, no 14 kancyn y Bnicrepi;no 2 | AATABUTOTOBAEHHA: 07.2023
Bnicrepwt B KAPTOHHIK ynakoBuj. TEPMIH DPUAATHOCTI: 07.2026
Aitoul peyoBuHm: 1 xahr;vna MICTUTE AYNOKCETUHY FAPOXNOPUAY EKBIBANEHTHOrO AyNCKceTHHY 30
MF
CEPIfAl Ne: CKLHD12D
BMIOTCBNEHO : 3876 ynawkoBOK

BUNPOBYBAHHA

PE3YNbTATU
Bignosiaae

CREUMPIKALL
Tsepaj menaTuHoBi Kancynu 3 Henpoaopum Kopnycom 6inoro KoNbLopy
Td HENPO30POI0 KPHUWEYKOIO TEMHO-CMHBOMO KOALOPY, 0 BMIlLYIOTL
nenneru binoro abo maime Binoro konsopy.
LyAOKCeTHH,
Hac yTpumyBaHHA Niky AYNOKCETAHY Ha XpOMaTorpamax
BUADOBYBAHOIO 73 CTARAAPTHOIO POIYMHIB, OTPUMAHMX NPH
Ki/lbKICHOMY BU3Ha4YeHHI, NOBUHEH CNiBRaaaTH,

Cnuc

IAEHTUDIKALIA
Bianorinae

Y®©-cnektpu BunpobysaHoro Ta cTaHAAPTHOMO PO3UMHIB, OTPUMAHMX y
TecTi «PoaumHenHa» ( craaia I1), B o6nacti Big, 200 Ao 400 HM NOBUHHI
MaTHU Makcumym npu 290 Hm £2Hm.

TuTaHa AMOKCHA,

MosuTUBHa peakxuia.

IHgi-okapmin.

CnexkTpu BMNpobyBaHOro Ta CTaHAapTHOTO po3vutie B obnacTi Big 400
A0 700 BM NOBMHHI N0KA3YBATH MaKcUMym npu 610 Hm +3HMm.

Bianoginae

Bianosigae

Binnoeinze

CEPEJHA MACA BMICTY KANCYNW,

176,10 mr £ 7,5%

176,46 mr

CAHOPIOHICTE MACH BMICTY KATCYIN. Maca smicry He Ginbwe 2-x 3 20 Kancyn MOMe MaTy BiAXMABHHA Big, 0 kancyn
CepeniHbOl mack Ginbue, Kbk Ha + 10% Ta MOAHA 3 HUX HE NOBUKHA 0 kancyn
MaTH BigXuNeHHR BiA cepeasinol macu Binblue, Hix Ha + 20%.

BOAA He Binswe 3,0% 1,1%

PO34YMUHEHHA Cepenosuule |. He Binbiwe 10% 3a 120 xs. 1%
Cepeposuute |l Q=75% 3a 90 xs. 97%

KINbKICHE BU3HAYEHH A:

Mg yac ennycky:

30 mr+ 5%

(28,5 mr — 31,5 mr/kancyny)

B KiHy| Tepminy npuaarHocti:

30mr £ 10%

(27,0 mr = 33,0 mr/kancyny)

Mpenapar BuTpumye Bumory EP 2.9.40 AV<15,0(L1)

30,6 mr/kancyny

OZHOPIAHICTb AO30BAHUX OAUHULb Bignosigae AV=3,52

CYNYTHI OMILLKH 1-nadron - He Binbwe 0,15% 0,00%
DNT Okcanar - He Binbwe 0,15% 0,04%
- DLX-U303 - He Blabwe 0,15% 0,00%
[HAUBIAYaNLHOT HesinomMOT BomiluKi - Hie Binsiue 0,15% 0,02%
Cyma A0MIWOK - He Ginsiwe 0,5% 0,00%
MIKPOEIO/IOTYHA YUCTOTA Jarasbhe yucao aepobIX MIKpOOpIaHiIMis (TAMC): < 10* KOF/r, <10 KOE/r
Bar‘anbtm QHCA0 APBIKOBIX Ta nticusanx rpnbis (TYMC): <10 KOE/r
<10* KOE/r:
Escherichia coli: sincy i/l Binnosinae

Homep sitensii supoGuniol ninuunui; NeTR/UY/2019/18-7,
«Llun g sacsingyio, wo wanesiena nue indopmadis € AOCTOBIPHOIO Ta TOMHOI0. Lo cepiio npoaykuii 6vio BHPOOACHO (BKAKUAION I (1AKYBaBHA/MAPKY BRI IIH) Td NPORCHCHO
ROHTPOIL IT AKOCTI HA 8uiesn3naveniil Jinsuuui y noexill BiAMOBIAKOCTI 3 BIAMOrAAN GMP, peranosieiiMi MiCUCAHM PeryASTOPIHM OPraHOM, & TAKOXC BIINORBIAHO A0
ClCUHBIKALI, 10 MICTATLCR ¥ PECCTPATHHOMY R0OCHE. [poTokoenyu supobunirea, nakysanns Ta ananizis OYJ10 NEPErNigHYTO T8 PCTAHOBASHEIITOBIHICTE GM Py
HauansHuk signiny 3 konTponio sxocti / 1Qmken Kozaymka / nigrniic e
18.10.2023




