Honarok 29

1o [lopsaaky npoBeneHHs eKCIepTH3H
peecTpauiiHuX MaTepialiiB Ha JiKapehbKi
3aco0u, 110 NOJAIOTHCS HA JAEPIKABHY
peecTpaniio (mepepeecTpartio), a Takox
eKCIIEPTH3H MaTEPiaiB IIPO BHECEHHS
3MiH JI0 peecTpalifHuX MaTepialip
IPOTATOM Ail peecTpamiiinoro
TOCBiTUEHHS

(mynkT 4 posainy IV)

3BIT

PO JAOKJIHIYHI J0CTiIKeHHS

1. HasBa nikapcekoro 3aco0y (3a HasBHOCTI
- HOMEp peccTpaLiifHOTO MOCBIYeHHS]):

ITPOTOITAH
(PROTOPAN)
MOPOIIOK MJIA PO3YHHY sl iH’ exkniit 40 mr

1) Tan nikapceKoro 3acoly, 3a IKUM
[IPOBOIMIACH 200 IUIAHYETHCS PeecTparlis

IT'EHEPUYHUM JIKAPCHLKHUI 3ACIB

2) IpOBEIEH] TOCITiIKEHHS

TaK X Hi SIKIIO Hi, OOIpyHTYBaTH

Bnachi JOKJTIHIYHI JOCHIIKSHHS He
IPOBOJIMJINCE,  BPAXOBYIOUH  3asBICHHH  THII
JmKapceKoro  3aco0y, a came: TeHepHYHHI
nmikapceKkuit 3aci6. Bingmosinuo no {463ay dee'smuil
nionyuxmy 2 nionyukmy 1.3 nynkmy 1 posdiny Il ¢
peoarxyii Haxasy Minicmepcmea OXOPOHU
300pog'a Ne 1528 6io 27.06.2019}:

1A FeHepHKiB HC HaAalOTbCA PE3YJIbTATH BJIACHHX|

TOKCHKOJIOTTYHHX Ta (hapMaKoIOTIYHHX
BUNpoOyBaHbL  a00  KIIHIYHHX  JIOCIIIKEHb.
PesyneraTi JOCIIDKEHD eKBIBaJICHTHOCTI

TeHEepHUKIB/TIOPUAIB BKIIOYAIOTECH y posain 5.2.1
momynst 5. JocmimkeHHss Ol0eKBIBaJEHTHOCTI He
IIPOBOAMIIMCE BiJMOBiIHO Ji0 BUMOr KepiBHHUIITBA|
no po3uuHiB opansHux CPMP/EWP/QWP/1401/98
Rev, 1/ Corr **.

2. @apmakosoris:

BriacHi JOKTIHIYHI OCTIHKEHHS HE IPOBOIMIMCE

1) neprunHa hapMako uHAMIKa

BracHi 1oKIiHIUHI JOCTIIKEHHS HE ITPOBO/IIHCE

2) BTOpMHHA (papMaKkoJAMHaMiKa

BriacHi JOKIIHIYHI JOCTIKEHHS HE TPOBOINITHCE

3) hapmakosoris Oe3nexu

BracHi JOKIIHIYHI JOCTI/DKEHHS HE TTPOBOIHIINCE

4) papmaxkoguHaMIuHI B3aeMOiT

BracHi JOKTIHIYHI JOCTIKEHHS He IPOBOIHIIMCE




3. ®apMakoKiHeTHKA:

1) aHAMITHYHI METOIMKH Ta 3BITH 11010 iX
BaIl Al

BriacHi JIOKIIHIYHI JOCHIKeHHS He MPOBOIHINCE

2) BCMOKTYBaHHS

Brachi JOKJIHIYHI TOCIUKCHHS HE POBOIUINCE

3) po3noain

BiacHi JOKIIHIYHI JOCTI/PKCHHS HE IIPOBO/IHIIHNCE

4) metabonizm

BracHi JOKIIIHIYHI JOCTI/PKEHHS HE NIPOBOHINCEH

5) BUBEICHHS

BracHi JOKTIHIYHI JOCTIKEHHS HE IPOBOIHIIHCE

6) dapmaxokineTHYHI B3aeMomil
(JToKTiHIYHI)

