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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
03.06.2016 Ne 520
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
NyHKTiB 5 Ta 7 Ilopsiaky [epskaBHOI peecTtpaliii (repepeectparjii) JiiKapCbKHX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOGionoriuHi mperapaTd) 3rigHO 3
riepestikoM (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TIpermapaTH) 3rigHO 3
riepesikoM (JoAaToK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



KoHTpOJIb 3a BUKOHAHHSM I[bOT'0 HaKa3y 3a/IuIliao 3a co00k0.

B.o. MinicTpa BikTop IIIA®PAHCHKUN



Aopatok 1

[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

03.06.2016 Ne 520

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJIOIMNYHUX MPENAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma BUMyCKy 3asBHuUK KpaiHa Bupo6GHUK KpaiHa Peecmpayi Ymosu Pexknamys Homep
n/n JliKapCbKO20 liHa BiOnycKy aHHs peecmpayiliHo20
3acoby npoyeadypa nocsio4YeHHs1
1. ANBOTEHC TabneTkn, BKpUTI AngoreH IMKo | Jllokcemby BMPOGHULTBO "in bulk”, IHais/ peecTpauis 3a He UA/15193/01/02
N1iBKOBOK 060/TOHKOIO, C.ap.n pr NnepBMHHE Ta BTOPVIHHE PymyHis Ha 5 pokiB peyenmom | nidss2ae
no 20 mr Ne 30 (10x3), nakyBaHHS1, KOHTPO/b
Ne 60 (10x6) y 6nicTepax AKOCTI (TeCTyBaHHS):
ToppeHT dapMachioTikasic
nra., IHgis;
BTOPUHHE NaKyBaHHS,
KOHTPOJ1b AKOCTI
(TecTyBaHHs), Bignosigae
3a BMNYCK cepil:
C.K. Nabopmega-dapma
C.A., PymyHis
2. ANBOTEHC TabneTkn, BKPUTI AnBoreH IMKo | liokcemby BUPOGHULTBO "in bulk”, IHais/ peecTpadis 3a He UA/15193/01/01
NAiBKOBOK 060/10HKOHO, C.ap.n pr nepBUHHE Ta BTOPUHHE PymyHis Ha 5 pokiB peyenmom niossizae
no 10 mr Ne 30 (10x3), nakyBaHHs1, KOHTPO/1b
Ne 60 (10x6) y 6nictepax AKOCTI (TeCTyBaHHS):
ToppeHT dapmacbioTikasnc
nra., Hais;
BTOPVIHHE MakKyBaHHs,
KOHTPO/b SIKOCTI
(TecTyBaHH#), Bignosigae
3a BMNYCK cepil:
C.K. NNabopmeg-dapma
C.A., PymyHis
3. BPELEP nioginisaT gnsa po3umHy O-p Peppi'c IHAis [-p Peppi’c Nabopatopic IHAis peecTpauis 3a He UA/15186/01/01
ANs iH'ekui no 3,5 mry Na6opaTopic Nt (Bupo6HWuwii Bigain - Ha 5 pokiB peyenmom nionseae
hnakoHi Ne 1 nta 7)
4. BPOKCIHAK Kpanni o4Hi, 0,09 % no CeHrTicc IHais CeHricc ®apma MNeT. /114, IHais peecTpadis 3a He UA/15200/01/01




Ne Hassa Popma sUnycKy 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapCbKO20 liHa BionycKy aHHs peecmpayiliHo2o
3acoby npoyeadypa noceio4YeHHs
1,7 Mmn y cpnakoHax 3 dapwma IMBT. Ha 5 pokiB peyernmom nionsizae
KpanenbHuueto Ne 1 nra.
5. BY®POMIKC MOPOLLIOK ANA IHransALi OpioH ®iHNaHAA OpioH KopnopeWLuH PiHNAHAA peecTpauis 3a He UA/14855/01/01
IBIXEWNEP 160 mkr/4,5 mkr/go3sa no KopnopeiiwH Ha 5 pokiB peyenmom niossizae
60 no3 abo 120 pos B
iHranATopi 3 3aXNCHUM
KOBMa4koMm y
namiHoBaHOMY nakeTi,
no 1 namiHoBaHoMy
nakeTy B KapTOHHIi
kopobuj; no 60 fo3 abo
120 pgo3 B iHranATopi 3
3aXMCHUM KOBMaykoM Y
namiHoBaHOMY nakeTi,
no 1 namiHoBaHoMy
nakeTy Ta 3axMcHOMy
KOHTEHepy ans
iHransiTopa B KapTOHHIi
Kopooui
6. SUAEHA TabneTkn, BKpUTI [oHr-A CT Ko., | Pecny6nik [oHr-A CT Ko., Nl14. Pecny6nika peecTpauis 3a He UA/15216/01/02
N/1iBKOBOK 060/TOHKOIO, nra. a Kopes Kopes Ha 5 pokiB peyernmom nionsizae
no 200 mr Ne 1 (1x1), Ne
4 (2x2) y 6nicTepi
7. 3NOEHA TabneTkn, BKPUTI [JoHr-A CT Ko., | Pecny6nik [Jonr-A CT Ko., N14. Pecny6nika peecTpauis 3a He UA/15216/01/01
NNiBKOBOK 060/10HKOHO, nra. a Kopes Kopes Ha 5 pokiB peyenmom niosisizae
no 100 mr Ne 1 (1x1), Ne
4 (2x2) y 6nictepi
8. KUCEHb ras y 6asioHax ctasieBux JepxasHe YkpaiHa [epxaBHe nignpnemMcTso YkpaiHa peecTpauis 3a He UA/15194/01/01
MEANYHNIA o6'emom 40 n nignpPUeEMCTBO "HaykoB0-BMPOBHUUNIA Ha 5 pokiB peyenmom nionsieae
rA30MnoAisHn "HaykoBo- KOMM1eKc
n BUPOGHNYMIA rasotyp60o06yayBaHHs
KOMIeKc "3opsa"-"Mawwnpoekr"
rasotyp6obyany
BaHHSA
"3opa"-"Mawn
poekT”
9. NPOTAPIron Kpan/i Ha3anbHi/BYLLHI, XiMiuHoO- ITanisa XiMmiyHO-thapmaLeBTUYHA ITanis peecTpauis 6es nionsieae UA/15220/01/01
PO34uH 2 % dhapmaueBTny na6opatopis "A. Cenna" Ha 5 pokiB peyenma




Ne Hassa Popma sUnycKy 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapCbKO20 liHa BionycKy aHHs peecmpayiliHo2o
3acoby npoyeadypa noceio4YeHHs
no 10 mn y dpnakoHi Ne 1 Ha C.p..
na6opartopis
"A. Cenna"
C.p.A.
10. TEHO®DOBIPY TabneTkn, BKpUTI leTepo /1la63 IHais leTepo /1a63 JlimiTeq IHaisa peecTpauis 3a He UA/15263/01/01
AN30MNMPOKCWU | nniBkoBOK 06OMOHKOHD, NimiTepq, Ha 5 pokiB peyenmom niosisizae
ny ®yYMAPAT no 300 mr Ne 30 y
KOHTeHepi

HauyanbHuK YnpaBniHHA dpapmaleBTUYHOI
LIANBHOCTI Ta AKOCTI (hapmaveBTUYHOT NPOAYKLiT

T.M. NAacKOBCbKUA




BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIONOI4YHUX MPEMNAPATIB), AKI

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
03.06.2016 Ne 520

[ONyCTUMMX MEX rOTOBOrO
nikapcbKoro 3acoby -
npuBeAeHHA po3ainis

«MexaHi4Hi BK/TOYEHHS.
Bugumi yactku» Ta
«BbakTepianbHi eHA0TOKCUHN»
y Bi4MNOBIAHICTb [0 Ait040ro
BuaaHHA AdY. lonoBHEHHA
po3giny «CynpoBigHi
[OOMILLIKW» BU3HAYEHHAM
6yab-AKOI HeifeHTUdikoBaHOI

[OOMILLIKM Ha piBHi He BinbLue
0,2 %; 3MiHW 3 SKOCTI.

[oTOBWMIA NiKAPCLKMIA 3aCi6.

KOHTposb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHWwi 3miHM y meTogax

BMNPo6YyBaHb (BK/IHOUAKYUN

3aMiHy ab0 AOMNOBHEHHS);
3MiHn | TUNY: 3MiHM 3 AKOCTI.

CepTtudpikar

Ne Hassa dopma BunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapCcbKO20 BIiOnycKy aHHS peecmpayiliHo20
3acoby nocsio4YeHHs1
1. AOPEHANIH- po34uH AN ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa nepepeecTpawisi y 38 A3ky i3 3a He UA/4761/01/01
3400POB'A iH'ekuin 1,82 3 0B6MeXeHo 3aKiHYeHHAM TepMiHy Aii peyernmom nionsizae

mr/mano 1 mn e 06MeXeHo BignoBigasIbHICT peecTpauiiHoro

amnynax Ne 5, Ne BignoBigasb 0 noceig4yeHHs; 3miHu | Tuny:

