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7o Tlopsaaky mpoBeneHHs eKClepTH3H
peecTpaniifHuxX MaTepiaiB Ha JiKapchbKi
3aco0u, o NOIAl0THCS Ha Nep KaBHy
peecTpaliiio (IepepeecTpariio), a TaKoxK
€KCIIEPTH3H MaTepiasiB Mpo BHECEHHs
3MiH 10 peccTpalifHux MaTepiasis
IIPOTArOM Jii peecTpamiiHoro

TIOCBI/YEHHS
(myHKT 4 pozainy IV)
3BIT
Npo AOKJIHIYHI JOCaiAKeHHS
1. Hassa nikapcpkoro 3aco0y (3a HassBHOCTI s
- HOMEp PEECTPalliiHOro MOCBITICHHA): KOHIICHTPAT JUIsl pO3uMHy 1id iHdy3ii, 100 mr/mo
1) T MiKapchKOro 3acoby, 3a AKUM TEHEPUYHUI JIKAPCHKHM 3ACIB
poBoAMIacs abo IIaHyeThCS peecTpatis
2) npoBeieHi JOCIIIKEHHS TaK X Hi AKWIIO Hi, 0OTpyHTYBaTH
Bmacui TOKJIIHIYHI JOCITIJKEHHS He

IIPOBOJIMIINCh,  BpPAXOBYIOYH  3asBJIEHHH  THII
MKapchKOro  3aco0y, a came: TeHepHYHMIA
mixapcpKuit 3aci6. BimnosinHo go {463ay dee'smuii
nionynuxkmy 2 nionynkmy 1.3 nynxmy 1 poszoiny 11l 6
peoaxyii Haka3zy Minicmepcmsa 0XOpOHU
300poe'a Ne 1528 6io 27.06.2019}:

«OJIA T eHepPIKiB HE HATarOTBCA pPE3YJbTATH BIIACHHUX|

TOKCHKOJIOTTYHHX Ta bapmMaKoIoriYHux|
BUNIpoOyBaHb a0  KIHIYHHX  JIOCIKEHb.
Pesynbratu JIOCITDKEHE €KBIBaJIEHTHOCTI

TeHEPHUKIB/TIOPHAIB BKIIIOYAIOTBCS y posiin 5.2.1
Monynga 5. JocmipkeHHss OlO€KBIBAIEHTHOCTI HE
IIPOBOJMIINCE BiAmoBimHo a0 BuMor KepiBHuiTBa
o po3unHiB opambHEX CPMP/EWP/QWP/1401/98
Rex. 1/ Corr ¥,

2. dapMakoioris: BiiacH1 JOKJIIHIYHI TOCTI/DKEHHS HE IPOBOIMIIHCE
1) nepruHHA (hapMakogTHHAMIKA BracHi JOKJIIHIYHI JOCI/PKEHHS He IIPOBOJIUIINCE
2) BTOpHMHHA (hapMaKoMHaAMIKa BracHi JOKTIHIYHI JOCTIHKEHHS HE IIPOBOJIAIHNCE
3) bapmaxosnoris Ge3mexn BracHi JOKIIHIYHI JOCTIKEHHS HE ITPOBOJIAIHCE
4) dhapMakogHHAMIYHI B3a€MOIIT BracHi JOKIIHIYHI JOCTIHKEHHS HE IIPOBOIAIHCE




3. ®apmaKoKiHeTHKa:

1) aHaNiTHYHI METOUKHM Ta 3BITH MIONO iX
BasTiAaii

BracHi JOXTIHIYHI JOCTIAKEHHS He MTPOBOJHINCEH

2) BCMOKTYBaHHs

BiacHi JOK/IIHIYHI JOCII/DKEHHS HE TPOBOIKIHCE

3) posmoin

BacHi JOKJIIHIYHI JOCIIDKEHHS HE TIPOBOAUINCH

4) MmeTaboizm

BracHi goKIIHIYHI JOCTIIKEHHS HE IIPOBOIHIINCE

5) BUBEACHHS

Bracui ,zL_OK_JIiHqui JOCII/KEHHS HE MPOBOIHINCE

6) papmakokiHeTHYHI B3aEMOIi1
(noxmiHiyHi)

