Honatox 29

ao [opaaky nporenenus EKCNEPTHIH
PeECTpaLIHUX MaTepianiB Ha NiKkapehki
3800, 1110 NoAarTLES HA JCpiKaRHY
peecTpaiio (nepepeectpaiio), a Takos
CKCMEPTHIH MATEPIANIB NPO BHECEHHA 3MIH 10
PEECTPALIFHUX MaTepianis nporsarom mii
PeECTpaNiiiHoro nocsiauenns (nyHkT 4 posainy
V)

3BiT npo nokainiuni gocainmenns

1. Hassa nikapeskoro 3acoDy (3a HasBHOCTI, MEDPTPUAKCOH-YAMKADAPMA

HOMEp peecTpauiifiHoro noceiayenus):

CEFTRIAXON-TCHATKAPHARMA
IOPOLIOK /UL PO3YHHY A iH eKuii/indys3iii,
ol v.2r

1) Tn nikapcekoro sacofy, 3a skum
NposonHaca abo NIaHYETHCA peccTpallis

TEHEPUYHMI JIIKAPCBKHI 3ACIE
X OnHokoMnoHeHTHHI

2) npoeeeni qOCH TKEHHS

TaK E— AKWO Hi, 00rpyHTYBaTH
["enepuunmii nikapeskyii 3aci6 Ta npodine
Besnekn/Tokeranocti JI3 no6pe sigomuii

2. tbapmaxonoris:

I) nepeunna dapMakonuuaMia

Hani  Bigeyrni,  ®apmakoamnamiuni  BnacTHBOCT]
HEDTPHAKCOH-YAUKADAPMA, nopomok st
POSMHHY And W exuiii/indysii, mo | r, 2 r Aobpe
BitoMi. He Gyno npomeneno HoBux mokmiHiuHmx
VIOCIREHD [iJl KepiBHULITBOM 3asBHHKA. (ITocunanus
Ha JliTepaTypHi kepena).

2) sropunHa dapMakomHHamixa

Hani  Bigcyrni,  ®apmakosmuamiuni  BaacTHROCT]
HEQTPUAKCOH-YANKADAPMA, nopowok s
po3uMHy nas iW’exuiii/indysii, no 1 r, 2 noope
Biomi. He Gyno nposemeno mosux JOKTIHIYHHX
TIOCITIKEHE M1 KepiBHUIITBOM sagapHuka, ([locnnannus
Ha JIiTepaTypHi [Jxepena).

3) dapmakonoria Gesnexn

Maui  incytni.  ®apmakoamsamiuni  sracTumocti
UEDTPHAKCOH-YAUKADAPMA, nopowok s
POIMMHY nas in’ekuifi/indysii, no | r, 2 1 nobpe
Bizomi, He 6yno nposemeso mommx JOKTIHIMHHY
OCIIIIKCHB N1 KePiBHALITBOM 324BHHKA. (ITocunanus
Ha NiTepaTypHi akepena).

4) bapmakoaunamiuni Biaemoii

Maui  incytni.  dapmakogusamivgi  BracTHBOCT|
HECTPUAKCOH-YAMKADAPMA, nopomok ans
IPO3UHRY s iW’exuiil/indysiii, no 1 r, 2 r nobpe
Bitomi. He 6yne nposemeno mommx JOKIIHIMHUX
MOCTIAKEHD TTi]] KEPIBHUILITBOM 3a9BHHKA. (ITocunanus
Ha NiTepaTypHi Jxepena).

3. ®apmakokinernka:

1) ananitiani metommkn ta 3BiTH Mmoo Tx
Banminauii

Hani  sincytni.  dapmakokinersun] BJIACTHROCTI
HEDTPUAKCOH-YAHUKA®APMA, nopomox s
PO3UHHY IMs iH'ekuif/indysii, no | r. 2 ¢ a0bpe
BiioMi, He Gyno npoeemeno momx JAOCHIKEHE
(hapmaxokineTnunnx practusocteii nix KEPIBHHIITBOM
sadsuuka. (Ilocuaanna na nireparypui Kepena),