10 y kopobui, Ne 5 HiCTHO "dapmaueBTNYH 3MiHK 3 siKOCTi. FoTOBMIA

(5x1), Ne 10 (5x2), | "dapmaueBT a KoMnaHis nikapcbknii 3aci6. KOHTpob

Ne 10 (10x1) y nyHa "3popos'a” roTOBOrO J1iKapCbKOro

6nictepax B KOMMaHis 3acoby. 3miHa napameTpiB

KopooLi "3popos'a” cneundikauin Ta/abo




Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

BignosigHocTi/I E-cepTudikar
BiAMOBIAHOCTI EBpONENChbKii
hapmakonei/moHorpadii.
3MiHW, NoB'A3aHi 3
HEeOoOXiHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb 4O MOHOrpadii
[dY abo €BponencbKoi
thapmakonei, abo iHLWOT
HauioHasbHOI (hapmakonei
aepxasu €C - npuBegeHHsA
cneumdikaui Ta metoais
BXi[{HOTO KOHTPOJIIO AAKOCTI
[ONOMDKHMX PeyoBUH BOAA
ANs iH eI, HaTpito
MeTabicynbiT Ta HaTpito
x/i0pug 4o BUMor
BiANOBiIAHMX MOHOrpadiii
Aitoyoro BugaHHs JoY/Ed;
3MiHu 3 sIKoCTi. [oTOBWMIA
nikapcbknin 3aci6. KoHTpob
[ONOMDKHMX PeyOBUH. 3MiHa
y MeTofax BUNpobyBaHHsA
L0MNOMDKHOT PEeYOBUHA
(He3HaYHi 3MiHN Y
3aTBEPLKEHNX MeTohax
BMNPOOYBaHb); 3MiHu | Tuny:
3MiHu 3 aKocTi. AdL.
KoHTponb A®I. 3miHa y
napameTpax cneumdikauii
Ta/abo AonyCcTUMUX MeX,
BM3HAYEHNX y cneundikaisx
Ha A®Il, abo
BUXiZHUA/MPOMIXKHWIA
npoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLLECI
BMPOOHULTBA ADI -
npvBeAeHHs po3giny
«3a/INLLKOBI Ki/TbKOCTI
OpraHiYHNX PO34UHHUKIB» B
cneymdikauii BXigHoro
KOHTPO/IO Y BiANOBIAHICTb A0
DMF chipMun-BnpobHMKa.
BignosigHo ao iHdopmadii




Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

Ha[aHol 3aABHMKOM CXemMa
BMPOGHMLTBA Ta npouec
CUHTE3Y He 3MIHWIUCH; 3MiHK
3 AkocTi. A®Pl. KoHTponb AdI.
3miHa y meTogax
BMNpob6yBaHHA AdD| abo
BMXigHOro
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETBLCA Y NPOLIECI
BUPOGHULTBA AP (IHLLI 3MiHN
y MeToax BUnpobyBaHHS;
3MiHu | TUNY: 3MiHW 3 SKOCTI.
CepTudpikaT
BignosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI €BpONENiChKii
hapmakonei/MoHorpadii.
3MiHuW, NOB'sA3aHi 3
HeOoOXifHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTL 40 MOHOrpadil
LY abo €Bponencbkoi
thapmakonei, abo iHWoi
HaLioHanbHOT chapmakonei
aepxasu €C (3miHa 'y
crneyudikaLisx, nos'a3aHa 3i
3MiHamu B ®Y, abo
€Bponeiickkiin hapmakonel,
ab0 iHWi HauioHanbHIl
thapmakonei gepxasmn €C) -
npuBeAeHHA po3sainis
«MikpobiosoriyHa unctoTa»
Ta «bakTepianbHi
€HOTOKCUHW» B
creymdikadii BXigHoro
KOHTPOJIO Ait0H0T peYOBUHN
[0 BUMOT [it0H0ro BUAAHHSA
€D; 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y
meTogax BunpobysaHHsA AdI
abo BMxigHOro
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLECI




Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

BUpOo6HULTBA A®I (iHLWI 3MiHN
y MeTogax BunpobyBaHHs
(BK/TIOYaOUM 3aMiHy abo
[onoBHeHHs) APl abo
BWXiZHOrO/NMPOMIDXHOIO
NPOAYKTY);
3MiHun | Tuny:
AOMiHICTpaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo
agpecy 3anBHVKa (BacHuKa
peecTpauiiHoro
noceifgyeHHsn) - 3MiHa agpecu
3asBHUKA; 3MiHK | Tuny:
AOMIHICTPaTUBHI 3MiHK.
3miHa HalimeHyBaHHS Ta/abo
agpecu micusi NpoBagKeHHs
BiSiNbHOCTI
BMpOGHUKa/imnopTepa
rOTOBOIO JIiKAPCLKOro
3aco0by, BK/IOYaUN AiNbHUL
BUNYyCKy cepii abo micLe
NpoBeEeHHS KOHTPO/II0
AKOCTI;
3MiHu | Tuny:
AOMiHICTpaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo
afpecy MicLs NPOBaXEHHS
[ifANbHOCTI BUPOBHMKa
(BKtoyaroun, 3a
HeobXifHOCTI, Micue
NPOBELEHHS KOHTPO/IHO
SKOCTi), ab0 BnacHuKa
MacTep-goaiina Ha Adl, abo
noctavyanbHuka
Adl/BnxigHoOro
mMaTepiany/peareHTy/npomMixH
Oro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y
BMPOGHULTBI AD| (AKLLO
3a3HayeHo y 0CbE Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata
BiNOBIAHOCTI €BpPONENCHKiIi
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

thapmakonei y
3aTBepKEHOMY [0CbE, ab0

BMPOGHWKA HOBOT AOMOMDKHOT

PEYOBUHU - YTOUHEHHS
agpecu BUPOBHMKA Ajto4oi
peyoBuHKN; 3MiHW | THNy:
AOMIHICTPaTVBHI 3MiHN.
BunyyeHHs BUPOGHMYOT
AinbHUL (BKNOYaoumn
OinbHuui ana Adl,
NMPOMDKHOIo NPoAyKTy abo
roTOBOIO J1iKapPCLKOro
3acoby, AinbHuLi ans
NpoBeeHHA NakyBaHHS,
BMPOOHUKA, Bi4NOBIgaIbHOro
3a BMNYCK cepiit, micue
npoBeAeHHA KOHTPO/IO cepii)
abo noctavasibHUKa
BWXiZIHOrO marepiany,
peareHTy abo [ONOMKHOT
PEeYOBUHM - BUNTYYEHHS
BMPOBHMKA Ait040T pevyoBUHM;
3MiHu | TUny: 3MiHM 3 AKOCTI.
[oToBWIA NiKapCbKMit 3aci6.
KoHTposnb rotoBoro
nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpobyBaHHSA
roTOBOrO J1iKapCbKOro 3acoby
- MIPUBELEHHS po3ainy
«CTepULHICTb» Y
Bi4NOBIAHICTb A0 BUMOT
Airoyoro BugaHHa Y,
3MiHu | TUNY: 3MiHK 3 AKOCTI.
[oTOBWMIA NiKAPCLKMIA 3aCi6.
Cucrema
KOHTeliHep/3aKkynopoBaibHu
i1 3aci6. 3MiHa y NepBuHHIi
yrakoBLi roTOBOro
nikapcbKoro 3acoby -
BunyyeHHA nepBUHHOT
yNakoBKU, L0 He NpU3BOAUTb
[10 MOBHOIO BU/TyYEHHS
nikapcbKoro 3acoby 3
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

NeBHOI cuoto Aii abo y
neBHili nikapcbkiii hopmi;
3MiHu | TUNY: 3MiHW 3 SKOCTI.
"OTOBWIA Nikapcbkuii 3acio.
Cucrema
KOHTeliHep/3aKkynopoBaibHu
7 3aci6. 3miHa napameTpis
cneuyudpikauii Ta/abo
LONYCTUMNX MEX NepPBUHHOT
yNakoBK1 rOTOBOrO
nikapcbKoro 3acoby -
npueBeAeHHA crneuudikauii Ta
METO/IB BXiLHOrO KOHTPO/I0
NepBUHHOT YNakoBKU
(amnynn) 3a po3ginamu
«YucTtoTa BHYTPILLHBLOT Ta
30BHILLHbLOT MOBEPXHI»,
«TigponiTMYHMa CTIKICTb» Ta
«[lMponyckaHHA cBiTha ans
nochapboBaHnx
CBIT/103aXiCHMX amnys» y
BiAMNOBIAHICTb [0 BUMOT
Airoyoro BugaHHs JodY.
3MiHu 3 SKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHu
i 3aci6. 3miHa y meTogax
BUNPOGYBaHHA NEePBUHHOT
yrnaKkoBKu1 rOTOBOro
nikapcbKoro 3acoby
(He3HauHi 3MiHW Y
3aTBepKEHNX MeTofax
BMNPOGYBaHb).
3MiHU | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3acio.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneumndikawiii
Ta/abo [onyCTUMNX MeX
roTOBOrO J1iKapCbKOro 3acoby
(oonoBHeHHs cneundikayi
HOBMM MOKa3HWKOM 3
BiANOBIAHUM METOA0M
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6nicTepun B nauui

MapKyBaHHS Ta iHCTPYKL,i
ANs MefnyHoro
3acToCyBaHHA Ha nigcrasi
perynsipHo OHOBJ/IIOBAHOIO
3BiTY 3 6€3MneKn NikapCbKoro
3acoby, abo JoC/ifKEHb 3
6e3nekn 3acTocyBaHHSA
Nikapcbkoro 3acoby B

