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AEPKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB

6

TA KOHTPOJIIO 3A

HAPKOTUKAMH YV KHIBCBHKIA OBJIACTI
rpoB. Ceitimudnoi Hapii, 3, m.Kuis, 02099, ten/dakc: (04-%4) 363-06-50

E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 3707?
¢

BHUCHOBOK

774

PO AKICTH BBE3EHOr0 B YKpPAaIHY JIKAPCLKOro 3acoly

05.09.2023

AMIOKOP/IUH®

Ne 42948/23/10

(HaliMeHyBAHHA JiKapchKOro 3acoly 3TiMHO 3 peecTpaniiumuM .nucéniaqennﬂm)
Tabaerku o 200 mr mo 10 Tabaerok y 6.icrepi; no 6 6aicrepib y kapTonniii kKopo6ui

(dopma BEAYCKY, NO3VBAHHA, BAA HaKyBaKHA JKAPCHKOro '3?::06}?)

Z
Homep peectpauiiizoroe nocsiguenna UA/10291/01/01 crpox aii peectpauitinorg nocsinuenns 01.01.2099
i
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Cepia nikapcrkoro sacoby Ne DC9(058 KinbKicTE BBE3CHOTO nil{apchi“fcom 3acoby 560

BupobHuk KPKA, n.1., HoBo mecto, CrroBenis %
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(HaiiMenyBalHHsg BUpoOHHKA AIXaPCRKOTO 3acqby, kpaiHa BOXOMKeHHs)
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Bseseno B Ykpainy CrisibHe yKpainChKO~eCTOHCHKE MIANPHEMCTBO Y GopMi TOBApHCTBA
3 oOMexeHo010 BianopiganbHicTIo "OntiMa-Dapm, JIT", inenr. xon:

21642228

2

(HafiMeHyBaHHA Ta KoX 33 €JIPTTIOV opuauynoi ocobn abc
0co0H - MANPHEMINA, 11 MiCIIE MPOKHUBAHHA TA PEECTPALLITH
IIORATKIB abo cepis Ta HOMep |

IIpoTokon BizyansHoro koutposto iz 05.09.2023 N 2716/2.

32 pe3ynbTarTaMH  JeP;KAaBHOLC KOHTPOJIO BCTAHOBJIEHO, IO JiKapChKHIL

} Ipi3BHINE, iM'A, o HaThKORI (BisHuHO]
M HOMEp 00MiKoBOT KapTKil IVIATHHKA
IACIIOPTA)

3acié BBeieHO B VYEpdiny 3

JOTPHMAHHAM Bumor 3aKkOHOJABCTBA MO0 3abe3neueHHs AKOCTI NiKapChKHX 3aC06iB.

_ Ipuna HATIAMAP




(T4 KRKA

CEPTU®IKAT SIKOCTI KPKA, 3. 2., Hoso wecto
ok bl

CnoBeHia
Ten.: +386 7 3312 111

En. nowra: infof@krka biz

Kop Ne: TE0120
AmiokopanH®, TabneTku no 200 mr N2 60

kpaiHa-BupoGHuk: Cnoeexin

1 raBneTka MicTTL 200 Mr amiogapoHy rigpoxnopuay

nikapcbka chopma: TabneTen

poamip i Tun naxkyeannn: no 10 Tabnerok y GnicTepi; no 6 bnicTepie y kopobui

Homep cepii: DCS058

Oara svpobuuurea: 06.2023 |.E|aTa 3aKiHYEHHS TepMiHy npuaatHocTi: 06.2028

PeecTpauiitte nocsig4erHs Ne:
UA - UA10291/01/01

Hasea i agpeca BupoGHUKa, BIGNOBIAANLHONO 38 BUNYCK cepii: | Niuexsis Ha smpoBruuTeo MNe:
KPKA a.a., Hoeo mecto 800-13/2018-6

LUimap’ewka uecra 6

Hoso MmecTto, 8501, CnogeHia

Poawmip cepii: 9.680 WT

Lium NiATBEPAXYIO, WO BULLEHABEAEHa IH(POPMAaLIA & AOCTORIPHOIO Ta TOUHOI. [Nana cepis npoaykuil Byna supobnexa
(BKMIOYAI0HM NAKYBAHHA/MAPKYBaHHS) | NPOAWNEG KOHTPONE AKOCTI Ha BULLEBKa3aHIi AINBHWUI B NOBHIA BianoBigHOCTI i3
suMoramu GMP, BCTEHOBNEHWMW MICLUEBWM PErYNATOPHWM ORraHoM, a Takow Y pignosigHocTi oo cneuwdikauii
peecTpauiiiHoi pokymexTauii, saTeepaweHol 8 Ykpaidi ana AcchnipxysaHoro nikapcekoro 3acoby.  MMpotokonu
BUpoGHULTEA, NaKyBAHHS | KOHTPONA AKOCTI NEpeBIpeHi | sianoeigawoTe eumoram GMP.