2) BCMOKTYBAHHA

Jlani  Bincytni, ®apMakokiHeTHuHi  BracTHBOCT]
LE®TPUAKCOH-YAMKA®APMA, nopowox nns
PO3YHHY 118 IH eKuiit/indysiii, no 1 r, 2 r nobpe
Biiomi. He 6yno nposeseno Hopmx NOCHLKEHD
(apMakoKiHeTHYHHX BlacTHBOCTEH Min KEpiBHHIITEOM
sagsuuka. ([locunanna na aireparypui axepena),

3) posnioain

Mdani  pigcyTni. DapMakoKiHEeTHYHI  BAACTHROCT]
LHE®TPHAKCOH-UAHKADAPMA, nopowox ans
PO3YHHY 1nd M exuiit/indysiit, mo 1 r, 2 r nobpe
BigoMi. He Gyno nposemeno wommx pocnimkens
(hapmakokineTHUHHX BIACTHBOCTEH min KCPIBHHLUTBOM
BaneHnka. (ITocunanua na nireparypui lexepena).

4) metaboniam

Jani  mBigcythi.  ®apmakokinernuni BNACTHEOCTI
um‘rpmmowuummama, MOPOWoK a4
po3uMHY Ins iM’ekuifi/indysii, mo 1 r, 2 r nobpe
BizoMi. He Gyno nposeneno Hosux nocmimkens
(hapmakokiHeTHYHHX BracTHBOCTEN nix KePIBHHUTROM
sansrnka, (Ilocunanus Ha nireparypui [wepena).

3) BUBENEHHS

Jani  sincythi.  dapmakokimeTHuHi  BAACTHROCT]
HEDPTPHAKCOH-YANKADAPMA, MOpOWoK T
PO3UMHY Ui iH'eKuwii/indysii, no 1 r, 2 1 nobpel
Biomi. He 6yno nposemeno mosmx JAOCALDKEH
(apmakokiHeTHYHHX BracTHROCTEH Nix KEPIBHHLTBOM
saneHHka, (ITocunanus Ha nitepartypui Ikepena),

6) hapmaxokineTnuni saaemonii
(mokninismi)

Hani  pincythi.  ®apMakokiHeTHuHi  BNACTHBOCTI
LHEDOTPHAKCOH-YAUKA®APMA, nopowok s
PO3YMHY 18 iHeKuiit/indysiii, mo 1 r, 2 r Aobpe
Binomi. He Gyno npopeseno wmosux nocnimkens
(hapMaKOKiHETHUHMX BRAacTHBOCTEH Nnin KE€PIBHHUTEOM
saapuuka. (Ilocunanua ua niveparypui Ioxepena).

7) i papMakokiHeTHaHi gocHi ke

Mani  pincytni.  dapmakokiHeTHuHi  BrAaCTHBROCT]
UE®TPHAKCOH-YAMKADAPMA, nopomox s
PO3MMHY 1ns IH'exuiii/indysiit, mo | r, 2 aobpe
Bitomi. He Oyno npoeemeno momnx JNOCTIIKEH .
(hapmakokineTHuHMX BracTHBOCTEH nin KEPIBHHLITEOM
passiuka, ([locuaanus Ha niteparypui xepena),

4, TokcHrgomoria:

I) TokenunicTs y pasi OAHOPA3IOEOIQ
BBCIEHHA

Jlani  sizeythi.  Tokcukonoriumi BJIACTHBOCTI
HECTPUAKCOH-YAMKA®APMA, nopowok 15
Po3uMHy ans in’exuiit/indysiit, no 1 r. 2 r nobpe
Bigomi. He 6yno npoemeno mommx JocniKeH,
TOKCHKOJIOTIYHHX BJAcTHBOCTEH min KepiBHHUTBOM
saseHuKA. ([Tocunanns na JITCPATYPHI jukepena).