BiacHi TOKIIHIYHI JIOCHIJKEHHS HE IPOBOIHIIHCE

7) 1HIO1 (papMaKOKIHETHYHI JOCIIIKEHHSI

BracHi JOKIIHIYHI IOCTIDKCHHS HE IIPOBO/IHIINCE

4. Toxkcuxkomorig;

1) TOKCHYHICTE Y pasi 0JIHOPa30BOro
BBC/ICHHS

BracH1 TOKIIHIYHI TOCTIIKEHHS HE TPOBOMIACE

2) TOKCHYHICTB y Pa3i HOBTOPHHX BBEJIEHD

BracHi ZOKIIHIYHI TOCTIKEHHS HE IPOBOIHIINCE

3) reHOTOKCHYHICTE:
in vitro

BiiacHi JOKIHIYHI JOCIIKEHHS HE IIPOBOIHINCE

in Vivo (BKIIKOYArOYX JT0JaTKOBY OIHKY 3
TOKCHUKOKIHETHKH)

BiacHi TOKIIHIYHI TOCTITKEHHS HE MTPOBO,IHIHCEH

4) KaHIIEPOT'e€HHICTh:

BiiacHi JOKIIHIYHI TOCHTIKEHHS HE IPOBOHIINCE

HOBFOCTpOKOBi ,[[OCHi,H}KeHHH

BracHi JOKIIHIYHI JOCIIIPKEHHS HE IPOBOIMIIMCEH

KOPOTKOCTPOKOBI JIOCHIJDKEHHS
a00 JOCHIIKEHHS cepe/IHROT TPHBAIOCTI

BiiacHi TOKTIHIYHI TOCTIHKEHHS HE TIPOBOJIMINCE

T0JIATKOB1 JOCIIKEHHSA

BilacHi JOKIIHIYHI TOCTIDKCHHS HE TTPOBOIHIINCE

S) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHIA BIUTHB HA PO3BHTOK ITOTOMCTBA:

BracHi JOKIHIYHI JOCI/DKEHHS HE TPOBOIHINCH

BIUTMB HAa (epPTHILHICTE 1 paHHiiH
eMOpioHANBLHIH PO3BHTOK

BracHi JOKIIHIYHI JOC/I/DKCHHS HE ITPOBO/IHIINCH

eMOPIOTOKCHYHICTh

BiiacH1 JIOKIIHIYHI JIOCII/DKEHHS He ITPOBOIHINCH




npeHaTajbHa 1 IOCTHATAIbHA TOKCHYHICTh

Brachi JOK/IHIYHI TOCT/UKEHHs HE TIPOBOININCE

JOCIIIKEHHS, IIPH SIKHX [Ipenapar
YBOJIUTLCS IOTOMCTBY (HECTATEBO3PLIMM
TBapHHaM) Ta/abo OLIHIOCTLCA BinaneHa
s

Biachi ZOKIIHIYHI JOCHIIKEHHS HE IPOBOIHINCE

0) MiclieBa IePeHOCHMICTh

BiiacHi DOKIIHIYHI JIOCTIDKCHHS HE IIPOBOIHIIICH

7) 1OJaTKOBI JOCIIIKEHHS TOKCHIHOCTI:

BiacHi TOKIIHIYHI JIOCTIKEHHS HE POBOIHIHCEH

AHTUIEHHICTH (YTBOPCHHS aHTHTLII)

