LLC Santonika

Veiveriy st. 134 B, LT-46353 Kaunas

Republic of Lithuania

Phone (370 37) 22 67 25, fax 22 38 96, e-mail: santonika@santonika.com

1 annex

3-B05-PR4AV-01-7

CEPTUOUKAT KAYECTBA No. 04/7-259-20

0608G fIIOKC®EH®, kannu anazmnsie pacmeop, 2 me/mn

Mpenapar npoussegen no 3akasy OO0 «BAYL XENC»,
Ykpauna, 01103, Kues, yn. Moassicoukoro Mpodeccopa, . 6-B

Cepus Ne: 440720

BAara npoussopcrsa: 07 2020

Fopew po: 07 2023
Konuuecrao: 24317

AHanua esinanHeH no; 3-C05-SP4L-03(UA)-2

MNokazatenu kauecrea

Cneyupukayun Ha MOMGHT Bbinycxka

PesynuTarst
8Hanwsa

Onucanne

Mpospaynbin, kax soaa R, pacteop Ge3 Bugumbix
yacTuy

CooTBETCTBYRT

UseTHocTe

Pacrsop cnerxa senenosato-xenToro uBera. Oxpacka
PBCTBOPA AONKHA BbiTh HE UHTEHCUBHE® 3TaNOHa GYz

cooTeercrayer

WaeHTuukayus
BpumoHuamuna TaprTpar

Taprpar

Bensankonus xnopun

Ha xpomarorpamme MCNLITYeMoro  pacreopa  (az),
nonyveHxod 8 pasgene «Konusectsennoe
onpegenenve  EpumMoHKANH TapTpara», spems
YAEDKUBAHUR  OCHOBHOTO  nuka CpumoHuaura
TapTpara  nonwHO  cosnasares  co BpemeHemM
YABPMMBAHUA  OCHOBHOrO  nuka SpuMonnauHa
TBPTPETE H3 XpoMmarqrpamme cooTaeTcrayiouiero
PacTeopa cpasHeHus.

YnsTpaghuonetosuiit cnekrp nornowerus
HenbiTyemoro pacraopa gonxes UMmeTs Makcumym npu
AnuHe BONHLI OKONO 247 Hu,

| Ha xpomarorpamme ucnuiryemoro pacTeopa spems

YAGPKNBAHUS OCHOBHOIO NMKA BUHHOK  KMCNOTSI
RONXHO COBNajaTE €O BpemeHeM yAepXuBaHunA
OCHOBHOIO Nitka BUHHOM KHCHOTH Ha Xpomarorpamme
PacTeopa cpasHeHus, P

ncnbiTyeMoro  pacrsopa
NONYNEHHO! B pasgene «KonuuecteerHoe
onpepenexue  GeH3ankoHus Xnopuaas,  Bpems
YAGPXUBAHUA OCHOBHOMG, NUKB BEHIANKOHUR xnopuga
ROIDKHO  coBNagaTh 9‘0‘, BpeMeHeM ynepxusanus
OCHOBHOTO  nuka GapsankoHun xnopuaa Ha
XpoMarorpamme COOTBETCTBYOLErD pacreopa
CpaBHeHus. N

Kayecrsennan peakyus -

Ha  xpomarorpamme

nosuruaxan

nO3uTHUBHaR

No3uTHBHan

nosuTusHan

no3nTBHasn

OTtHocUTensHan NnoTHOCTS

or 1,000 no 1,020

1,013

OT 275 mocMans/ir 80 315 mMocmonb/ir

289

OcMmonsanbHocTs
H

or 5580865

64

CrepunbHocTs
Npoaykre Aerpanayuun

MHAWBUAYaNbHAN NpuMecs
CyYMM3 npumeced

Lomxen GuiTs CTeprnbHom

CTepUNBHLIK

He Goneé 0,1 %
He Gonee 0,5 %

0,01
0,05

2
// .
29

Q)

Clus2

oS

T

N

ra Fut




LLC Santonika 1 annex
Veiveriy st. 134 B, LT-46353 Kaunas . 3-B05-PR4AV-01-7
Republic of Lithuania

Phone (370 37) 22 67 25, fax 22 36 96, e-mail; santonikaf@santonika.com

Cepun Ne: 440720

[arva npoussogcrea: 07 2020
lonen go: 07 2023
Konwvecrso: 24317

AHanua swinonxeH no: 3-C05-SP4L-03(UA)-2

MNoxasarenu kavecrsa CneunukauymusHa MOMEeNHT BbiNycka PesyneTate!
.. aHanusa
KonusecrserHoe 3
onpesenstue :
GpumoHnguHa TapTpar OT 1,90 Mr 8o 2,10 mr 8 1-Mn pacTaopa 2.00
(or 95% ao 105 %) - 100
Benaankoxua xnopug o7 0,040 mr 4o 0,055 mr 8 1 mn pacrsopa 0,049
{or 80% a0 110 %) 98
G6vém Hanor or52mnno 58 un 56
Macca onHofl kannu’ or 0,030r 800,040 0,035
LenoctHocTs ynakoaxu He nonxHo 6bits npoTexanva €OoTBETCTBYET |
Chemiké
CepTuthukaT cocrasun il s