2) TOKCHYHICTB Y pasi MOBTOPHKX BBecH:

Jani  Bigeythi.  Tokcmkomoriumi BIIACTHBOCT]
HEDTPHAKCOH-YAHKADAPMA, nopowox s
POIMHHY 1ng iH'exkuiit/indysiii, mo 1 r, 2 r no6pe
Bigomi. He Gyno nposeseno mosmx JOCHTKEHE
TOKCHKONOTIYHHX BlacTHROCTeH i KCPIBHHIITBOM
saneHuka, (IlocHiaanus Ha niTepaTypHi Jskepena),

3) reHOTOKCHYHICTE: in vitro

L

Mani  mineyrni.  Tokemkonoriung BAACTHROCTI
HECTPUAKCOH-YAITKADAPMA, nopowox s
POUMHY s W exwiit/indysiii, no 1 r, 2 r nobpe
Bitlomi. He Gyno nposegeno mHobux NOCTI/DKEHD
OKCHKONOITYHHX  BIACTHROCTEH mia KCPIBHHIITBOM




sassHuKa. (Ilocunanus va nitepatypui nxepena).

in Vivo (BKmouaioun N0JaTKOBY OLIHKY 3
TOKCHKOKIHETHKH )

Jlani  pigcyrni.  Tokcukonoriumi  BuacTusocTi
HEPTPHAKCOH-YAHKADAPMA, nopowok  ans
PO3YMHY A0 1M eKuiii/indysiii, no 1 r, 2 r nobpe
BioMi. He Oymo nposegeHo HOBHX moCiimkenn
TOKCHKONOTTMHUX  BAACTHBOCTEH Nin KepiBHHUTBOM
3assuuka. ([Tocunanus va aiteparypui mxepena).

4) KaHleporeHHICTh:

Jlani  sigcytni.  TokcuKomoriuHi  BIACTHBOCT]
IMEDTPHAKCOH-UAKADAPMA, nopomox s
POSHHHY 1A iHeKUiil/ingysiil, mo 1 r, 2 r mo6pe
BitoMi. He 6Gyno npoeegeno HoBux NOCTLTKCHb
TOKCHKONOTIMHHX BIACTHBOCTEH MNif KepiBHHLTBOM|
sansuuka. (Ilocunanua Ha nireparypni Jwepena).

JAOBrOCTPOKOBI OCHIKEHH

Mani  pigcytHi.  TokcMkogoriumi  BIAacTHROCT]
HEOTPHAKCOH-YAHKAD®APMA, nopowok  ans
POIMHHY ana in'ekuiit/indy3ifi, mo 1 r, 2 r noGpe;
Biaomi. He Oyno nposeseno HOBMX aochimies
TOKCHKOJIOTIYHHX BJIACTHBOCTEH Nil KepiBHULTEOM
sasshnka. ([Tocunanna ua nireparyphi mwepena).

KOPOTKOCTPOKOBI Jochimxenus abo
NOCTIIREHHA CePeaHBOT TPHBATOCT]

Mani  msincytsi.  Tokcwkonoriumi  mnacTHBoCTi
HE®TPUAKCOH-YHAHKA®APMA, nopowox ans
po3UHHY 18 iW'exuiil/indysiii, no 1 r, 2 r nobpe
Bigomi. He Gyno nposemeno Hosmx JochigKeHhs
TOKCHKONOTIYHHX BIACTHBOCTEH nin KEPIBHHUTBOM
saaunka, (Ilocunanus va nireparypui uxepena),

VIDAATKORI JOCHIKEeHHS

Haui  pincytni.  Tokcukonmoriusmi  BnacTHBOCTI
UEOTPHAKCOH-YAUKADAPMA, nopomok s
PO3YMHY 14 iH'ekuiit/indy3iii, no 1 r, 2 r nobpe
BitoMi. He Gyno npoeeseno wHosux jocaikeds
TOKCHKOJIOTYHHX  BIACTHBOCTEH M KepiBHHUTROM
sassuuka, ([locunanns Ha niteparypui [Eepena).

5) PelpONYKTHBHA TOKCHYHICTD Ta
TOKCHUHHH BIUTHB Ha PO3IBHTOK MOTOMCTBA:

Jlani  Bigcyrni.  TokcHkonoriumi  BIAcTHBOCT
LECTPUAKCOH-YAHKADAPMA, nopowok s
PO3YHHY IS IH'eKuiii/indysifi, mo 1 r, 2 r dobpe
Bidomi. He Oyno nposeseHo Hosux aociinsenn
TOKCHKOJIONIMHIX  BJAACTHROCTEH Nin KepiBHMUTEOM
zasasHHKA. (1locHuanna ua AITEPATYpHI jiacepena).