BracHi ZOKIIHIYHI JOCHIIKEHHS HE TPOBOJHINCH

7) iammi GapMakOKiHETHYHI JOCTIIKEHHS

BrnacHi TOKJIIHIYHI TOCTiIKEHHS HE TIPOBOAIIUCE

4. Toxcukomoris:

1) TOKCHYHICTB Y pa3i OAHOPA30BOTO
BBEICHHS

BracHi JOKJIHIYHI TOCITIKEHHS HE IPOBOIHIINCE

2) TOKCHYHICTD ¥y pa3i HOBTOPHHX BBEJEHb

BiracHi TOKIIHIYHI TOCTIDKEHHS HE MPOBOIHIHCH

3) TeHOTOKCHYHICTB:
in vitro

BiiacHi JIOKJIIHIYHI TOCTIDKEHHS HE MTPOBOIHIHCE

in vivo (BKJIIOYAIOUH J10/IaTKOBY OLIIHKY 3
TOKCHKOKIHETHKH )

BiiacHi JOKJIIHIYHI JIOCJIJPKEHHS He IIPOBOIMIIMCH

4) KaHIIepPOTeHHICTh:

BiiacHi JOKJIHIYHI JOCII/PKEHHS He IPOBOIHIIHCE

TOBrOCTPOKOBI JOCIIJKEHHS

BiiacHi JOKJIIHIYHI IOCTIJPKEHHS He MPOBOIHIHCH

KOPOTKOCTPOKOBI JOCHIHKEHHS
a00 JOCIIKeHHS CepeHbOI TPHBAIOCTI

BiiacHi JOKJIIHIYHI JIOCHIJKEHHS He IIPOBOJIMIIMCH

TOMATKOBI TOCIIIHKEHHS

BracHi JOKIIHIYHI JOCITIKEHHS HE MPOBOIHIIACH

5) penpoayKTHBHA TOKCHYHICTH Ta
TOKCHYHHH BIUTHB HA PO3BUTOK IIOTOMCTBA!

BracHi JOKIIHIYHI JOCHIKEHHS He IPOBOHIIUCH

BIUTHB Ha (EPTHIILHICTD 1 paHH1H
eMOploHANTBHIN PO3BUTOK

BiiacHi JOKIIHIYHI JOCTIKEHHAS HE TIPOBOIILTHCH

eMOPIOTOKCHYHICTH

BiacHi DoKTiHIYHI TOCTIPKEHHS He IIPOBOIHIIHCE




npeHaTanbHa 1 HOCTHATaIbHA TOKCHYHICTE

BiacHi TOKTIHIYHI JOCTIMKEHHs He TPOBOINIHNCE

NOCTIDKEHHS, IIPH SIKHX IIpenapar
YBOIMTBCA IOTOMCTBY (HECTATEBO3PiIHM
TBapHHaM) Ta/abo OLIHIOETHCS BiAaneHa
nit:i

BracHi IOK/IiHIYHI JOCTIIKEHHs HE IPOBOINIINCE

6) MicrieBa IEPEHOCHMICTh

BracHi TOKITiHIYHI JOC/IIKEHHS He TPOBOIUIACE

7) 1OaTKOBI JOCIIIKEHHSA TOKCHYHOCTI:

BracHi TOKIIHIYHI JOCTITKEHHS HE POBOAUINCE

AHTHTCHHICTD (YTBOPEHHS aHTHTLI)