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo20
3acoby nocsio4YeHHs1
BMNPOOYBaHHS) -
[OOMOBHEHHS cneyudikaLii Ta
MK4A 13 posginamum
«lpeHTudikauisa. Hatpito
mMeTabicynbiT»,
«lgeHTudikaLin. AgpeHani
(BEPX)» Ta «KinbkicHe
BM3HAYEHHS. HaTpito
MeTabicyibgiT»; YTOUHEHHS
HanmcaHHsA [03yBaHHS
BiANOBIAHO A0 BUMOT
opuriHasIbHOT AOKyMeHTaLliT
ipMn-BMPOBHUKA:
3aTBEPKEHO: PO3UUNH AR
iH'ekuin, 0,18%;
3anpornoHoBaHo: PO3YMH /1A
iH'eKUin, 1,82 mr/mn
2. BANEPUKA Kancynu no 350 My6niyHe YkpaiHa My6niuHe YkpaiHa nepepeecTpawis y 3B A3Ky i3 6e3 nionsizae UA/4404/02/01
mr no 10 kancyny akuioHepHe akuioHepHe 3aKiHYEHHAM TepMiHy Aji peyenma
6nictepi, no 2 TOBapUCTBO TOBapUCTBO peecTpauiiHoro
6nictepun y nayui "HaykoBo- "HaykoBo- NOCBIAYEHHS; NPVBELEHHS
BMPOGHUYNIA BMPOGHNYMIA HanucaHHs Ail40T pevyoBUHN
LeHTp LEeHTp [0 marepianis
"bopLuariscb "BopLuariBcbkuii peecTpavuiniHoro JoCbe
KWt XiMiko- XiMiKo-
thapmaueBTu hapmaveBTNYH
YHWi 3aBoA" uii 3aBog”
3. BIKAIP® Tabnetky, no 10 MNAT YkpaiHa MAT YkpaiHa nepepeecTpadis Ha 6e3 nionsizae UA/4946/01/01
TabneToky "Tannychapm "Tannudpapm”, HEOOMEXEHHUIA TEPMIH; peyenma
cTpuni; no 10 " YKpaiHa; 3MiHK | TMny: 3MiHM WoA0
Tabnetok y MAT 6e3nekn/ePeKTNBHOCTI Ta
6nictepi; no 10 "Knismegnpenap thapmakoHarnsagy. 3miHa y
Tabnetoky aT", YkpaiHa KOPOTKil XapakTepucTuui
6nictepi, 2 niKkapcbKoro 3acoby, TeKCTi
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

nicnspeecTpauiiiHnii nepioa,
ab0 K pesynbTar OLiHKK
3BITY 3 AOC/iAXKEHb,
npoBefeHnX BiANOBIAHO A0
nnaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy
Y3rO[)KEHO 3 KOMNETEHTHUM
YNOBHOBaXKEHVIM OpPraHom) -
3MiHV BHECEHO [0 iHCTPYKLUIT
4719 MeanyHoro
3aCTOCYBaHHS JliKapCbKoro
3acoby B po3ginu
«[TpoTnnokasaHHA»,
«[Mob6iyHI peakuii»,
«[Mepeno3yBaHHS»,
«OcobnmBocTi
3acTocyBaHHA» (Lo
BifnoBifae pekomeHaaLism
[JenaptameHTy
nicnspeecTpaviiiHoro
Harnsay)
3rigHo 3 n.1.13 Ta n.2.3
pogarky 15 Haka3zy MO3
Ykpainu Big 23.07.2015
Ne460 HagaHOo rapaHTiliHi
JINCTV Bif, 3a8BHMKA W00
HagaHHA NYP Ta
[ONOBHEHHSA [0 ornsaay
KNiHIYHWUX JaHnx yepes 2
POKMU Bif, BBELEHHS B Aj0
Mopsaky)

BIKANNIH®

Tabnetkn, no 10
TabneTok y
cTpuni; no 10
TabneTok y
6nictepi; no 10
TabneToky
6nictepi, 2
6nicTepun B nauui

NAT
"rannydcpapm

YkpaiHa

MNAT
"KviBmegnpenap
at", YkpaiHa,
MAT
"Tannudpapm”,
YkpaiHa

YkpaiHa

nepepeecTpawis Ha
HEOOMEXEHHWIT TEPMIH;
3MiHu | Tuny: 3MiHK WoA0
6e3nekn/edrekTMBHOCTI Ta
thapmakoHarnsagy. 3miHa y
KOPOTKI XapakTepucTumui
nikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLT
418 MeanyHoro
3acTocyBaHHA Ha niacrasi
perynsipHoO OHOB/IIOBAHOIO
3BITY 3 6€3NeKu NikapCcbKoro

6e3
peyenma

nionsicae

UA/4775/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

3acoby, abo gocnimpkeHb 3
6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnapeecTpauiiiuii nepiog,
ab0 Sk pe3ynbTaT OLiHKK
3BITY 3 AOC/iAXKEHD,
npoBefeHnX BiANOBIAHO A0
nnaHy negiaTpuuHnx
pocnigpxkeHs (PIP) (3MiHy
Y3rofKeHO 3 KOMNETEHTHUM
YMOBHOBaXXEHUM OPraHom) -
3MiHN BHECEHO 10 iHCTPYKUT
ANs MeanyHOoro
3aCTOCYyBaHHS /likapCbKoro
3acoby B po3ginu
«[MpoTnnokasaHHs»,
«[lMobiyHi peakuii»,
«[Mepeno3syBaHHA»,
«OcobnmBoCTI
3acTocyBaHHA» (W0
BiANoOBiAae pekomeHaauism
[JenaptameHTy
nicnspeecTpaviiiHoro
Harnsay)
3rigHo 3 n.1.13 ta n.2.3
popatky 15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiHi
NNCTW Bif 3asiBHUKA LLOAO
HagaHHA NYP Ta
[ONOBHEHHS A0 OrNsaay
KNiHIYHMX AaHuX Yepes 2
pOKM Bif, BBEAEHHSA B [it0
Mopaaky

rPULKIB
TPABA

TpaBano 60ry
naykax 3
BHYTPILLHIM
naketom; no1,5r
y (hinbTp-nakeTax
Ne 20 y naykax
abo y naukax 3
BHYTPILLHIM
NakeTom

MpAT
"Niktpasn”

YkpaiHa

MpAT
"Niktpasn"

YkpaiHa

nepepeecTpaLis Ha
HeobMeXeHuin TepMiH

6e3
peuyenma

nionsicae

UA/5670/01/01
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(10x6) y cTpunax
abo bnictepax

peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
3MiHu 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €BpONENCHKIi
thapmakonei/moHorpadii.
MogaHHsA HoBOro abo
OHOBJIEHOTO cepTudikaTa
BignosigHOCTI abo
BU/TyYEHHs cepTudpikata
BiZNOBIAHOCTI €BpPONECHKIi
hapmakonei: ana A®l; ana
BMXigHOro
maTepiany/peareHTy/npomMixH
Oro MPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y
BUPOGHULTBI API; ans
[O0MOMDKHOT PEYOBUHU -
OHOoBNEHW cepTudikaT Big,
yXe 3aTBepKeHoro
BUPOGHUKA; 3MiHK | TUNy:
3miHu 3 akocTi. CepTudpikar
BignosigHocTi/l E-cepTudiikar
BiANOBIAHOCTI EBpONENChKii
hapmakonei/MoHorpagii.
MogaHHs HoBOro abo
OHOBJIEHOTO cepTudikata
BignosigHocTi abo
BUTYYEHHs1 cepTudpikata
BiANOBIAHOCTI €BpONenchKiin
thapmakonei: ana A®l; ana
BMXigHOro
mMaTepiany/peareHTy/npomMikH
Oro MpoAyKTY, WO
BMKOPUCTOBYHOTLCS Y

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo20
3acoby nocsio4YeHHs1
6. EBKANINTA nmetano75ry MpAT YkpaiHa MpAT YkpaiHa nepepeecTpadis Ha 6e3 nionsizae UA/5756/01/01
NMPYTOBUAHO | naukax 3 "NikTpasn” "NikTpasn” HeobMeXeHuli TepMIH peuyenma
ro nncTqa BHYTPILLHIM
naketom, no 2,5r
y dinbTp-nakeTax
Ne 20
7. HEYPOBEKC® | kancynu Ne 30 AKTaBic rpyn IchaHgisa AkTasic PT IHOOHesiA nepepeecTpawis y 3B A3Ky i3 6es nionsicae UA/11462/01/01
HEO (10x3), Ne 60 AT 3aKiHYEHHAM TepMiHy aii peuyenma
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

BMPOGHUUTBI ADI; ans
[OOMOMDKHOT PEYOBUHU -
HoBwii cepTudikart Big
HOBOr0 BMPOGHMKa; 3MiHN |
Tuny: 3MiHM 3 AKOCTI.
CepTudpikaT
BignosigHocTi/lE-cepTudikat
Bi4NOBIAHOCTI €BpONENiChKii
hapmakonei/MoHorpadii.
MogaHHsA HoBoro abo
OHOBJIEHOIO cepTudikata
BignosigHocTi abo
BUNYYEHHS cepTuddikara
BiZNOBIAHOCTI €BpPONECHKIi
thapmakonei: ana Adl; gna
BMXigHOro
mMaTepiany/peareHTy/npomMiH
0ro MPoAYyKTY, WO
BUKOPUCTOBYIOTLCA Y
BMPOOHULTBI ADI; ans
[LONOMDKHOT PeYOBUHY -
OHoBNEHWn cepTudiikaT Big,
yXe 3aTBepaKeHoro
BUPOGHUKA; 3MiHK | TUNy:
3MiHM 3 akocTi. CepTudikat
BignosigHocTi/I E-cepTudiikar
BiNOBIAHOCTI EBpPONECHKIi
hapmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOB/IEHOTO cepTudikata
Bi4NoOBiAHOCTI abo
BUYYEHHSs1 cepTudpikata
BiANOBIAHOCTI EBpONENChKii
hapmakonei: gna A®l; ana
BUXiHOrO
mMaTepiany/peareHTy/npomMixH
Oro NPOAYKTY, L0
BVMKOPUCTOBYIOTLCSA Y
BMPOGHUUTBI ADI; ons
[0MOMiXKHOT PEYOBUHMU -
OHOBNEHWI cepTUdiKaT Bif
yXe 3aTBepaKeHoro
BMPOGHUKA; 3MiHW | Tnny:
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayitiHo2o
nocsi0O4YeHHs

3MiHM 3 akocTi. CepTudikat
BignosigHocTi/I E-cepTudiikar
BiANOBIAHOCTI EBpPONECHKIi
hapmakonei/moHorpadii.
MopaHHs HoBoro abo
OHOB/IEHOTO cepTudikata
Bi4NoOBiAHOCTI abo
BUYYEHHSs1 cepTudpikata
BiANOBIAHOCTI EBpONENChKii
hapmakonei: gna A®l; ana
BUXiHOrO
mMaTepiany/peareHTy/npomMixH
Oro NPOAYyKTY, L0
BVMKOPUCTOBYIOTLCS Y
BMPOGHUUTBI ADI; ons
[0MOMIXKHOT PEYOBUHMU -
HoBwuii cepTudikaT Big
HOBOr0O BUPOBHUKA;
Y3romKeHHs po3ainy
«Cknag» Mix peecTpauiiHum
NOCBiAYEHHAM Ta
3arBepikeHnmn MKA

NEHUUWKNOBIP

MOPOLLIOK
(cybeTaHuis) y
NoABINHMX MiLLKax
3 nonieTnneHy
ans
thapmaueBTUYHOr
0 3aCTOCyBaHHs

MAT
"®iTodhapm"”

YkpaiHa

YaHrkoy KoHi
dapmachbioTikasn
Ko., NTAa.