Brachi JOKJIHIYHI JOCIIUKEHHS HE IPOBOIHINCD

IMYHOTOKCHYHICTE

BiacHi ZOKIIHIYHI JOCIDKEHHS HE IIPOBOJMINCE

TOCIIJKEHHS MeXaHi3MiB it

BiiacHi JOKIIIHIYHI JOCTI/PKEHHS HE IIPOBOMINCE

MiKapchKa 3aIe)kHICTh

BracHl JOKIIHIYHI TOCTI/PKEHHS HE TIPOBOMIIMCE

TOKCHYHICTE METa0OJIITIB

BriacHi JOKIIHIYHI JOCTIIKCHHS HE IPOBOMIIHCE

TOKCHYHICTE JOMIIIIOK

BracHi IOKIJIHIYHI TOCTIPKEHHS HE TPOBOIAIHCEH

ine

BracHi TOKIIHIYHI JIOCTIKEHHS HE TIPOBOIHIINCE

5. BHCHOBKH IDOI0 JOKIIHIYHOTO BHRUYCHHS

BracHi JOKJIIHIYHI JOCHIKEHHS HE IPOBOIMIKCE, 3
OTTIA/TY Ha 3asBICHHH THII JIIKAPCHKOTO 3ac00y
(oOIpyHTYBaHHS HaJlaHO BHIIE).

3adBHHK (BIACHHK
peecTpartiifHoro

MOCBITUCHHS)

{Ilopaoox Oonoenerno Hoeum [lodamrom
300pos'a Ne 1528 gio 27.06.2019}

(rrizmic)

%T’:‘ fﬁpcska 0.A.

(1. 1. B.)

29 3ciono '3 Haxaszom Minicmepcemea oxoponu




Honatox 30

1o Ilopsaaxy npoBeeHHs eKCIIEPTU3U
peecTpanifiHuX MaTepiaiB Ha JTiKapchKi
3acobu, 1110 NOAAIOTHCA Ha JIepPIKaBHY
peecTpariio (IepepeecTpaitiio), a Takox
€KCIIEPTH3H MaTepiajiB [P0 BHECEHHS
3MiH JI0 peecTpauiiHuX MaTepialin
IIPOTATOM JIii peecTpauiinoro
[IOCBiqYeHHS

(mynkT 4 po3uiny IV)

3BIT

Npo KJiHIYHEe BUNPOOyBaHHSA

1. HasBa nikapcbkoro 3aco0y (3a HasBHOCTI
- HOMEp PEECTPaIliftHOrO MOCBIIYEeHHS)

IMPOTOITAH
(PROTOPAN)
MOPOIIOK UIA PO3YHHY s iH’exkuii 40 mr

2. 3agBHUK

Abpun @opmyneitmns [Ter. Jltn./
Abryl Formulations Pvt. Ltd.

3. BupoOHuk

Abpun JIaboparopis [paiiser Jlimitesn/

Abryl Laboratories Private Limited

4. TIpoBeJieH1 JIOCHI/PKEHHS:

Tak X HIi  SKIIO Hi, OOIpyHTYBaTH

Buiachi KJIIHIYHL JIOCIIJKEHHS He
[IPOBOJMJINCh,  BpPaxOBYKOYM  3asABJIEHHH  THII
JmiKapceKkoro  3acofy, a caMme: TIeHepUYHHUH
mKapcbKui 3acid. BianorinHo no {463ay oes'smuii
nionyuxkmy 2 nionyuxmy 1.3 nyuxkmy 1 posoiny Il &
peoaryii Haka3zy Minicmepcmea OXOpPOHU
300pos's Ne 1528 gid 27.06.2019):

«ONA  2eHepuKié He  HAOAIOMbCA  pe3yabmamu
BIACHUX MOKCUKONOTYHUX Md  (HapMaKono2ivHuxX
eUNPOOYEaHD avo KAIHIYHUX ~ Q0CNI0NCeH.
Pesynemamu  docnidowcenv  bioexgisanienmmuocmi
eenepuxie/2ibpudie exmouaiomecs y po3oin 5.2.1
MO0V I,

Bionogiono oo eumoe Hacmanosu CT-H MO3Y
42-7.2:2018: «JlocmimkeHHs O0l0eKBIBAJIEHTHOCTI,
K TpaBWIO, HE € HEOOXIIHHUMH,  SKILO
JOCIIDKYBaHUl JIIKapChKUi 3aci® BBOAMUTBCS K
BOAHHMH BHYTPIIIHHOBEHHHH pO3YMH, IO MICTHTH
TaKy X aKTHBHY PE€YOBHHY, IO 1 3aTBEP/KCHUN Ha
JMaHWi vac Jikapcekuit 3acié». Y 3B’A3Ky 3
BUIIE3a3HAYCHUM, Y BIMOBIHUX  pO3iTax
peecTpaliifHOro J0ChE€ HANAKOTHCH IMOCHIAHHS Hal
pedepenTHHii nikapcbkuii 3aci6 Protium i.v. 40 mg




powder for solution for injectiony.