BiacHi IOKIIHIYHI IOCIIDKEHHS HE IPOBOJIUIIACH

IMyHOTOKCHYHICTE

BriacHi JOKJIHIYHI JOCTIHKEHHS HE TIPOBOJIMIIHCE

TOCITIKEHHS MEXaHI3MIB il

BiacH1 JOKIIHIYHI IOCTI/KEHHS! HE TTPOBOIHIINCE

TiKapchbKa 3aIe)KHICTh

BracHi JOKIIHIYHI JOCITI/DKEHHS HE IPOBOIHIIHCE

TOKCUYHICTH METa0O0JIITIB

BrnacHi JOKIIHIYHI JOCTI/PKCHHS HE IIPOBOIHIIHCH

TOKCHYHICTE JIOMIIIIOK

BracHi JOKIIHIYHI JOCTIKEHHS HE TPOBOININCE

irme

BracHi JOKIIHIYHI JOCTIPKEHHS He ITPOBOHIIHCH

5. BHCHOBKH 1100 JOKJIHIYHOTO BUBYCHHSI

BriacHi ZOKITIHIYHI JOCTIIKEHHSA HE TIPOBOIUIIHCE, 3
OTJIAMY Ha 3asABJICHHI THII JIIKAPCHKOTO 3ac00y
(oOTpyHTYBaHHS HaJIaHO BHIIE).

3asBHUK (BIaCHUK
peecTpaliinoro

IIOCBITUEHHS)

{Ilopsioox OonoeHeno Hosum [Jooamrom
300poe’s Ne 1528 io 27.06.2019)
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29 3ciono 3 Haxazom Minicmepcmea oxoponu




Jomnatox 30

1o Iopsiiky IpoBeIeHHS eKCIIePTU3H
peccTpanifHIX MaTepialiB Ha TKapChKi
3aco0H, 10 MOIAIOTHCA Ha JIEPHKABHY
peecTpalliio (IepepeecTpaIriio), a TAaKoxK
eKCIIepPTH3M MaTepiajliB IPO BHECCHHS

~ 3MiH JI0 peecTpaliiHuX MaTepianis

' IpOTATOM Jii peecTpariiHOro
IIOCBiTUCHHSA

(myHKT 4 posminy 1V)

3BIT

PO KJIHIYHEe BHIIPOOYBaHHSHA

1. Ha3ga nmikapcpkoro 3aco0y (3a HasBHOCTI
- HOMEP PEeECTPaIiifHOrO MOCBiTUeHHs)

IBYPOKC : : :
KOHIEHTPAT I PO3UMHy IS iHdy3iit, 100 Mr/mi

2. 3assBHHK

IAOpun @opmy.eiimns IIBT. JITH./
Abryl Formulations Pvt. Ltd.

3. Bupo6Huk

AOpui JIaboparopis Ipaiiser Jlimiten/
Abryl Laboratories Private Limited

4. [IpoBeeH] TOCTIIKCHH:

TaKk X HI  SKOIO Hi, OOIpyHTYBaTH

Bmacui KITHIYH] JOCHiKEHHS He
IPOBOIMIMCH,  BpPaxOBYIOUH  3asBJICHHH  THII
Jikapcekoro 3acofy, a caMme: TIe€HEepPHYHHH
nikapcekuit 3aci6. BimmorigHO 1m0 {A63ay Oee'samuii
nionynkmy 2 nionyukmy 1.3 nyuxkmy 1 po3oiny 1] ¢
peoaryii Hakazy Minicmepcmea 0XO0pOoHU,
300poe’s Ne 1528 6io 27.06.2019):

«ONs  2eHepukie He HAOAloOMbCs  pe3yibmamu
BIACHUX MOKCUKONIOZIYHUX Md  (PAPMAKOLO2IYHUX
sunpobyean  abo  KIHIYHUX  OO0CHIOJHCEHb.
Pesynemamu  docniosicenv  bioekgicaienmnocmi
2eHepuxis/eibpudie exnodaromecs y posoin 5.2.1
Mooy S».

Bionogiono oo sumoz Hacmanosu CT-H MO3YVY]
42-7.2:2018: «JlocmimkenHss 010€KBIBaJIEGHTHOCTI,
K TpaBUIO, HE € HeoOXiIHUMH, SKIIO
JOCII/KYBaHHH JTIKapChKUH 3aci0 BBOAMTHCA AK
BOJHHA BHYTPIIIHROBEHHHH PO3YUH, IO MICTHUTH
TaKy K aKTHBHY PEYOBHHY, IO 1 3aTBEep/DKCHHIH Ha
JaHWi dvac Jikapcekuit 3acid». YV 3B’A3Ky 3
BUIIIC3a3HAUEHUM, ¥y BIJIIOBITHAX  PO3JLIax
PEECTPAIIHOTO JOChE HANAKOTHCA IOCHIAaHHS Ha
pedepentanii mikapchkui 3aci6 CALDOLOR®
(Ibuprofen) injection 100 mg/ml.