Cepin BUNYyLWEHa Y BignoeigHocTi i3 giloyoro Bepcien MKA UA/M0291/01/01.

[ata eWnyCcKy HA PHHOK, Oeoba, pignoeigansHa 3a aunyck N3 Ha puHOK

25.07.2023 : Hina Kipap
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Aanuit cepTwdikaT AKOCTI MAE ENEKTPOMHUA MigNKe. Data apyry cepradpikaTy: 17.08.2023
CepTrdikaT CTEOPEHD ABTOMATHYHO BaNifCBaH0M0 KOMIKITERHO NPATPAMOR SAP. Cropinka: 1/2
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CEPTU®IKAT AKOCTI

(T4 KRKA

KPKA, 4. a., Hoeo macTo
YNPABNIHHA AKICTHO
Wmap'ewxa yecTta 6

8501 HoBo mecTo
CnoseHinA

Ten: +386 7 3312111
En_nowra: infof@krka biz

Kog Ne. TED120

Awmiokopawr®, Tabnetkwn no 200 mr Ne 60

KpaiHa-empoBHMK: CnoBeHin
1 TabneTtka micTuTsL 200 Mr amiogapoHy rigpoxnopuay
nikapcbka dpopma: TabneTru
poamip i Tun nakysauus: no 10 TaBnetok y Bnictepi; no 6 Bnictepie y kopobui

Homep cepil: DC9058

Darta supobruyTea: 06.2023

|£|a1-a 3aKiHYEHHA TepMiHy npugaTtHocTi: 06.2028

Hazea nokaauukia Cneundikauia Paaynsraru sunpobysaHs Me.*
Cinwc Kpyrni geoonykni TaBnetsw sig Ginora Ao anera Bignosinac +
KPEMOBOND KONBODY. 3 PUCKOK 3 0aHoro Boky
OAHOPIGHICTE AO308aHMY MpuiMansse yacno (AV): ke Binswe 15,0 % 0.7 -
QAHHALE —
POIPAXYHEOBO-BATOBMA METO
laeHTUdikaLIR amiogapody — | OCHOBHA NNAMA HA XPOMATOIPAMI POIYMHY 3paka 2 Bignosigac -
TLLX {SaS2) mae BiAN0BIRATH OCHOBHIR NNAMI Ha
HPOMATONpaMi pounHy CTaHAapTY (55) 3a
3a0apENEHHAM, POIMIPOM Ta JHAMEHHAM Rf.
CynyTHi gomilusw — ogueuuna | He Binswe 0.2 % <= 0,05 =
CynyTHI AOMILLKW — CYMa He Binbwe 0.5 % <= [,05 -
KinexicHni emict amiogapody | 95,0 - 105,0 % Big 3a3Hauenol KinskogTi 99.5 =
rigpoxnopuay
POIUnHEHHA BMIOLEPaHY He meHwe 80 % (Q) aig s3asHaveHol knbocTi 85 .08 -
rgpoXNopuay NpOTArOM 15 XBUNKMH

MikpoGionoridHa ARICTE —
3araneHa KinbKicTs aepobHux
Mmikpooprasiasmie (TAMC)

He Ginswe 1000 KYO s 1r

MikpoBionorivHa AKICTE —
JarancHa KiNBXICTE
AODHAMOEWE TA NNICEHE B
rpwbia (TYMC)

He Ginswe 100 KYOB1r

MixpoBionoridHa AKICTE -
Escherichia ¢oli

BigeytHiBg 11

*1

Mp.* = MpusiTea

*1 eunpobyYBEHHA NPOBOAWTLCA BIANDBIAHO 40 Nporpamu (onncana & MKA)
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Davnn capTudieaT ANOCTI M3E BNEKTROHHUA NigNUe,
CepTwhikar CTEOPEHD BBTOMATHYHD BANIIOBAHOK KOMN KTEPHON NporpaMon SAP

Data gpyry cepTudpikaty: 17.08.2023

Cropivga: 2/2



