Honatox 29

1o Ilopaaxy npoBeacHHsS eKCIEPTH3H |
peecTpalliifHIX MaTepianiB Ha JiKapchKi
3aco0u, 10 TOAIOTLCS! HA JEPKABHY
peecTpaniio (IepepeecTpanio), a TaKoxK
EKCIIEPTH3H MaTEPiajliB PO BHECCHHHA
3MiH JI0 peecTpaniifHux Matepiaiin
IPOTATOM il peecTpaliiHoro

1. Ha3Ba nikapcekoro 3aco0y (3a HasBHOCTI

ITOCBIIYEHHSA
(myHKT 4 po3ainy V)
3BIT
PO AOKJIIHIYHI JOCTiIKeHH
KAPJIOPUTM
(KARDORITM)

- HOMEpP PEECTPaIliHHOTO MOCBIIYEHHS):

TabJICTKU, BKPUTI IUTIBKOBOK 000JIOHKOIO
5 wmr, 10 Mr

1) THII TIIKapCBKOTro 3aco0y, 3a AKUM
poBOIMIIacsA abo IITaHy€eThCs PeECTpallis

T'EHEPUYHHAN JIKAPChKUM 3ACIB

2) mpoBeieH1 TOCIIIKECHHS

TaK X Hi SKINO Hi, OOIPYHTYBaTH

Bracui TOKJTIHIYHI IOCIIPKEHHS HE
IIPOBOJIMJIMCH,  BPaxOBYIOYM  3asBJIICHMH  THII
JKapcpKoro  3aco0y, a camMe: TeHepHYHHI
NiKapchKuid 3aci6. Bigmoinno mo {A63ay oes'smuil
nionyuxkmy 2 nionynxmy 1.3 nynkmy 1 poszoiny III ¢
peoaxyii Haxazy Minicmepcmea OXOPOHU,
300pos's Ne 1528 6i0 27.06.2019}:

I I“BHGpHKiB HE HATarOTLCA PE3YIBTATH BJIACHUX

TOKCHKOJIOTTYHHX Ta (dapMaKoJoTiIHIX
BunpoOyBanb  ab0  KIIHIYHMX  JIOCIi/KEHB.
Pesynbratu JOCIIKEHb €KBIBaJICHTHOCTI

reHEepUKIB/TIOpUIAIB BKIIOYalOTECS y posain 5.2.1
MOy 5 (IPOBOAMIIMCE MOPIBHSUIBHI TOCTIIKECHHS
p03qni{eHHﬁ in vitro 3a mpomenypoio Gioseiisep,
BIAOBIIHO  JO  KIacy  pPO3YMHEHHA  JIIIOYOi]
PECUOBHHH).

2. ®apMakoioris:

BacHi JOKIIHIYHI JOCTiIKEHHS He IPOBO/HIIHCE

1) nepeuHHa apmakoguHaMiKa

Bracui ZOKIIHIYHI JOCTIIDKEHHS HE IPOBOANIIHCE

2) BTopuHHa (apMakoHHaMiKa

BracHl JOKIIHIYHI NOCHIPKCHHS HE IPOBOIHIIHCE

3) dhapmaxomoris 6e3nexu

BracHi TOKIIIHIYHI JOCITI/UKCHHS HE MPOBOIUIHCEH




4) papmakoiuHamMiuHI B3aeMOIi1

BacHi JOKTIHIYHI JOCITIKEHHS HE IPOBOIHIIHCE

3. @apMaKoKiHETHKA:

1) aHaniTHYHI METOMKY Ta 3BITH 110710 TX
BaJIigamii

BiiacHi IOKTiHIYHI JOCTI/PKEHHS e IPOBOIHIIHCE

2) BCMOKTYBaHHS

BliacHl TOKJIHIYHI JOCHIDKEHHS HE TIPOBO IHIIUCE

3) po3noain

BiacHi JOKJIIHIYHI JOCIDKEHHS HE TIPOBOTHIINCEH

4) merabomnizm

BracHi JOKIIHIYHI JOCII/KEHHS HE IIPOBOIHIIHCE

5) BUBeJIEHHS

BriacHi JOKTiHIYHI JOCTIIKEHHS! HE IPOBOIHIIACE

6) GpapMakoKiHeTHYHI B3aeMOIi1
(moxmiHIYHI)