! ROMKHOCTL, H. (haMUnUR, NOANUCH
3aknioueHue: Cepus COOTBRTCTBYET NPUMEHUMbBIM mGQTyM cneuunduxaLmm.
)/

Pykosogurents konTpons kauecrsa M. MukyuioHeHe WO ox It
cnbanuce, Aata

C.2m32
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LLC Santonika 4 annex
Veiveriy st. 134 B, LT-46353 Kaunas 3-B00-PR-09-8
Republic of Lithuania

Phone (370 37) 22 67 25, fax 22 36 96, e-mail; santonika@santonika.com

CEPTU®HKAT COOTBETCTBUS No. 04/7-259-20

Hassanue npoayxra / KoHLUeHTpauua: NIOKCOEH® kannu FNA3HbIe PacTBop, 2 mMr/mn
Pasmep ynaxoskw / KoHtburypauuw Tun ynaxosku: Ne1 no 5 MmN 8 GyThiax/ no 5 Mn 80 dinakous
Senoro useta u3 nonuatunewa HUIKOA _NNOTHOCTW C NPO3IPaYHON KanenbHUUeh-Hacankon us

Ne nuueHanu nponasoacTea: 0887
MAH and address:  Q0Q «BAYUI XEJICy
Yxpawha, 01103, r. Kues,

B Bbi {s:1¢]

Perucrpaumonnsin Ne: UA/11660/01/01

Cepus Ne 440720

fara npoussopcrea: 2020-07-13

Foaew po: 07 2023

Konuuecrso: 24317

Ha3seahue peiiceyioiero sewecraa: Taprpar Gpumonuguna
Mpoussogurens AEACTBYIOLEro BelecTsa; Farmak
LAedcrayowero sawecraa cepus Ne.: 01010120
Mpoussoaurtens: 000 "CAHTOHUKA"

yn. Bedsapio 134 B, LT- 46353, Kaynac

NINTBA
PesynsTar aHanusa: Ceprucukar KAYECTBA TOTOBO#A NPOAYKLMK Npunaraerca
OTknoHeHus:
] Hukakix oTnoHeHuil He npousoLuno
X SaperucTpuposanHie CNEeaYIOLME OTKNOHEHUE: Craryc:

OpAHO cywecTeenHoe OTkNOHEHWe 146/S/SVFC2020 Guino

38PErUCTPMPOBAHO B OTHETE OTKNOHEHUR W OTYeTe O ABHHBIX CooTseTCTBYET
CEpHAHOrO npoussogeTsa (BMR). Omver cyusectaentoro
oTknoHenna  146/S/SVFC/2020 npunoxes k nporokony

npouIsoacTea.
KommeHTapuy / Mpumedarus:
Hacroawmm nopTeepxpaio, YTo ara cepus Gbina WIArOTOBMEeHa, BKNIOYAR KOHTPONb
Ka4ecTBa, B NOIHOM COOTBETCTEBMW ¢ Esponedickumu TpeGosanuamu GMP MecTHoro
perynupyiollero opraHa W yrsepxaeHHoi cneundukayuu. MMpoToxonst NPoOMIBOACTBa 1
aHanusa GbiNu PaccMoTpeHsbl W NPU3kaHs! 8 cooTsetcTaKM ¢ GMP,

Mpoaykr, BeinyLyeHHbIi HA priHOK X

Mpoayxr, BinywerHbIR gns TPaHCNOPTPOBKY O

YnonHoMougHHoe nuyo . amunus; E. Nankesuue

Noanuce; Jf Ve

[ara: 2020-08-24




JEPXIIKCITYXBA YKPATHI
JAEP)KABHA CJIYKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIi OBJIACT]

npocriekt Banepis Jlo6aHoBcEKOTO, 5 1, M. Kuis, 031 10, Ten/dpakc: (044) 2753030
E-mail; dls.ko@dIs.gov.ua, Kop €PIIOY 37078774

BHCHOBOK
Npo fIKiCcTh BBe3eHoOro B Ykpainy xikapeskoro 3acoby

28.10.2020 Ne 55847/20/10

JIOKCOEH®

(HakMeHyBaHHS TMIKAPCBKOTO 3ac06Y 3rinHo 3 peecTpauifnum TIOCBiTYEHHsM)
Kpanii oumi, po3unn, 2 Mr/ma, oo 5 mur Y miasmui; no 1 nasmui KapTOHHIH Kopobui

(¢opma Bumycky, ZO3YBaHHS, BU] 11aKyBaHHS TKapceKoro 3aco6y)
Homep peectpauiitroro nocsiguenns UA/] 1660/01/01 crpox nii peecTpanifioro noceimaenns 15.08.2021