Kutan

nepepeecTpawis y 3B A3Ky i3
3aKiHYEHHAM TepMiHy aii
peecTpauiiHoro
nocsig4yeHHs; 3miHu | Tuny:
3MiHu 3 aKocTi. AdL.
KoHTponb A®I. 3miHa y
napameTpax cneumgikadi
Ta/abo AonyCTUMUX MEX,
BM3HaYeHNX y cneundikayisx
Ha A®l, abo
BUXiZHWA/NPOMiXHWIA
npoAyKT/peareHT, Wwo
BVMKOPUCTOBYIOTLCS Y NPOLLECI
BMPOGHULTBA A®I (iHLUI
3MiHM). CynyTHS 3MiHa: 3MiHK
3 AkocTi. APl. KoHTponb AdI.
3miHa y meTogax
BMNpo6yBaHHA ADI abo
BMXigHOro
MaTepiany/npoMiKHOro
NpoayKTy/peareHTy, Lo

He
nionsicae

UA/11547/01/01




18

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayitiHo20
nocsi0O4YeHHs

BMKOPUCTOBYETBLCA Y NPOLIECI
BMpo6HULTBA A®I (iHLWI 3MiHN
y MeTofax BUNpobyBaHHsA
(BK/THOYaOUM 3aMiHy abo
[onoBHeHHs) APl abo
BWXiZIHOr0/NMPOMIDXXHOIO
NpoAYyKTY) - NPUBEAEHHS
po3gainy «Mikpob6ionoriuHa
4yncToTa» y BIAMNOBIAHICTb A0
BMMOT [jt040r0 BUAAHHS
[oY. lonoBHEHHA po3ainy
«CynyTHi AOMILLKN»
BM3HAYEHHAM BMICTY By/b-
AKOT JOMILLKM HA PiBHI He
6inbwe 0,5 %, cymapHuii
BMICT AOMILLOK He 3MiHMBCS.
3a3HayeHHs1 BepXHbOI MeXi B
po3gaini «KinbkicHe
BM3HAYEHHSA»; [pnBEeAeHHS
3acTocyBaHHA cybcTaHLii y
BIAMNOBIAHICTb [0 Ajt04oro
BUAaHHA Y

PUH3A®
xoTcun 3
BITAMIHOM C
31 CMAKOM
ANENBbCUHA

MOPOLLOK AN1A
OpasIbHOro
po3unHy no5ry
naketnkax Ne 5,
Ne 10, Ne 25

TOB
"IPKOHCOH i
[>xoHCOH
YkpaiHa"

YkpaiHa

FOHiK
dapmacbloTuka
n Na6opaTtopi3

(BipgineHHs
Gipmm "Ox. B.
Kemikans eHpg

PapmacbroTrka
n3 Nrta.")

IHAiA

nepepeecTpawis y 3B A3Ky i3
3aKiHYEHHAM TepMiHy aii
peecTpauiiHoro
nocsig4yeHHs; 3miHu | Tuny:
CepTudpikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/CepTtudpikat
BiANOBIAHOCTI €BpONenchKii
chapmakonei wono ryéuaToi
eHuedaonartii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudpikaTta BignoBigHOCTI
€Bponelicbkii chapmakonei
ana A®l abo pjtoyoi
pevoBuHM/gNsa BUXigHOTO
maTepiany/peareHTy/npomMixH
Oro MPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y
BUpo6HMUTBI A®I abo aitoyoi
peyvoBUHW/ 418 [ONOMDKHOT
PEeYOBWMHU — HaJlaHHA HOBOTIO

6e3
peuyenma —
Ne 5, Ne
10;
3a
peyernmom
—Ne 25

Ne 5, Ne 10

— niosseae;

Ne 25 — He
nionsizae

UA/4336/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo2o
3acoby nocsio4YeHHs1

CepTtudikaty BiaANOBIAHOCTI
€Bponelicbkili hapmakonei
Bif} HOBOrO BUPOGHMKA; 3MiHN
| Tuny: 3MiHM 3 AKOCTI.
oTOBUIA NiKapCbKWiA 3aCi6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauiin
Ta/abo JonyCTUMUX MeX
rOTOBOrO JliKapCbkoro 3acoby
— [lONOBHEHHSA crieyndikavii
po3ainom «CynpoBigHi
OOMILLKW>»; 3MiHK | Tmny:
3MiHK Wwopao
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnagy. BeefieHHs
ab0 3MiHN [0 y3aranbHeHuX
JaHnx npo cuctemy
thapmakoHarnsgy (sefeHHs
y3arasibHeHuX AaHux npo
cuctemy hapmakoHarnsgy,
3MiHa YyNoBHOBaXeHOi ocobw,
Bi4MNOBiga/IbHOI 3a
34iACHEHHSA
thapmakoHarnagy;
KOHTaKTHOi 0cobu 3
hapmakoHarnsgy 3asiBHuka
ONs 30iCHEHHS
thapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiMiHHA Bif,
YNOBHOB&aXXEHOi 0cobu,
Bi4MNOBiga/IbHOI 3a
3iiCHEHHSA
thapmakoHarnsagy
(BK/TIOYAKOUN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-harina cuctemm
thapmakoHarnsay);3minu |
Tuny: 3MiHM 3 AKOCTI.
[oToBWIA NiKapCbKMit 3aci6.
KoHTposnb rotoBoro
nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo20
3acoby nocsio4YeHHs1
roTOBOrO JliKapCbkoro 3acoby
— 3MiHEHO aHasiTUYHY
METOAMKY 3a NOKA3HUKOM
«KinbkicHe BU3Hay4eHHsA
ackopbiHOBOT KNCOTU»
(3MiHX [0 NPUrOTYBaHHSA
PO34MHIB BUNPOGYBaHHS,
YMOB XpomatorpadyyBaHHs,
[0 po3paxyHKoBUX dpopmys)
10. PUH3A® NOpOLLOK A/1A TOB YkpaiHa FOHiK IHaisa nepepeecTpawis y 3B A3Ky i3 6e3 Ne 5, Ne 10 UA/4337/01/01
XoTcun 3 opanbHOro "[I>KOHCOH i dapmacbloTuka 3aKiHYEHHAM TepMiHy Aji peuyenma — | — niosseae;
BITAMIHOM C po34YnHy no 51y JXOHCOH n Na6opaTtopi3 peecTpauiiHoro Ne 5, Ne Ne 25 — He
31 CMAKOM nakeTunkax Ne 5, YkpaiHa" (BiggineHHs noceig4YeHHst; 3MiHn | Tuny: 10; niossizae
NIMMOHA Ne 10, Ne 25 Gipmm "Ox. B. CepTudikat BignoBigHOCTI 3a
Kemikans eHg €Bponelicbkili peyenmom
dapmacbloTrKa thapmakonei/Ceptudikar — Ne 25
n3 nra.") BiANOBiAHOCTI EBpONENChKii

thapmakonei woao ryéyaroi
eHuedanonarii. NMogaHHa
HOBOro abo OHOB/NEHOIO
cepTudpikaTta BignoBigHOCTI
€Bponelicbkili hapmakonei
ansa Adl abo gjtouoi
peyoBunHW/ANs BUXIZHOTO
mMaTepiany/peareHTy/npomMikH
Oro MpoAyKTY, WO
BVMKOPUCTOBYIOTLCS Y
BUpPO6HMLTBI A®I abo aitoyoi
peYvoBMHW/ AN [ONOMDKHOT
PeyoBMHN — HaJlaHHA HOBOTO
CepTtudpikaty BiaANoBIAHOCTI
€Bponelicbkilii hapmakonei
Bif, HOBOro BMPOGHKKa; 3MiHU
| TMNYy: 3MiHK 3 AKOCTI.
"OTOBWIA Nikapcbkuii 3acio.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewmdikadin
Ta/abo JonyCTUMUX MeX
rOTOBOTO JIiKAPCLKOro 3acoby
— [ONOBHEHHS cneuudikaLii
po3ainom «CynpoBigHi
OOMILLKW»; 3MiHK | Tuny:
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayitiHo20
nocsi0O4YeHHs

3MiHV Woao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHnX
[aHux npo cuctemy
thapmakoHarnsgy (BefeHHs
y3araslbHeHNX JaHnx npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXKEHOI 0co6MH,
BignosigasnbHOT 3a
3[iACHEHHSA
hapmakoHarnsagy;
KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asBHuka
ONs 34iiCHEHHSA
hapmakoHarnsgy B YkpaiHi,
SAKLWO0 BOHA BigMIHHA Bij
YNOBHOBAaXEHOT 0Cco6Y,
BiANoOBifa/IbHOI 3a
3[iAiCHEHHSA
thapmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-hanina cuctemm
hapmakoHarnsgy);3minu |
TMny: 3MiHU 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3acio.
KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa y
MeTofax BUNpobyBaHHS
rOTOBOTO JIiKAPCLKOro 3acoby
— 3MiHEHO aHaNITUYHY
METOAUKY 3a NOKA3HUKOM
«KinbkicHe BU3Ha4YeHHs
ackop6iHOBOT KNCNOTU»
(3MiHX [0 NPUTOTYBaHHA
PO34MHiB BUNPOGYBaHHS,
YMOB XpoMaTorpadyyBaHHs,
[0 pPO3paxyHKoBUX hopmMyn)

11.