BriacHi JOKJIIHIYHI JOCTIPKEHHS HE IPOBOIHINCE

7) iHmi papMakOKIHETHYHI JOCII/KEHHS

BiacHi JOKIiHIYHI JOCIIDKEHHS HE TIPOBOJMIACH

4. Toxcukosoris:

1) TOKCHYHICTB y pasi 0/IHOPa30BOI0
BBEICHHS

BracHi TOKTiHIYHI JOCTI/DKEHHS He IPOBOIHIHCH

2) TOKCHYHICTH Y pa3i IOBTOPHUX BBEICHD

BiacHi TOKTiHIYHI TOCII/KEHHsI HE IIPOBOMIHCH

3) reHOTOKCHYHICTE:
in vitro

BiacHi JOKIIHIYHI TOCTIPKEHHS HE TTPOBOIMIICEH

in vivo (BKJIIOYAIOYH TOAATKOBY OLIHKY 3
TOKCUKOKIHETHKH )

BracHi JOKTiHIYHI JOCIKEHHS HE IIPOBOIHIINCE

4) KaHLICPOreHHICTE:

BiacHi JOKIIHIYHI JOCTIIPKEHHS HE IIPOBOAMIINCE

TOBTOCTPOKORI JIOCIIPKEHHS

BracHl JOKIIHIYHI JOCHI/PKEHHS HE IPOBOIMINCE

KOPOTKOCTPOKOBI JIOCII IDKEHHS]
00 TOCITIDKEHHS CepeIHbol TPHBAIOCTI

BracHi DOKTiHIYHI JOCHIPKEHHS HE IPOBOIMINACH

MOJIATKOBI JIOCII IAKEHHS

BiiacHi ZOKITIHIYHI JOCTIKEHHS HE MPOBO/IMIIMCE

5) penpoAyKTHBHA TOKCHYHICTE Ta
TOKCHYHHI BIUTHB HA PO3BHTOK IIOTOMCTBA!

BracHi JOKTIHIYHI JOCHI/KEHHS He IPOBOIUIINACH

BILIUB Ha QEepPTHILHICTD 1 paHHii
eMOpiOHATEHIH PO3BUTOK

BiiacHi TOXTiHIYHI TOCNIIIMKEHHSI He TPOBOIMIHCE




eMOpPIOTOKCHYHICTE

BracHi JOKIIHIYHI JOCITIKEHHS HE TIPOBO/IHIIHCE

[peHaTaIbHa 1 TOCTHATATLHA TOKCUYHICTD

BracHi JOKIIHIYHI JIOCTIKEHHS HE TPOBOIUIINCE

JIOCTIJIKEHHS, TIPH SKUX TIpernapat
YBOJUTLCA IIOTOMCTBY (HECTATEBO3PiIHM
TBaApHHaM) Ta/abo OLIHIOETLCS BijaIeHa
st

Biacui JOKIIIHIUHI JOCTIKEHHS HE IPOBOINIIHCE

6) MiclieBa MepeHOCHMICTh

BracHi 1OKITHIYHI T0CHiKEHHS He TIPOBOIHITHCE

7) JIOJIATKOBI JIOCTIIKEHHS TOKCHYHOCTI:

Bracui 1OKIIHIYHI TOCTIKEHHS He IPOBOIHITHCE

AHTHI€HHICTE (YTBOPEHHS aHTHTI))

BriacHi JOKJITHIYHI TOCTIKEHHS HE TIPOBOIHIIMCH

IMYHOTOKCHYHICTE

BiiacHi JOKJIIHIYHI TOCIIKEHHS HE TIPOBOIHIINCH

TOCITIDKEHHS MeXaHi3MiB Jit

BnacHi JOKJIHIYHI JOCTIKEHHS HE TIPOBOIAIIHCH

ITiKapchKa 3a1eKHICTh

BrnacHi JOKIIHIYHI IOCII/PKEHHS HE IPOBOIMIINCE

TOKCHYHICTH META0OITITIB

BrnacHi NOKNIHIYHI JOCTIPKEHHS HE IPOBOIMIINCE

TOKCHYHICTE JIOMIIIIOK

BiiacHi JOKIIHIYHI JOCTI/PKEHHS HE IPOBOJUINCE

2000 (5

BrnacHi TOKNIHIYHI JIOCIIPKEHHS HE TIPOBOIMIINCE

5. BHCHOBKH 11010 TOKIIHIYHOIO BUBYEHHS

BracHi TOKTiHIYHI JOCTIIKECHHS HEe TPOBOIMIIMCE, 3
OIJIsAly Ha 3asBJICHUH THII JIIKapChKOTO 3aco0y
(0OrpyHTYBaHHS HalaHO BHIIE).