Cepis nikapcskoro 3acoy Ne 440720 Kinekicts BBeseroro nixapcskoro 3acoby 5651

Bupo6Hux TOB "Cauronika", JTutpa

(naliMeHyBaHHs BUPOGHHKA JTKapChKOro 3aco0y, Kpaina TIOXOJUKEHHA)

Baeseno B Vipainy Crhinnae YKpaiHchKo-ecToHChKe mianpremMcTBo y ¢opmi ToBapucrea
3 obMe:kenor0 BixmoBigabHicTIO "OnrimMa-®apm, JTI", inenr. xox:
21642228

(naliMenyBanus Ta ko 3a €[IPTIOY opuauHoT ocobn a6o npiseume,
0co6H - ninnpuemus, i micie TIpOHMBAHHS Ta PEECTPAI M HOMep o
nonarkis a6o cepis Ta HOMep miacropra)

iM's, 110 GaTBKOBI Gbizuanoi
GI1iKOBOT KapTKH mnaTHHKa

IIporokon Bisyaannoroe konTpomo six 21.10.2020 M 3554/1.

3a  pesymbratamm  pepxammoro KOHTpO/O ~ BCTaHORJIEHO,

IO  JKapchkWi 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSAM emvor 3aKOHOIIABCTBA MO0 3a6e3neucHHs

AKOCTi MKaPCLKHX 3ac06iB.

3acTymHNK HavabHUKA Bimaimy
HepxaBHoi cyx6u 3 JKapCHKAX 3ac06iB

Ta KOHTPOIIIO 32 HapKOTHKaMH y KniBcsKii / / 3y6apesa H. B.
obuacti 5:*‘/""“““\\ 7
e iy oro K(;H:'pomo) (mmizmac)

(ininiamm Ta npi3BHiLe)

F




- 3

nn “d‘APM.!I()mm{{A”
meamq;mauiﬁwﬁ me 363&1397

J

ALY




P
Min0 322313 !
a BAT Wy pansimband®, 1 Kale :




B BAT S¥uj
| yupsscimlane®, 1 Kiln




AEPXJNIKCIIYKBA YKPATHU
AEPXXABHA CJIY)XBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKIH OBJIACTI

npocnext Basepis Jlo6anorcskoro, 51, M. Kuis, 031 10, Ten/dakc: (044) 2753030
-mail: dis.ko@dls.gov.ua, Koy €IPTIOV 37078774

BHCHOBOK
PO AKICTH BBe3eHOro B Ykpainy JiKapcbKoro 3acoby

28.10.2020 Ne 55584/20/10

JIOKCOEH®

(HaliMEHYBaHHA TiKAPCHKOTO 3aco6y 3rimHo 3 peectpauiiuumm TIOCBiTYEHHSAM)
KpanJi ouHi, po3unn, 2 Mr/mi, oo 5 mi Y nasmui; no 1 nasmui B kapronnii Kopooni

(dopma Bumycxky, n03yBaHHS, BHI NaKyBaHHI NiKapChKOro 3acoby)
Homep peecrpaniiinoro noceizaenns UA/11660/01/01 CTPOK Aii peecTpauiiinoro noceixgenns 15.08.2021
Cepist nikapcekoro 3aco6y Ne 460720 Kinpkicts BBe3eroro nikapcskoro sacoby 5653

Bupo6auk TOB "Canronika", JTutsa

(HadtMenyBauHs BUpoGHHKa JiKapCeKOro 3acoby, kpaiHa TIOXOIKEHHS)
Bae3eHo B Vkpainy CoinbHe ykpainchko-ecronchKe nianpueMcTBo y dopmi TOBapHUCTBA

3 obMesKeHO10 BiAMOBiNANLHiCTIO "Onrima-®apm, JITI", inenr. kox:
21642228

(Haitmenypanus Ta xox 3a €JIPIIOY IOpPHAMIHOI 0CO6H a0 Mpi3BumIE, iM's, MO 6aTHKOBI (hizuanoi
0co6u - nianpuemus, if Micie npoxuBaHHs Ta PeecTpauiiHuit HoMep 0611ikOBOT KAPTKY ILIaTHHKA
noziarkis a6o cepis Ta Homep nacrnopra)

Hpotokon Bisyansnoro kontpomo iz 20.10.2020 N 3517/1.

3a pesymbTataMu  mepxaBHOro KOHTPOJIO BCTaHOBNEHO, IO JHKApCHKMI 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSAM BumMor 3aKOHOAABCTBA IMOAO 3a0e3neYeHHs AKOCTi JHKapChKMX 3aco6iB.

3acTynHHK HavaTbHEKA Bimainy
HepxasHoi ciyxGu 3 Tikapchkux 3aco6iB

. 2 3y6apesa H. B.
Ta KOHTPOJIO 33 HAPKOTHKAMH y KuiBchKiit / /
obmacri . Tl v/, )
(nogﬁ]'/o%deéﬂ;g iﬁ’ﬁw nef)g‘x'\ncsﬂom KOHTPOIO) (nmixnuc) (iHiuiamu Ta npi3BuILe)
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