PUH3A®
xXoTcun 3
BITAMIHOM C
31 CMAKOM

MOPOLLOK A/1A
OopasibHOro

po3uvHy no5ry
nakeTnkax Ne 5,

TOB
"[I>KOHCOH i
J>KOHCOH
YkpaiHa"

YkpaiHa

FOHiK
dapmacbloTuka
n NlabopaTtopi3

(BigAaineHHs

IHaisa

nepepeecTpawis y 3B A3Ky i3
3aKiHYeHHAM TepMiHy Aii
peecTpauiiHoro
nocBigYeHHs; 3MiHu | Tvny:

6e3
peuyenma —
Ne 5, Ne
10;

Ne 5, Ne 10

— riosiseae;

Ne 25 — He
niosnisicae

UA/4338/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo20
3acoby nocsio4YeHHs1
YOPHOI Ne 10, Ne 25 chipmun "Ix. B. CepTudikaT BiAnoBiAHOCTI 3a
CMOPOANHN Kemikans eHpg, €Bponelicbkili peyenmom
dapmacbloTuka thapmakonei/Ceptudikar — Ne 25
n3 nra.") BiNOBIAHOCTI EBpPONECHKIi

thapmakonei oo ryéuartoi
eHuedanonarii. NMogaHHsA
HOBOro abo OHOB/IEHOTO
cepTudpikata BignoBigHOCTI
€Bponelicbkili hapmakonei
ansa A®l abo gjtouoi
peyoBunHW/ANsA BUXIAHOTO
mMaTepiany/peareHTy/npomMixH
0ro MPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y
BUpo6HMUTBI APl abo aitoyoi
peYvoBMHW/ AN [ONOMIKHOT
PeYOBUHN — HaA@HHA HOBOIO
CepTudpikaty BiANOBIAHOCTI
€Bponelicbkiii hapmakonei
Bif}, HOBOIO BUPOGHMKA; 3MiHN
| Tuny: 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KOHTpONb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadii
Ta/abo JonyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
— [lONOBHEHHSA creyndikavii
po3ainom «CynpoBigHi
OOMILLKW>»; 3MiHK | Tuny:
3MiHu Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHN [0 y3aranbHeHuX
JaHnx npo cuctemy
thapmakoHarnsagy (BegeHHs
y3arasibHeHNX faHux Npo
cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXXeHOI 0cobw,
Bi4MNOBiga/IbHOI 3a
3iiCHEHHSA
thapmakoHarnagy;
KOHTaKTHOi ocobu 3
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys

Howmep

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

BionyckKy

aHHsA

peecmpayitiHo2o
nocsi0O4YeHHs

thapmakoHarnagy 3asaBHvKa
0N 34iiCHEHHSA
thapmakoHarnsagy B YkpaiHi,
AKLWO BOHA BiAMiHHA Bif,
YNOBHOB&XXEHOI 0cobu,
BiANoBifabHOI 3a
34iICHEHHSA
thapmakoHarnsgy
(BKNHOYAKOYM KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghalina cuctemu
thapmakoHarnsagy); 3miHu |
Tuny: 3MiHN 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KOHTpOb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHS
rOTOBOrO J1iKapCbkoro 3acoby
— 3MIHEHO aHaniTUYHy
METOAMKY 3a NOKA3HUKOM
«KinbkicHe BU3HaYeHHs
ackopbiHOBOT KNCOTU»
(3MiHM [0 NPUrOTYBaHHSA
PO34MHIB BUNPOOYBaHHS,
YMOB XpoMatorpadyyBaHHs,
[0 po3paxyHKoBUX dpopmy)
nepepeecTpaLis Ha

6e3

nionsicae

UA/4683/01/01

12.

CUHTOMILUWNH

NiHIMeHT 5 % no
25ry Ty6ax Ne 1

MAT
"Nly6Hndapm

YkpaiHa

MAT
"Nly6Hupapm”

YkpaiHa

HEO0BMEXEHHWNIA TEPMIH.
3rigHo 3 n.1.13 Ta n.2.3
popatky 15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiliHi
JINCTV Bif 3asBHMKA W00
HagaHHA MYP Ta
[ONOBHEHHSA A0 OrNsaay
KNiHIYHWUX JaHunX yepes 2
POKM Big, BBEAEHHS B Ait0
Mopsaaky

peuenma

niosisizae

UA/5893/01/01

13.

LUIWMALLVHA
nnoau

nnogu no 100 r
a60130ry
navkax 3

BHYTPILLHIM

MpAT
"NikTpasn”

YkpaiHa

MpAT
"NikTpasn”

YkpaiHa

nepepeecTpauis Ha
HeobMmeXeHuli TepMiH

6e3
peyenma
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 BionycKy aHHs peecmpayitiHo20
3acoby nocsio4YeHHs1

naketom; no 3,0r
y (hinbTp-nakeTax
Ne20 y naukax
abo y naukax 3
BHYTPILLHIM
nakeTom

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOTYHUX MPEMAPATIB), LLOAO AKUX BY/I BHECEHI 3MIHM A0
PEECTPALIVHNX MATEPIA/IB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
03.06.2016 Ne 520

Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMYyCKY

3assBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0OYeHHs

ABEJIOKC®

pO34nH Ans
iHcpy3iiA, 400
Mr/250 mn no 250
My donakoHax Ne
1

Baliep
dapma Al

HimeuunHa

Baiiep ®apma
Al

HimeyunHa

BHECEHHS 3MiH 40 peecTpaviiiHnX
marepianis:
3MiHu I Tvny - Nlikapcbki 3aco6u. 3MiHW, LWO
noB’s3aHi 3i 3HaYHVMK 3MiHAMK Y KOPOTKIii
XapakTepucTuLi flikapcbkoro 3acoby,
IHCTPYKUIi 415 MeAUYHOro 3acCTOCyBaHHS
3riAHO 3 HOBUMW AAHMMM 3 AKOCTI,
OOK/MIHIYHUMUN, KNIHIYHUMKW AaHUMK Ta
JaHvMy dpapmakoHarnsgy - 3miHu o
IHCTPYKUIT Y po3ainu: "dapmMakooriyHi
BnactusocTi", "MpoTunokasaHHsa",
"B3aemMopist 3 iHLWMMK NiKapCbKMn
3acobamu Ta iHLi BUAKW B3aemogiin',
"Oco6nmBi 3axoan 6e3nekn”, "Oco6IMBOCTI
3acTocyBaHHSA", "3acToCyBaHHA y nepiog
BariTHOCTi abo rofyBaHHs rpyaar”,
"34aTHICTb BNAMBATU Ha LWBUAKICTL peakwi
npu KepyBaHHi aBTOTPaHCNoOpTOM abo
iHLWMMK MexaHi3mamun', "Cnoci6
3acTocyBaHHsA Ta gosu”, "Aitn",
"Mepepo3yBaHHsa", "Mo6IYHI peakuii”,
"HecymicHicTb"

3a
peuernmom

UA/4071/02/01

ArANYPUH®

TabneTkn, BKPUTI
0060/10HKO1O, MO
100 mMr Ne 60 y
hnakoHax Ne 1y
KapTOHHI KopobLi

AT "3eHTiBa"

CrnoBaubka
Pecnyb6nika

AT "CaHeka
dapmacbloTika
n3"

CrnoBaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaviiHnX
marepianis:

3MiHW | TUNY - 3MiHW [0 IHCTPYKUIT Ans

MeMYHOro 3aCTOCYBaHHS Y PO3AiNu:
"MpoTunokasaHHsA", "B3aemMogis 3 iHWMMN

nNikapcbknMn 3acobamu Ta iHWi BUAN
B3aemogiin", "Oco6/MBOCTI 3aCTOCYBaHHS",

"3acTocyBaHHS y nepiog, BariTHOCTi abo

rogyBaHHsA rpyaar”, "3aaTHicTe Bnavsatu

Ha LIBUAKICTb peakuil Npy KepyBaHHi

3a
peyenmom

UA/3412/02/01
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M/1 OpasibHOT
cycneHsii (200
mr/5mn), no 16,5 r
NOpPOLLKY Y
onakoHi; no 1
onakoHy y
KOMIM/IEKTi 3
ajanTepom Ta
LINprLoM Ans
[03yBaHHA y
KapTOHHIM
Kopob6ui; no 24,8 r
MOPOLLKY Y
donakoHi; no 1
donakoHny y
KOMIM/IEKTi 3
ajanTtepom Ta
LINprUoM ANst