BILTHE HA (PEPTHNLHICTE | panHii
eMOpiOHANEHHIT po3BHTOK

Hani  sigcytHi.  Tokcmkonoriumi BIIACTHBOCT]
HEPTPHAKCOH-YAHKAD®APMA, nopoiiok ans
Po3uMHY JUis inexuiii/indysiii, mo | r, 2 r nobpe
Bigomi. He Gyno mposemeno Howwx AOCITIIKEHb
TOKCHKOJIOTI9HHX BJACTHROCTEH mix KepiBHHIITBOM|
sanrHnka. (Ilocunanus ua niteparypni Ixepena).

eMOPIOTOKCHYHICTD

Maui  sincyrni.  Tokcukonoriumi  mnacTumocti
HNECTPUAKCOH-UAMKADAPMA, nopowox s
PO3YUMHY Ans iHexuiii/indy3iii, no | r, 2 r nobpe
Bidomi. He Byno nposeneno mosux AOCNIIKEH
TOKCHKONIOTIMHHX  BIACTHROCTER min KePIBHHIITBOM
saseHnka. (Tlocunanus va niteparypui JuKepena).

NpeHaTallbHa | IOCTHATANBHA TOKCHYHICTL

Hani  sigcyrtni,  Tokcuxonoriumi BJIACTHBOCTI
IMEGTPHUAKCOH-UAITKADAPMA, nopouwok ans
PO3YHHY Ana inexuiii/indysiii, mo 1 r, 2 r 106pe
Bilomi. He 6yn0 nposemeno wmosmx AOCHUBKEH L
TOKCHKOJIOTIYHHX BIACTHBOCTEH mij KepIBHHITBOM




sagBHHKA. (ITocunanng na niteparypui Iskepena).

MOCTIKEHHA, IPH SKHX Npenapar
YBOAHTECH [OTOMCTBY (HECTaTeBOIPLIHM

TBApHHAM) Ta/abo OUIHIOETBCA BiAAAIeHa ig

Jlani  BizcytHi.  ToOKCHKONOTiYHI  BIACTHROCT
UEOTPHAKCOH-YAHKA®APMA, nopowok nas
PO3UMHY 1A iW'ekuiit/indysiit, no 1 r, 2 r no6pe
BiZoMi. He 6yno nposeneno moBux aociimens
TOKCHKONOTIYHHX BIACTHBOCTEH Mil KepiBHHITBOM
paseHuka. (ITocunanns va niteparypui [sxepena),

6) MiCIEBa IEPEHOCHMICTE

Hani  sincytni.  Tokcukonoriuwi  Bnactupocti
[[E@TPUAKCOH-YAHKADAPMA, mnopowok s
PO3YHHY 114 1H'ekuiit/indysiil, mo 1 r, 2 r nobpe
Bitomi. He Byno npoeeseHo HOBMX A0CTiTKCHD
TOKCHKOJIOIIMHHX BAACTHBOCTEH nin KepiBHHUTEOM|
saasHuka. (Ilocunanus wa diteparypui mxepena).

7) AOAATKOBI AOCHIKEHHA TOKCHYHOCTI:

Mani  pineytni.  Tokcukonoriuni  BnacTHBROCTI
LHEOTPHAKCOH-YAHKA®APMA, nopowox s
PO3YMHY Jis iHekuiit/ingysiit, mo 1 r, 2 r nobpe
Binomi. He Oyno npomeseno HoBux nochimiens
TOKCHKONOIYHMX BIACTHBOCTEH nia KepiBHHLTEOM
sansHuka, ([locunanns wa nitepatypui mxepena).

lanmreuﬂicrb (yTBOpeuus anTHTIN)

ani BIACYTHI. TokcHkomoriumi BJIACTHBOCTI
HEDTPUAKCOH-YAMKADAPMA, nopowox ans
Po3uMHY Ans iHekuii/indysiit, mo 1 r, 2 r nofpe
gigomi. He 6yno npoeemeHo HOBMX aociimkeHs
TOKCHKO/IOTIYHHX BIACTHBOCTEH Mijl KepiBHMUTBOM
paasHuka, (IlocHnanna Ha nitepatypui wkepena).