1) Tin nikapceKoro 3acoly, 3a SKHM
IPOBOJIMJIACA ad0 IUIaHYETHCS PeecTparist

I'EHEPUUYHUM JIIKAPCHLKHM 3ACIB

5. IloBHa Ha3Ba KIiHIYHOTO BUNpOoOyBaHH,
KOJIOBAaHHUI HOMEP KJIIHIYHOTO
BUIIPOOYBaHHS

BriacH1 KIIHIYHI JOCIIKECHHs HE IPOBO/IHIIACE.,

6. ®aza KIiHIYHOTO BUNPOOYBaHHS

BracHi KJIIHIYHI JOCIIIMKEHHS HE TIPOBOIMIUCE.

7. Ilepioyt npoBeieHHs KIIIHIYHOTO
BUITPOOYBaHHSI

BiiacHi KJIiHIYHI JOCTIIKEHHS HE TIPOBOJIHIINCE.

8. Kpainu, e mpoBoaunocs KiIiHiuHe
BUIIPOOYBaHHSI

BiiacHi KJHHIYHI OCITIDKEHHS He npond,unmcn.

0. KiNBKICTE TOCTIKYBaHHX

BracHi KIiHIYHI JOCTIKCHHS HE IPOBOIHIHCE.

10. Mera Ta BTOPHHHI IIiJTi KJIIHIYHOTO
BUIIPOOYBaHHA

BrnacHi KIiHIYHI JOCTITKEHHS He TPOBOIUIHNCE.

11. JIuzaity K1iHIYHOTO BUIIPOOYyBaHHS

BrnacHi KIiHIYHI JOCTIIKEHHA HE TPOBOUIIHCE.

12. OcHOBHI KpHTEPii BKIOYECHHS

BracHi KIiHIYHI JOCIIDKEHHA HE IPOBOUIHCE.

13. locmimkyBanuii TikapcbKHH 3aci0,
crioci0 3acTocyBaHHs, cHIa il

BracHi KIiHIYHI JOCTIHKSHHS HE TPOBOIHMIIHCE.

14. ITpenapar nopiBHAHHS, 1032, CIOCIO
3aCTOCYBaHHS, CHJIA il

BiiacHi KIiHIYHI TOCHIKEHHS HE IPOBOIHIIHCE.

15. CynyTHs Tepanis

BracHi KIiHIYHI TOCTIKEHHS HE IPOBOJHIINCE.

16. Kputepii oninku edeKTHBHOCTI

BiracHi KIiHIYHI TOCTITKEHHS HE IIPOBOIHINCE.

17. Kpurepii ominku 6e3nexu

BiiacHi KJIiHIYHI JOCTIKEHHSA HE IPOBOAMIIMCE.

18. CratucTH4HI METOIH

BiacHi KJIiHIYHI JOCTIIKEHHS HE IPOBOJIM/IKCE.

19. lemorpadivi MoKa3HAKH
MOCIIiIDKYBaHOT oy Isiii (cTaTh, BIK, paca,
TOIIIO)

BiacHi KIiHIYHI JOCIIPKEHHS He IPOBOAUIINCE.

20. PezynpTaTi e)eKTHBHOCTI

BiacHi KiIiHIYHI JOCIIHKEHHS HE TPOBOIUIIHCE.

21. Pesynbratu Oe3neku

BracHi KIiHiYHI JOCTIPKEHHS He IPOBOAUIIMCE.




Biachi KIiHIYHI JOCTI/DKEHHS He NPOBOJXINCE. 3

22. BucHOBOK (3aKJIOYEHHS)
OTJISIZly Ha OOIPYyHTYBAHHSI HaJlaHe BHIIE.

3asBHUK (BIaCHHUK
peecTpaniifHoro mOCBiT4eHHS) = ; ‘ ——
(mimmuc)
Onsra [TIPCBKA

{183

{lIopsoox donosneno Hosum Jooamrom 30 seiono 3 Harcds'om Minicmepcmea oxoporu
300poe's Ne 1528 eio 27.06.2019}