nikapcbKoro 3acoby

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
aBTOTPAHCMOPTOM abo iHWUMHN
MexaHismamu”, "Cnocib 3acTocyBaHHS Ta
nosu”, "Oitn", "MepepodysaHHa", "Mo6iuHi
peakuii” 3rigHo 3 iHdhopMaLjieto Woao
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro
(TPEHTAN) nikapcbKoro 3acoby. BeBegeHHs
3MiH npoTArom 3-x micauiB nicna
3aTBepPAKEHHSA
3. A3UTPO nopoLok no 16,5 CaHpo3 CnogeHist C. K. CaHpo3 PymyHis BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/4764/02/01
CAHAO03® r onsa 20 mn dapmacbHoTi C.P.N. mMaTepianis: peyernmom
opasibHOT Kans g.4. 3MiHa y MeToax B1NpobyBaHHs rOTOBOIO
cycneHasii (100 nikapcbkoro 3acoby
Mmr/5mn), no 16,5 r
NMOPOLLKY Y
donakoHi; no 1
chnakoHy y
KOMIM/EKTi 3
aganTepom Ta
LWINpULLOM AnS
[03yBaHHA Yy
KapTOHHI KopoobUi
4. A3NTPO nopoLuok no 16,5 CaHpos CnogeHist C. K. CaHpos PymyHis BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/4764/02/02
CAHAO3® r ans 20 mn a6o ®PapmacbHoTi C.P.N. mMaTepianis: peyenmom
no 24,8 pna 30 Kasn3 g.4a. 3MiHa y MeToAax B1UNpobyBaHHS rOTOBOrO
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
[03yBaHHA Y
KapPTOHHI KOpo6Li
5. A3UTPOMIUNH TabneTkn, BKpUTI AHaHTa Benuka dnamiHro IHaisA BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/12158/01/01
1000 nNiBKOBOIO Megikeap BpuTtaHis PapmacbloTuK mMaTepianis: peuyenmom
0060/10HKOHD, MO Nra. auc JiTa,. 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro
1000 mr B nikapcbKoro 3acoby
6nictepi Ne 4
(4x1)
6. A3UTPOMILIVH TabneTkn, BKPUTI AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/12158/01/02
250 NNiBKOBOIO Megikeap BpuTtaHis PapmacbloTUK mMaTepianis: peyernmom
0060/10HKOHD, MO nTa. asnc 1o, 3MiHa y MeTogax BUnpobyBaHHSA roTOBOro
250 mr B 6nictepi nikapcbKoro 3acoby
Ne 6 (6x1)
7. A3NTPOMIUVH TabeTKn, BKPUTI AHaHTa Benuka dnamiHro IHais BHECEHHS 3MiH 10 peecTpaLinHnX 3a UA/12158/01/03
500 NNiBKOBOIO Megikeap BpuTtaHis PapmacbloTUK mMaTepianis: peyernmom
060/10HKOI0, N0 n1a. anc i1g. 3MiHa y MeTofax BUnpobyBaHHS roTOBOr0
500 mr B 6nicTepi nikapcbkoro 3acoby
Ne 3 (3x1)
8. ANbBYMIH - PO34uH AN TOB YkpaiHa TOB YKpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a 43/12-300200000
BIOPAPMA iHdpy3iii 10% no "BIOPAPMA "BIO®PAPMA mMatepianis: 3MiHn | TUNy - 3MiHW 3 SKOCTI. peyenmom
10 mn, 20 MmNy MNA3MA" MNA3MA" oTOBMIA NiKapCbKUiA 3aCi6. 3MiHN Y
chnakoHax Nel Ta BMPOOHMLTBI. 3aMiHa abo BBeLEHHS
Ne5 a6o no 10 mn, [04aTKOBOT Ai/TbHUL BUPpOGHULTBA AN
20 mn, 50 mn, 100 YyacTuHM abo BCbOro BUPOGHNYOro npoLecy
M, 200 mn Ta rOTOBOrO JliKapCbKOro 3acoby (AiibHULA 41A
400 MmN y nnsLwKax BTOPVHHOIO NakyBaHHS) (BBEAEHHSA
Nel; po3unH gns [04aTKOBOT AiNbHULI 418 BTOPMHHOTO
iHdpy3ili 20% no nakyBaHHs); 3MiHu | TMny - 3MiHK 3 AKOCTI.
50 mn, 100 mny oTOBMIA NiKapCbKUiA 3aCi6. 3MiHN Y
nnswkax Nel BMPOGHULTBI. 3MiHa iMIopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IH0
SIKOCTi TOTOBOrO NikapcbKoro 3acoby (3amiHa
a6o fjofasBaHHA BUPOOHMKA, LLO BigNOBifae
3a BBE3eHHSA Ta/abo Bunyck cepii) - He
BK/THO4AKUN KOHTPO/L/BMNPOBYBaHHS cepii
(BBEAEHHA [OOATKOBOI AiNbHUL
BMPOOHULITBA, LLO BiANOBIAAE 3a BUMYCK
cepii). JoAaTKoBO 3a3HavatoTbCs PYHKLi
BUPOOGHUKA [/19 3aTBEPAKEHOT AiNbHUL
BMPOBGHMLTBA
9. ANNbBYMIH - PO34unH AN TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnX 3a 43/12-300200000
BIOPAPMA iHpysiin 10 % no "BIOPAPMA "BIOPAPMA marepianis: peyenmom
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
10 mn, 20 MmNy MNA3MA" MNA3MA" 3MiHu Il Tuny - FoTOBWMIA Nikapcbkuii 3acib.

donakoHax Ne 1 Ta
Ne 5 a6o no 10
mn, 20 mn, 50 mn,
100 mn, 200 mn
Ta 400 mny
nnsiwkax Ne 1;
pOo34nH AN
iHdhysiii 20 % no
50 mn, 100 mny
nnsawkax Ne 1

KOHTpO/Ib rOTOBOrO NMiKapPCbKOro 3acoby.
3MiHa y meTogax BunpobyBaHHA roToBOro
nikapcbKoro 3acoby (3miHa y
6ionoriyHoMy/iMmyHONOrYHOMY/IMYyHOXIMIYHO
My MeTo/i BUNnpobyBaHHA abo MeTopj, y
SAKOMY BUKOPUCTOBYETLCS BIONIONIYHUIA
peareHT); 3miHu | Tuny - FOTOBWUIA NiKapCbKMii
3aci6. KOHTpOsb roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpiB cnevumdikadiin
Ta/abo oonycTUMUX MeX roTOBOro
nikapcbKoro 3acoby (NnpuBefeHHsA
HOPMYBaHHS 3a nokasHukamu "KinbkicHe
BW3Ha4eHHs. HaTpili-ioH" "KinbkicHe
BM3HaYeHHs. HaTtpito kanpunat" 4o Bumor
Airo4voro BnagaHHs AdY); 3amiHm | Tuny -
loToBwMIA Nikapcbkuid 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMMX MEX FOTOBOrO NiKapCbKOro
3aco0y (3BY)XEHHSI JOMYCTUMUX MEX); 3MiHW |
TUny - FOTOBWIA Nikapcbkuii 3aci6. KOHTPosIb
rOTOBOrO JiKAPCbKOro 3acoby. 3miHa y
MeTofax BUNPo6yBaHHS rOTOBOIO
nikapcbKoro 3acoby (iHLWi 3mMiHKM y MeTogax
BMNPOGYBaHb (BK/IKOUaoUM 3amiHy abo
[ONOBHEHHS)); CYNYTHSA 3MiHa: 3MiHa
napameTpiB cneyndikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO NiKapcbKoro
3aco06y; 3MiHW | TUny - FOTOBWMIA NiKapCbKMiA
3aci6. KOHTpOonb roToBOro /likapCbKOro
3aco0y. 3miHa napameTpiB cneundikadii
Ta/abo fonyCTUMUX MEX roTOBOro
NiKapCbKOro 3acoby (BMyYEHHS HE3HAYHOrO
nokasHuka); 3miHu | Tuny - FoToBMiA
nikapcbkuii 3aci6. KOHTpO/b roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo AoNyCTUMNX MEX
rOTOBOTO JiKaPCbKOTO 3aco6y (4ONOBHEHHS
cneyudikauii HOBMM NOKa3HNKOM 3
BiANOBIAHUM METOAOM BUNPOGYBaHHS);
3MiHu | TMny - FOTOBMIA Nikapcbkuii 3acio.
KOHTpO/1b rOTOBOrO NiKapChbKoro 3acoby.
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

3MiHa y meToax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepKeHnX MeTogax BUNpodyBaHHs);
3MiHM | TMNYy - FOTOBWIA NiKapcbkuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3MiHa y meTogax BunpobyBaHHSA roTOBOro
NiKapcbKoro 3acoby (BUTyYeHHss MeToay
BUMPOBYBaHHS, SKLLO BXe 3aTBEPIKEHO
anbTepHaTUBHWI METOA) - BUNTYYEHHS
MeToAy KOHTPOJI (MeTof 30Ha/TbHOro
enekTpodopesy) 3a NOKa3HNKOM
«ABTEHTUYHICTb»; 3MiHW | TUNy - FOTOBWIA
nikapcbkuii 3aci6. KOHTPO1b roTOBOr0
nikapcbKoro 3acoby. 3miHa napameTpis
cneumndikayin Ta/abo foNyCTUMNX MeX
roTOBOrO J1iIKAPCbKOro 3ac00y - NPMBEAEHHS
Ha3BW NokKasHuKa y crneumdikaii Ta MeTogax
KOHTPO/I0 A0 BUMOT MoHorpadii 4PY
"ANbOYMIH NOANHN PO3YMH" 6e3 3MiHK
METOAMKN Ta HOPMYBaHHS

10.

ACEHTPA®

TabneTKn, BKPUTI
nNiBKOBOIO
o060/10HKOtO, Mo 50
mr Ne 28 (7x4) y
6nictepax

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHoCTI/TE-cepTuddikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOIO
cepTtucpikaTta BigNOBIigHOCTI a60 BUNYYEHHSA
cepTudikaTa BignoBigHOCTI E€Bponelicbkili
thapmakonei: gns A®l; gnsa BuxigHoro
marepiany/peareHTy/npOMiKHOr0 NPOAYyKTY,
LLIO BMKOPUCTOBYIOTLCS Y BUPOGHNLTBI A,
ONS [OMOMIKHOT peyoBuHM (cepTudikat
BiANOBiAHOCTI €Bponeiickkiin hapmakonei) -
HoBwi1 cepTudikat Bi HOBOro BUPOBHMKA
(3amiHa abo [ONOBHEHHS) - NOAaHHA HOBOrO
CEP Ne R1-CEP 2008-019-Rev 02 ana AdI
cepTpaniHy y BUrAs4i cepTpaniHy
rigpoxnopuay Bif, HOBOro BUPOGHMKa
AUROBINDO PHARMA LIMITED, IHgis go
BXE 3aTBEPKEHOro BUPOOHUKA

3a
peyenmom

UA/8770/01/01

11.