IMYHOTOKCHYHICTE

Jlani  mincytni.  TokcHkonoriudi  BIacTHBOCT
HEPTPHAKCOH-YAMKADAPMA, nopomwok s
po3unHy mua in'ekuii/indyziid, no 1 r, 2 r nobpe
Bilomi. He 6yno npoeencto HOBMX AociigkeHs
TOKCHKOJIONIMHUX  BAACTHBOCTEH MNin KepiBHMITBOM
saapHika. (llocunanua Ha Jiteparypni mxepena).

NOCTIDKEHHA MeXaHi3MiB mii

Haui  BincytHi.  TokcHkonoriumi  BnacTMBOCTI
LHEDTPHAKCOH-YAMKADAPMA, nopowiok s
PO3UMHY U1 iH'exniit/indysiil, mo 1 1, 2 r nobpe
Bidomi. He Gyno nposeneno HoBMx jocnigmens
OKCHKOMOTIMHHX B/IACTHROCTEH Mil KepiBHHLTROM
sagpuuka. ([locunanns na niteparyphi mkepena).

TKAPCEKA 3a/eKHICTh

lﬂaui BiACYTHI.  TOKCHKOMOriuMi  BIACTHBOCTI
EOTPUAKCOH-YAHKADAPMA, nopouox ans|
PO3HHY And in'exuiii/indysiii, mo 1 r, 2 r pobpe
sinomi. He Oyno nposemeno womux mocnimikens
TOKCHKOTIOTIMHHX BAACTHBOCTEH Mifl KepiBHHUTBOM
saseHika. ([Tocunanna na miteparypni mxeperna).

TOKCHYHICTE MeTaBoiTiR

Hani  sizcytni.  Tokcukonoriusmi  enacTHBOCTI
UEQGTPHAKCOH-YAHKADAPMA, nopowox s
Po3uMHy A inekuii/indysiit, no 1 r, 2 r nobpe
BioMi. He Gyno nposeseno HoBux ocmimkes
TOKCHKOJIOTIYHMX RBJIacTHBOCTel min KePIBHUUTBOM|
sassika. (Iocunanss na niteparypri micepena).




Mani BIACYTHI.  ToKCHKONOTIMHI  BRacTHBOCTI
LEOTPUAKCOH-YAUKADAPMA, nopowox s
PO3YMHY WA iH'ekuii/indy3iit, mo | r, 2 r nobpe
BiZoMi. He Oylo npoBeaeHo HOBHX Aochifskens
OKCHKOJIOTI9HUX BJacTHBOCTEN Mijf KepiBHMLTBOM
assHuKa. ([Tocunanus na niteparypui amepena).
aui  BiacyTHi.  TOKCHMKOMOriuHI  BJACTHBOCT]
HEOTPHAKCOH-YAHKA®APMA, nopowox nns
O3UHHY 108 W ekuwii/ingysiit, mo 1 r, 2 r noGpe
Bigomi. He Oyno nposeseHo HoBux  mocimkeHn
TOKCHKOJIOTTYHHX  BJIACTHROCTEH nia  KepiBHHUTBOM
saasHuKa. ([Tocknanua va aiteparypui mkepena).
DapmakoaunamMika, GapMakoxineTHuni Ta
OKCHKOJIOTIMHI BIIACTHBOCTI
LE®TPHAKCOH-YAHMKADAPMA, nopotox s
PO3YMHY AnA iH ekuiil/indy3iii, no 1 r, 2 r n06pe
BINOMI. Oriis JOKNHIYHUX JAHHX IPYHTYECTLCA Ha
inhopMantii, wo BUKNateHa y KITLKOX HAyKOBHX Basax
AHUX Ta My6iKauiax i crocyeTbes
LEQ@TPHAKCOH-UAHKA®APMA, nopomwok s
[po3unny A iH'ekuii/indysiid, no 1 r, 2 r

TOKCHYHICTE A0MITIOR

iHe

5. BHCHOBKH 110/10 JOKTIHIYHOTO BHBYEHHS

3anBHUK (BAaCHUK

peecTpauiiinoro ' /{
nockiguenns) :

AT «Yaiikadapma s .li é&V G’Qﬁ{“fafw I

Bucoxoskicni nikapenki UNainie)
3acoiny, bonrapin
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10 Topsaky nposeaeHHa ekcnepTHin
CECTPaLUifinnX MaTepialis Ha MiKAPChK
Ac00M, U0 NOAANOTLCA HA JepwaBHY
EECTPALIIO (NEePepeecTpalLiio), Ta eKcrepTHIn
aTepiadtiB NMpo BHECEHHA 3MiH 10
CECTPALIHHNX MaTepianie npoTarom aii
EECTPALIHHOMO NOCAIIMEHHA (MTyHKT 4
actHau V1)