3asiBHUK (BIaCHHUK

peecTpaniiHoro
HOCBIAYCHH) 7 (finnic)
: ITipceka O.A.
(IL 1. B))

{Ilopaoox Odonosneno nosum [lodamxom
300poe'a Ne 1528 6io 27.06.2019}

29 3ziono 3 Haxaszom Minicmepcmea oxoponu




Jlopatox 30
1o Ilopsaxy mpoBeieHHs eKCIIePTH3H
peecTpaliiiHuX MaTepiaiiB Ha JIKapehKi
3aco0M, 110 TOJIAIOTHCS HA JICPIKABHY |
peecTpanio (IepepeecTparito), a TakKox |
eKCIICPTH3H MaTepiaiB PO BHECCCHHS
3MIH JIO peccTpalliiHuX MaTepiaiip
NPOTAroM Jii peecTpaliifHoro
IIOCBIIUCHHS |
(rrynxr 4 posainy [V) |

3BIT

Hpo KJIiHiYHe BUIIPOOYyBaHHH

1. Hasga nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEp PeeCTpaliifHOro MOCBITYCHHS)

KAPJTOPUTM

(KARDORITM)
Ta0JIeTKH, BKPUTI ILTIBKOBOIO 000JIOHKOI0 5 MI'

HOBEJI IJTIAY ITA3APJIAMA BE CAHAI JIT/,.

s SATE IIIPKETI, Typeuunna/
NOBEL ILAC PAZARLAMA VE SANAYII
LTD. SIRKETI, Turkey

3. Bpo6HuK HoOen Inau Camai Be Timkaper A.lllL,

Typeuunna/Nobel Ilac Sanayii ve Ticaret A.S.,
Turkey ' '

4. TlpoBejieH1 JIOCIIDKEHHS

Tak X HI  SKIIO Hi, OOIpyHTYBATH

BrnacHi ki1iHIYHI J0OCHIIKEHHS He IPOBOJMIIKCE,
BPaxOBYIOUH 3asBIGHHH THIN Jikapchkoro 3acoby, a
caMe: TeHepWuYHHMH nikapcbkui 3aci6. BiamorigHo no
{Ab3ay oes'smuii nionynxmy 2 nionyuxmy 1.3 nynxmy I
posoiny Il e pedaxyii Haxazy Minicmepcemea oxoponu|
300pos’a No 1528 ¢io 27.06.2019}:

«IUISl TEHePHKIB HE HAMAIOThCSA pPEe3yJbTaTH BIACHHX
TOKCHKOJIOTIHHMX Ta (JapMaKoNOridHHX BHIPOOYBaHb
ab0 KITIHIYHUX JOCTIIKEHEY.

Pesynbrati JOCHi/KEHB EKBIBAJEHTHOCTI HafaHi V|
pozmimi 5.2.1 moaynas 5 (NpOBOAMIMCE TOPIBHSJIbHI
JIOCJIPKEHHSI PO3YMHEHHS in Vitro 3a 1poueaypor
OioBeiiBep, BIANMOBITHO [0 Kjiacy PO3YMHEHHS AiOYOil
PEHOBHHMU).

1) Tun nikapcbkoro 3acoly, 3a SKUM
poBoOIHIacs abo MIaHYETLCS peecTpallis

IT'EHEPUYHUMA JIIKAPCHBKHM 3ACIB

5. IloBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBaHHS,
KOJIOBaHHI HOMEp KIIHIYHOTO
BUIIPOOYBAHHS

BiacHi KTiHIYHI JOCTIKEHHS HE POBOJIAIHCS.

6. ®a3za KIHIYHOTO BUIIPOOYBAHHS

BracHi KTiHIYHI JOCTIKEHHS HE TPOBOIHIIHCE.




7. Ilepioy mpoBeACHHS KIIIHIYHOTO
BUIIPOOYBAHHA

BracHi KIiHIUHI TOCTIDKEHHS HE TTPOBO,THITHCE.

8. Kpainu, ne npoBoauiocs KiiHIYHE
BUIIPOOYBaHHA

BiiacH1 KIIHIYHI IOCITIJUKEHHS He IIPOBOIHIIKC.

9. KinbKicTh A0OCIHIKYBAHHX

BiacHi KITHIYHI TOCITIHKEHHS HE TPOBO/IHITHCE.

10. Mera Ta BTOPUHHI LI KJIHIYHOTO
BUIIPOOYBaHHS

BracHi KJIIHIYHI TOCTIIKCHHS HE TIPOBO/THIIHCE.

11. JInzaiin kniHiYHOro BUIIPOOYBAHHS

BracHi KIiHIYHI JOCHIKEHHS HE IPOBO/IHIIHCE.