1) Tun sikapcpkoro 3aco0y, 3a SKHM
npoBoauIacs ado IJIaHY€EThCs PeECTpallis

'EHEPUYHUH JIKAPCHKHH 3ACIB

5. lloBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBAHHS,
KOJJOBAHUH HOMED KJIIHIYHOTO
BUIIPOOYBaHHS

BiiacH1 KJI1H1YHI JIOCKEHHS HE TIPOBOIUINACE.

6. @aza KIHIYHOTO BUIIPOOYBAHHS

BracHi KIIHIYHI JOC/II/PKEHHS HE MPOBOIHIHCE.

7. Ilepio npoBeIeHHS KIIHIYHOTO
BUIIPOOYBaHHs

Bracui KIiHIYHI JOCIIIIKEHHS HE IPOBOHINCE.

8. Kpaiuu, ne nposoauiocs KiiHidHe
BUIIPOOYBaHHS

Bracui KIiHI4HI JOCHIXKEHHS HE POBOIHUIHCE.

9. KinbKicTh JOCHIJIKYBaHUX

Bilacni KIiHI4HI JOCHI/DKEHHA HE TPOBOIAIINCE.

10. Meta Ta BTOpHHHI 1111 KJIiHIYHOIO
BUIIPOOYBaHHSI

BriacHi KIiHIUHI TOCHIKEHHS HE POBOIHIKCE.

11. JIn3aiid KIiHIYHOTO BUNIPOOYBAHHS

BriacHi KIIiHIYHI JIOCHIKEHHS! He TPOBOIHIIHCE.

12. OcHOBHI KpuTEpil BKIIOYCHHS

BiiacHi KIIHIYHI JOCHIPKEHHs He TPOBOIUIIHCE.

13. JlocijukyBaHuii TikapchKuii 3acio,
crocib 3acTocyBaHHS, CHIA il

BilacHi KJ11HIYHI JIOCHI/PKEHHS HE TTPOBOIHIINCE.

14. TIpenapat nopiBHSIHHS, 1034, CIIOCIO
3aCTOCYBAHHS, CHIIA JTii

BiacHi K1iHIYHI JOCTIKEHHS HE TTPOBOTHIIHCE.

15. CynyTtHs Teparmnis

BracHi KIIHIYHI JOCHIJPKEHHS HE IPOBO/IHIIHCE.

16. Kputepii oninku eeKTHBHOCTI

BiacHi KI1iHIYHI JOCTIKEHHS HE TPOBOIHIIHCE.

17. Kputepii oninku Gesnexu

BiiacHi KIiHIYHI JOCIIKEHHS HE TTPOBOIAIINCE.

18. CrarucTHyni METOIHA

BrnacHi kaiHIYHI JOCHIKEHHS He TPOBOIHIIHCE.

19. Jlemorpadiuti oxKa3HHKH
MOCIIKYBaHOI OMY AT (cTaTh, BiK, paca,
TOILO)

BracHi KIiHIYHI JOCTI/PKEHHS He TPOBOIMIINCE.

20. Pe3ynsTaTi e()eKTUBHOCTI

BiiacHi KIIHIYHI JOCTIKSHHS HE TIPOBOIMINCE.




Bracni kj1iHiuHi J0CTi/KeHHS He POBO/THIIMCE.
21. Pesynbrartu Oe3nexu

BracHi KIiHIYHI JOCITI/PKEHHS HE MPOBO/IHIMCH. 3

22. BucHoORBOK (3aKTmioueHHs)
OTJIsily Ha OOTPYHTYBAHHS Ha/laHe BHIIIE.

3asABHHK (BJIAaCHUK
peecTpaliffHoro MOCBiI4eHHs)

\

Y

(wining) |
ITipcrka O.A -

AL LEF

{Iopsoox donoeueno nosum Jlooamxom 30 32iono 3 Haxasom Minicmepcmea oxoponu
300pos'a Ne 1528 eio 27.06.2019}