3BiT npo kainivki Bunpodyeannn

1. Hazra nikapcekoro sacoby (Homep
peecTpaiiiiHoro nocsiMeHH , KO )

[E®OTPHAKCOH-YAUKADAPMA
CEFTRIAXON-TCHAIKAPHARMA

[TOPOIIOK JUISA PO3YMHY Il 1H eKIi#/iHdy3iii,
molr,2r

2. 3adBHHEK

AT «Haiikadapma Bucokoskicui nikapebki sacoBuy,
bonrapis

3. Bupobuux

AT «Yaiikadapma Bucokosikicni nikapewki 3acobny
Tchaikapharma High Quality Medicines Inc.

Byn. H. I. Banuapoga 1, Bapua 9000, bonrapis

I N. I. Vaptsarov Str.,Vama 9000, Bulgaria
supobHuymeo I'J13, nepaunne ma emopunne naxveanms,
KOHMpoas cepil

AT «Yaiikahapma Bucokoskicni nikapenki 3acobun,
Boarapis

Tchaikapharma High Quality Medicines Inc., Bulgaria
Gyn. Cankr [MetepGypr 53, 4000 ILnorais, Bonrapis

53 Sankt Peterburg Blvd., 4000 Plovdiv, Bulgaria
KoHmMpois cepil

AT «Haiikaapma Bucokonkicni aikapebki 3acobuy,
boarapin

Tchaikapharma High Quality Medicines Inc., Bulgaria
1172, m.Codpis, 6y .M. dQumitpos, Ne |

I, G.M. Dimitrov Blvd., 1172 Sofia

sionoeidac 2a eunyck cepit

#. [lposemeni jocnimsenns;

TaK i AKWLO Hi, TO HAJATH OBTPYHTYBAHHA.

1) THN 3acTOCOBAHOTD MikapehKoTo
macoby

'eHepuynmii nikapeskuii 3aci6, 0AHOKOMIIOHEHTHHI]

Baranera sasska 3riaHo 3 Jnpextusoio €C 2001/83/EC

5. ITosna Ha3Ba KninivHOro
Eupoﬁynanuﬁ, KOJOBAHWI HOMep
IHIYHOTO BHIIPOOYBaHHA

He sacrocosano

6. ®asa kiiHiyHOro BHNpOGYBaHHA

He zacTocoBano




7. Ilepioa nposenexus KIlHIYHOrO
BHIPOOYBaHHS

He sactocosano

8. Kpainn, e nposoaunocs
rmiHiT-IHe Bunpodyeanns

He sacrocosano

9. KibKicTE A0CTIKYBaHHX

He 3acTocopalo

10. Mera Ta BropunHi uim
[KIIHIYHOrO BHITPOOYBaHHA

He sacrocosano

11. Iusaiia kniniyHoro
BHIpOOYBAHHA

He sacTocopauo

12. OcHoBHI kpuTEpIT BKIIOYEHHS

He zacrocorano

13. Mocnimxysanuii aikapcrkuii

3aci, cnocib sacTocysauua, cuna nif

He zacrocoeano

14. [lpenapar nopieHAHHA, A034,
crnocid 3acTocyBanHs, cHIa Iii

He 3actocoeaHo

15. CynyTHa Tepanis

He zacrocorano

16. Kpurepii ouinkn edexrusnocti

He 3acTrocoeano

17. Kpurepii ouninkn desnexu

He zactocoeauo

18. CrarscTiyni meToan

He sacTocopauo

19. Nemorpadiuni nokazamnky
NOCIKYBAHOT TONMY/1ALiT (CTaTh,
BiK, paca, TOw0)

He sacTocopsano

20. Pesynbrati eekTHBHOCTI

He sacTocosano

21. Pesynwrati Gesnexu

He 3acrocosano

3asBHHE (BIACHHK peccTpamiiinoro
NOCELAMEHHA)

AT «Haiixadapma Bucokosikicni
Jikapeski 3acodn», Boarapin