12. OCHOBHI KpHTEPIi BKIFOUEHHS

BracHl KIiHIYHI JOCTIKEHHS HE IPOBO/IHITHCE.

13. JlocniukyBaHuii gikapcbkuit 3acio,
criocid 3acTocyBaHHs, cHia il

BracHi KJIHIYHI JOCIIMKEHHs HE TPOBOJIUITHCE.

14. IlpenapaT mopiBHSHHS, 4034, CII0CiO
3aCTOCYBaHHA, CHIIA JTii

BiacHi KJIiHIYHI JOCIIJKEHHS He TPOBOIHIIHNCH.

15. CynyTtus tepamnis

BilacH1 KJITHIYHI JTOCIIJDKEHHS He IPOBOMIIACH.

16. Kpurepii omiHky e)eKTHBHOCTI

BiacH1 KIIHIYHI JOCTIPKEHHS HE TPOBOJIMIIHUCE.

17. Kpurepii oiinku Oe3neku

BiacHi KTHIYHI JOCTIHKEHHS HE TIPOBOTHITHCE.

18. CratucTrydi MeToqu

BiiacH1 KJIHIYHI JIOCIJKEHHS He IPOBOTMIIMCE.

19. Hemorpadivmi moKa3HuKHA
TOCITIKYBaHOI Oy IANii (CTaTh, BiK, paca,
TOITIO)

BiiacH1 KJIHIYHI JIOCHKEHHS He IPOBO/IMIIMCE.

20. Pezynsrati eeKTHBHOCTI

BiracHi KIHIYHI AOCIXKEHHS He IPOBO/IHIIHCE.

21. Pe3yneTaTi Ge3mexu

BiacHi KiHiuHI TOCHTiIKEHHS HE TPOBO/THIINCE.

22. BUCHOBOK (3aKIJIFOUCHHS)

BrnacHl KIiHIYHI JOCAIKEHHS HE NPOBOIMIUCE. 3

3asBHHK (BIaCHHK
peECTpalifHOro IMTOCBiTUYeHHS)

OruIsiTy Ha OOIPYHTYBAHHS Ha/laHE BHIIC.

{Ilopsidox oonoeneno nosum Jooamxom 30 32iono 3 Haxaszom Minicmepcmea oxopoHu

300poe’a Ne 1528 ¢io 27.00.2019}

- (mimmc)
[lipceka Onbra

(L1 B.)




Jonarox 30

1o Topsiiky npoBeieHHS eKCTIEPTH3H

peecTpalifHuX MarepialiB Ha JIKapCehKi
3aco0H, 1110 OJAl0THCS Ha JIePIKABHY |

peccrpalliio (nmepepeecrpartiio), a Takox
€KCIIePTH3U MaTepiasiB MPo BHECCHHS '
3MIH 10 peecTpaliiiHux MaTepianis |
IPOTSTOM il peecTpamiiHoro |
[IOCBI/[YEHHS |

(myukt 4 pozminy 1V) |

3BIT

npo KJiHiyHe BUNPOOYBAaHHSA

1. Ha3ga nikapcekoro 3aco0y (3a HasBHOCTI
- HOMEP PEECTPaIiifHOTO MOCBITYCHHS)

KAPJTOPUTM

(KARDORITM)
Ta0JIeTKH, BKPHTI ILTIIBKOBOIO 000/10HK010 10 MI

HOBEJI ITAY ITA3BAPJIAMA BE CAHAI JIT/L.

(R IITPKETI, Typeaamma/
NOBEL ILAC PAZARLAMA VE SANAYII
LTD. SIRKETI, Turkey

3, Bupo6umK HoGen lnau Canai Be Timkaper A.lll,

Typeuunna/Nobel Ilac Sanayii ve Ticaret A.S.,
Turkey

4. I1poBseaeni D0CiPKEHHS:

Tak X Hi  SKIIO Hi, OOTpYHTYBaTH

BrnacHi KJIiHIYHI JOCHIUKEHHS HE MPOBOAMIIMCH,
BPAaxOBYIOUM 3asABJIEHUH TUIl JIKApCBKOro 3zacody, a
caMme: reHepuuHHMH Jikapchkuii 3aci®. BiamorinHo no
{Ab3ay oee'smuii nionynuxkmy 2 nionyuxmy 1.3 nynxmy I
posoiny III ¢ pedaxyii Haxazy Minicmepcmea oxoponu
300pos’st No 1528 gio 27.06.2019}:

I TEHepHKIE He HaJaloThCs pPe3Y/IbTAaTH BIACHHX
TOKCHKOJIOTIYHHX Ta (hapMakojoriyHux BUIpoOyBaHb
a00 KIIHIYHHX JOCIIiKEHbY.

Pe3yneTaTH [OCHiIpKeHb €KBIBAJEHTHOCTI HafaHi y
posaimi 5.2.1 mopynas 5 (NpOBOAMIMCH TMOPIBHSIbHI
AOCIIDKEHHs PO3YMHEHHS In VItro 3a mnpoleayporo
GloBeiiBep, BIANOBIAHO A0 KIAaCy PO3YMHEHHS 1I0YO]
PEUYOBHHH).

1) Tun nikapcbkoro 3acody, 3a AKHM
[IpoBOAMIIACS a0 IJIAHYETHCS peecTparlis

I'EHEPUYHHUMA JIIKAPCHBKHUM 3ACIB

5. lloBHa Ha3Ba KJIIHIYHOTO BUNIPOOYBaHHS,
KO/IOBaHHH HOMEp KIIIHIYHOTO
BHITPOOYBaHHS

BracHi KIIHIYHI JOCTIKCHHS HE TIPOBOIHITHCE.

6. Maza KIIHIYHOTO BUIIPOOYBAHHS

BracHi KJIHIYHI JOCTIKEHHs HE IPOBO/IHIIHCE.




7. llepioj npoBeAeHHS KIIHIYHOTO
BUITPOOYBaHH s

BracHi KIIHIYHI JOCTIHKEHHS He TPOBOHIUCE.

8. Kpaiuu, je 1poBoaunocs KIiHIYHE
BUIIPOOYBaHHHA

Bnacui kininigni 0CIIKCHHS HE TIPOBOIHIIHACE.

9. KisibKicTh JOCTIIKYBaHHX

BiiacH1 KIHIYHI JOCITIHKCHHS HE TIPOBOINIIHCE.

10. Meta Ta BTOPHHHI 11111 KJITHIYHOTIO
BHUITPOOYBAHHS

BiiacHi KIIHIYHI JOCTIUKEHHS HE TIPOBO/IHIIHCE.

11. Jlu3aiin KaiHIiYHOTO BUIPOOYRAHHS

BracHl KIiHIUHI JOCHIKEHHS HE IIPOBOJIMIIHCE.

12. OcHOBHI KpUTEPil BKIFOYEHHS

BnacHi KIiHIYHI JOCTIKEHHs He ITPOBO/IMIIUCE.

13. HocnimxyBanuii JikapebkHii 3acib,
croci0 3acTocyBamHs, CHIa il

BiacHi KIIHIYHI JIOCIIJDKEHHS HE TPOBOIIINCE.

14. IIpenapat mopiBHIHHS, 1034, CIIOCIO
3aCTOCYBaHHs, CHIA Jii

BracHi KIiHIYHI JOCTIDKEHHS HE POBO/IHIIUCE.

15. CynyTHs Tepartis

BiiacH1 KJIHIYHI JOCIIPKEHHS HE IIPOBOIHIHCE.

16. Kpurepii ouinku e)eKTHBHOCTI

Bnacui KIiHIYHI JOCIIKEHHS HE TIPOBOIUIINICE.

17. Kpurepii ominku 6e3nexku

BriacHi KNHIYHI JOCTKEHHs He IIPOBOIUIIUCE.

18. CraTHCcTHYHI METOIH

BrnacHi KITiHIYHI JOCITKEHHS HE IPOBOIAINCE.

19. Jlemorpadivni moKasHHKH
MOCTiIKYBaHOT MOMYJIAIT (cTaTh, BiK, paca,
TOIII0)

BracHi KITiHIYHI JOCNTITKEHHS HE TPOBOIIIINCE.

20. PesynpTaTé e)eKTUBHOCTI

BracHi KJIiHIYHI TOCTIIKEHHS HE MPOBOIHINCE.

21. PeaynbpraTu Oe3nexku

Brachi KJIiHIYHI JOCTIIKSHHSI HE TIPOBOIUIKCH.

22. BHCHOBOK (3aKIIIO4EHHs)

OTJIsiAy Ha OOTPYHTYBaHHS HaJaHE BHIIE.

3asBHUK (BIaCHHK
peeCTpaliifHOrO NOCBITYEHHS)

e ) ,//
//

s

{Ilopsoox oonosneno nosum Jooamrxom 30 s3eiono 3 Hakasom Minicmepcmea oxoponu

300poe'st Ne 1528 gid 27.06.2019}

(" (uiguc)

[Tipceka Onbra

(IL L B.)

—-—

BiiacHi KIiHIYHI AOCHKEHHS HE NPOBOJMIMCH. 3