ACEHTPA®

TabneTkn, BKPUTI
NiBKOBOIO

KPKA, a.4.,
HoBoO mMecTo

CnoBeHis

KPKA, a.4.,
HoBoO mMecTo

CnoBeHis

BHECEHHS 3MiH A0 peecTpaLinHmx
mMarepianis:

3a
peuyenmom

UA/8770/01/02
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
060/10HKOHD, MO 3MiHu | TMNYy - 3MiHK 3 AkocTi. CepTudpikaT
100 mr Ne 28 BignoBigHOCTI/IE-cepTudikar BignoBigHOCTI
(7x4) y 6nictepax €Bponeiicbkiin dhapmakonei/MmoHorpadii.
MopgaHHA HoBOro abo OHOB/IEHOTO
cepTtucpikaTta BigNoBigHOCTI a60 BUNYYEHHS
cepTudikaTa BignoBigHOCTI €BpoNeiicbkili
thapmakonei: ansa Adl; ansa BuxigHoro
mMaTepiasny/peareHTy/npoMiXXHOro NpoaykKTy,
LLIO BUKOPUCTOBYIOTbCA Y BUPOBHULTBI ADI;
AN AONOMIXHOT pevoBUHU (cepTudpikat
BiANOBIAHOCTI EBpoNeiickkiin hapmakonei) -
HoBwii cepTudikat Big HOBOro BUPOGHMKA
(3amiHa abo [AONOBHEHHS) - NOAaHHA HOBOTO
CEP Ne R1-CEP 2008-019-Rev 02 ans Adl
cepTpaniHy y BUINAAj cepTpaiHy
rigpoxsopuay Big HOBOro BUPOGHMKA
AUROBINDO PHARMA LIMITED, Ingist go
BXE 3aTBEPKEHOr0 BUPOOHUKA
12. | AYTMEHTUH™ NopoLUOK A/1s nakcoCmitK Benuka BUPOGHUK Benuka BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/0987/01/03
pPO34unHYy AnA NAAH BpuTaHis NMOBHOTO BpuTtaHisa/ marepianis: peyenmom
iHQoy3in no 2000 EkcnopTt LMKy: ITania 3MiHW B iIHCTPYKUIT 418 MeANYHOro
Mmr/200 mry NimiTepn CwmiTKnsiiH 3acTocyBaHHs. BBeA€HHA 3MiH NPOTArom
donakoHax Ne 10 Bivem 3-x micsiLiB nicns 3aTBepMAKEeHHA
PapmacbloTuK
asic, Benuka
BpuTaHis;
[00aTKoBWiA
BMPOGHUK AN1A
NepB1HHOIO
nakyBaHHs,
BTOPMHHOTO
nakyBaHHs Ta
BUMYCKY cepii:
Biohapma
C.P.J1., ITanis
13. BIOBEH / PO34uH AN TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a 841/11-300200000
BIOVEN iHoy3in 10 % no "BIO®PAPMA "BIO®PAPMA mMaTepianis: peyenmom
(IMyHornosynl | 10 mn, 25 mn, 50 MNIA3MA" MNA3MA" 3MiHM | TMNy - FOTOBWIA NiKAPCbKNIA 3aci6.
H nroaAnHN mn, 100 mny KOHTpO/1b roTOBOrO NMikapcbKoro 3acoby.
HOPMA/bHUIN naswkax abo 3miHa napameTpiB cneumdikauin Ta/abo
PIAKWIA ANA hnakoHax Ne 1 [0NyCTUMUX MEX roTOBOro NiKapcbKoro

BHYTPILLHbOBE

3acoby (3miHa Ha3BM NOKa3HUKa
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
HHOro "ABTEHTUYHICTBL" Ha "laeHTudikayin" Ta
BBEAEHHS)

YTOYHEHHS HOPMYBaHHS); 3MiHU | Tvny -
loTOBUIA Nikapcbkuii 3aci6. KOHTpo b
rOTOBOrO JiKAPCLKOro 3acoby. 3miHa 'y

MeTofax BUNPOGYyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3mMiHK y MmeTogax
BMNPOGYBaHb (BK/IKOYaoUM 3amiHy abo
[OOMOBHEHHS); 3MiHK | TNy - FoToBUIA
nikapcbkuii 3aci6. KOHTposib roTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneumndikauin Ta/abo foNyCTUMNX MEX
rOTOBOIO JIiKAPCLKOr0 3ac0o0y (4ONOBHEHHSA
cneumdikayii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOLOM BUNPOGYBAHHS);
3MiHu | TMny - FOTOBMIA Nikapcbkumii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKoro 3acoby.
3MiHa y meToax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepKEHNX MeToAax BUNpobyBaHHs);
3MiHM | TMNYy - FOTOBWIA NiKapcbkuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKOro 3acoby.
3miHa napameTpiB cneymdikadin Ta/abo
[0NyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0y; CynyTHS 3MiHa: rOTOBWIA NikapCbkuii
3aci6. KOHTpOsb roTOBOrO JliKapCbKoro
3acoby. 3miHa y meTogax BMNpo6yBaHHS
roTOBOrO JIIKAPCLKOro 3acoby; 3miHu | Tuny -
loToBUIA NiKapcbkuii 3aci6. KOHTposb
rOTOBOrO JliKapCbKOro 3acoby. 3miHa y
MeToAax BUNPOGYyBaHHS rOTOBOrO

NiKapcbKoro 3acoby (BUTyYeHHs MeToay

BUMPOBYBaHHS, SKLLO BXe 3aTBEPIKEHO

anbTepHaTMBHWI MeTOA); 3MiHu | Tuny -

3MiHKM 3 AKOCTI. FOTOBMIA NlikapCbKuii 3aci6.
KOHTpO/b rOTOBOro NiKapCbKoro 3acoby.

3MiHa y MeToax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (015 NpUBEAEHHN Y

BignoBigHicTb 3 4dY abo €Bponencbkoo

hapmakoneeto Ta BUYYEHHSI NOCUTaHHSA Ha

3acTapifinii BHYTPILLHIA MeTop,

BMNPOBYBaHHS i Moro Homep); 3miHu Il Tuny -

roToBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JIiKapCbKOro 3acoby. 3miHa y
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
MeTofax BUNpPo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (3miHa y
6ionoriyHoMy/iMyHONOr4YHOMY/IMYHOXIMIYHO
My MeToAi BUNpobyBaHHs abo MeTog,, ¥
AKOMY BUKOPUCTOBYETLCS BIONOMiYHUIA
peareHT)
14. BIOK/NOT A® niodpinizar ana TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnX 3a 883/12-300200000
(KOMMNEKC pO34rHy NS "BIO®APMA "BIO®PAPMA marepianis: -3MiHu | TMNY - 3MiHK 3 AKOCTI. peuyenmom
AHTUFEMO®I/Ib | iH’ekuiin no 125 MNA3MA" MNA3MA" oTOBUIA NikapCbKuiA 3aci6. 3MiHN Y
HOIo ®AKTOPY | MO, 200 MO a6o BMPOGHMLTBI. 3aMiHa abo BBELEHHS
VIl | DAKTOPY 250 MOy [04aTKOBOT AiNTbHULI BUpOGHMLTBA ANs
BINNEBPAHAOA) | cdnakoHax Nely YyacTuHM abo BCbOro BUPOOGHNYOro npoLiecy
KOMMEKTi 3 rOTOBOrO /liKapCbKOro 3acoby (AiibHUUA 4s
PO3YMHHWKOM: BTOPUHHOIO NakyBaHHs) BBefeHHs
BOAA ANS iH KU [0[aTKOBOI AiNbHMLI BUPO6HMUTBA ANS
nosSmny BTOPUHHOro nakysaHHs TOB "BIO®APMA

onakoHax Nel Ta
3acobamu gns
PO3YMHEHHS Ta
BBEfEHHSA (1
GinbTp, 1 Wnpuy,
0iHOPa30BUii 3
rosIKoK Ans
iH'eKUin,

1 kpunbyaTa
iHdhysiliHa
cuctema); no 400
MO, 500 MO, 750
MO, 1000 MO a6o
1500 MOy
donakoHax Nely
KOMM/IEKTI 3
PO3YMHHVKOM:
BOAA ANS iH KU
no 10 mny
hnakoHax Nel Ta
3acobamu gns
PO34YMHEHHS Ta
BBeJeHHs (1
inbTp, 1 Wwnpuy,
0AHOpa3oBuii 3
rosiKoK Ans
H'EKUIN, 1

MAA3MA" ansa gosysaHb /13 no 250 MO,
500 MO, 1000 MO; 3MmiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOS1t0
SIKOCTI FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo gogasaHHA BUPOOHNMKA, LLO BiAnoBifae
3a BBe3eHHSA Ta/abo Bunyck cepii) - He
BK/1H0HAK0UM KOHTPO/b/BUNPOBYBaHHSA cepil -
BBeneHHSA 0o04aTKOBOI AiNbHULL
BMPOOGHULITBA, LLIO BIAMOBIAAE 3a BUMYCK
cepiii TOB "BIO®APMA MJTA3MA" 3414
[o3yBsaHb J13 no 250 MO, 500 MO, 1000
MO. [looaTkoBO 3a3HavyalnTbeCa YHKLT
BMPOGHMKA AN17 3aTBEPMKEHOT AiTbHUL
BMPOGHULTBA




Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
KpunbyaTta
iHQoy3iliHa
15. | BOTOKC® | NOpPOLLOK ANA AnnepraH Ipnangais AnnepraH IpnaHais BHECEHHS 3MiH A0 peecTpaLinHmx 3a 805/10-300200000
BOTOX® pOo34nHy a8 dapmacbHoTi dapmacbloTika mMaTepianis: peuyenmom
KOMM/EKC iH'ekuin no 100 Kans N3 Ipnangis 3MiHa napameTpiB cneuudikauin Ta/abo
BOTYNIHIYHOI a60 200 ognHWLb Ipnangis [0NyCTUMUX MEX rOTOBOrO NiKapcbKoro
O TOKCUHY - AnnepraH y 3acoby (40NOBHEHHS cneumndikalii HOBUM
TANY A (BI4 chnakoHi Ne 1 NMOKa3HMKOM 3 BiAMNOBIAHNM METOA0M
CLOSTRIDIUM BUNPOBYBaHHSA); 3MiHa y TepMiHax
BOTULINUM) npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOIO J1IKAPCLKOro 3acoby (36i/bLUEeHHS
TepMiHy NpUAAaTHOCTI FOTOBOrO J1iKAPCLKOr0
3aco0y)
16. BAJTIEPUKA kancynu no 350 My6niuHe YkpaiHa My6niuHe YKpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/4404/02/01
mr Ne 20 (10x2) y akuioHepHe akuioHepHe mMaTepianis: peyernma
6nicTepax B nayui | TOBapuUCTBO TOBapUCTBO 3MiHM | TNy - CepTudpikaT BiAgMNOBIAHOCTI
"HaykoBo- "HaykoBo- €sponelicbkin thapmakonei/CepTudikat
BMPOGHNYMIA BMPOGHNUNIA BiANOBiAHOCTI EBponeiickkiin hapmakonei
LeHTp LeHTp wopo ryéyatoi eHuedanonarii. 3mMiHn,
"BopLuariscb "BopLuariBcbku noB’sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KWiA XimiKo-  Ximiko- Bi4NOBIAHICTb A0 MOHOrpadii JepxaBHoi
hapmaueBTu thapmaueBTuy hapmakonei YkpaiHn abo €Bponeincbkol
YHUiA 3aBOA" HWi1 3aBOA" hapmakonei (3mMiHa y cneuundikaLisx,

noB’A3aHa 3i 3MiHaMu B [lepxasHii
thapmakonei YkpaiHn abo €Bponeicbkili
thapmakonei) — 3miHa y cneymdikauii AdI;
3MiHK | Tuny - CepTtudikat BiANOBIAHOCTI
€Bponelicbkin thapmakonei/CepTudikart
Bi4NoBiAHOCTI €Bponelickkiin hapmakonei
oo rybyaroi eHuedanonarii. 3mMiHu,
noB’sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Bi4NOBIAHICTb A0 MOHOrpadii epxaBHoi
thapmakonei YkpaiHn abo €Bponeincbkoi
hapmakonei (3miHa y cneyundikaLisx,
noB’si3aHa 3i 3MiHaMu B [lepxaBHiii
chapmakonei YkpaiHu a6o €Bponeiicbkili
cthapmakonei) - 3miHa y cneuudikawi
[LOMOMDKHUX PEYOBUHW; 3MiHK | Tuny -
roToBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PeyoBUH. 3MiHa napameTpisB
cneumdikauin Ta/abo gonNycTUMUX Mex as
[JOMOMDKHOT PEYOBVHW ([OMOBHEHHS
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!

crneyudikaLii HOBUM NOKa3HUKOM 3
BiAMNOBIAHUM METOAOM BUNPOGYBaHHS);
3MiHM | TUNy - FOTOBMIA NiKapCbkuii 3acio.
Bupo6HuLTBO. 3MiHa po3mipy cepii
(BKtOYaroun gianasoH po3mipy cepii)
rOTOBOIO JIiKAPCLKOr0 3aC06Y - 36i/1bLUEHHS
3aTBEPKEHOro PO3Mipy cepii roToBOro
nikapcbKoro 3acoby; 3miHu | Tuny - Frotosuii
nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHK
BMNPOOYBaHb ab0 AOMYCTUMUX MEX,
BCTAHOB/IEHUX Yy crieuudikaLisx, nig vac
BMPOGHULITBA rOTOBOIO NiKapCbKOro 3acoby
(BUNyYEHHSA HECYTTEBOrO BMNPOOYBaHHS);
3MiHW | TUNY - FOTOBMIA NiKapCbKuiA 3acio.
KOHTpO/1b roTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneyucpikayii Ta/abo
[0NyCTUMMX MEX FOTOBOrO NiKapCbKoro
3aco0y; 3miHu | Trny - FOTOBUIA NikapCbKWit
3aci6. KOHTpOb roTOBOrO /liKapCbKoro
3aco0by. 3miHa y meTogax BUnpobyBaHHSA
rOTOBOrO JIiKAPCLKOro 3acoby (iHLWi 3MiHK y
MeTofax BUNpobyBaHb); CynyTHA 3MiHa:
[oToBMIA NikapCbKkunii 3aci6. BupobHMLTBO.
3MiHN BUNpo6yBaHb abo AONYCTUMMX MEX,
BCTAHOB/IEHMX Y creuudikayinx, nig yac
BMPOGHMLITBA rOTOBOTO /iKApPCbKOro 3acoby
(iHLWi 3miHKW); 3MiHK | TUNY - FOTOBWIA
nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3MiHa noctadasibHuka
nakyBasibHVNX MaTepiasiB abo
KOMMNNEKTYOUNX (SKLLO 3a3HAa4YEeHO B 0OCHE)
(3amiHa abo goaaBaHHsi NocTavasibHUKA) -
BBE/EHHA JOAATKOBMX MNOCTAYa/IbHUKIB
NepBUHHOT YNakoBKN (PO/IbIY asltoMiHIEBOT Ta
NAiBKM NONIBIHINXTOPUAHOT; 3MiHW Il TUNy -
A®| abo pjtoya peyoBrHa. BMpobHMLTBO.
3MiHa BMPOOHUKA BMXiLHOr0/MPOMIKHOIO
npoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
BMpo6HMYOMy npoueci APl abo giroyoi
peyvoBMHM, abo 3MiHa BUPOOHUKA - BBEAEHHSA
HOBOr0O BMPOBHMKA Ail040T PEYOBUHN, Ta K
Hacnigok 3miHn y Cneuundikauii Adl;
CynyTHA 3MiHa: APl abo aitoya peyoBuHa.
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

KoHTposnb A®I abo Aitouoi peqoBuHu. 3miHa
y napameTpax cneuucikauii Ta/abo
JONYyCTUMUX MEX, BUSHAYEHUX Y
cneuunadikauisax Ha A®l abo aiody pevyoBuHy,
a60 BUXigHWA/NPOMDKHWIA NpoAayKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y MPOLLECI
BMPOGHMLTBa A®I ab0o AiloUoi peyoBmHM
(iHLLi 3MiHN)

17.

BEPAMAMINY
rAPOXNOPU],

Tabnetkn no 40
mr Ne 20 (10x2) y
6nictepax y nayui

TOB
"[ocnigHwnii
3aB0f
"rHUnaCc"

YkpaiHa

TOB
"[ocniaHwnia
3aBof,
"THUC,
YkpaiHa; TOB
"papmekc
pyn", YkpaiHa

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMaTepianis:
3MiHu | TMny - Nlikapcbki 3acobu. BHeceHHsA
3MiH(1) Ha Bumory MO3 3rigHo 3
pekoMeHAauisiM1 HauioHasTbHUX
KOMMNETEHTHNX OpraHis, MbKHapOAHNX
opraHi3aviii, perynaTopHmx areHuin iHwmx
KpaiH nicns OuiHKM HeraHOro 06MeXeHHs
oo 6e3nekn, MapkyBaHHs, XxapakTepHoro
ONnsA neBHOT hapmakonoriyHoi Ta/abo
hapmakoTepaneBTUYHOI rpynu, perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKu, nnaHy
ynpas/liHHA pU3nKamu, KOHTPObHUX
3axogis/cneuianbH1X 3060B’s13aHb, 3MiH 4/15
BiJOOpaXXEHHS KOPOTKOT XapaKkTepuCTUKm
nikapcbKoro 3acoby Ta iHCTPYKLiT AN
MeJMNYHOro 3aCTOCYBaHHS - 3MiHW [0
IHCTPYKLIT 415 MeANYHOro 3aCTOCYBaHHS.
BBeaeHHA 3MiH npoTArom 3-x micsauis
nicns sarBepKeHHsA

3a
peuerimom

UA/5540/01/01

18.

BIFAHTO/

pO34uH AN
nepopanbHOro
3aCTOCyBaHHS,
oniiHnia, 0,5
Mr/mn no 10 mny
dhnakoHax Ne 1

Mepk KraA

HimeuunHa

Mepk KraA

HimeuyunHa

BHECEHHS 3MiH 10 peecTpaLinHnX
mMaTepianis:
3MiHuY Il TMNY - 3MiHW B IHCTPYKUIT 4NN
MeJMYHOro 3aCTOCYBaHHA Y PO3g4i:
"Oco6/11MBOCTi 3aCTOCYBaHHSA"

3a
peuenmom

UA/7625/01/01

19.

BITAMIHY A
ALUETAT 1,5
M/TH. MOIT

pignHa
mMacnsHucra
(cybeTaHuis) y
aOMIHIEBMX
KOHTeHepax ans
BMPOGHULTBA
HeCcTepuIbHUX
nikapcbkux hopm

ACM
HyTpiweHan
Mpopaktc Al

LLiseliyapis

ACM
HyTpiweHan
Mpopakrc Jita,

Lseliyapis

BHECEHHS 3MiH 40 peecTpaviinHux
marepianis:

3MiHK | TUny - cepTudikaT BiZNOBIAHOCTI
€Bponelicbkiii hapmakonei/Ceptudikart
BiANOBIAHOCTI EBponeiickkiin hapmakonei

wopo ryéyaroi eHuedanonarii. 3miHu,
noB’sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MOHOrpadii JepxasHoi

UA/5541/01/01
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

thapmakonei YkpaiHn abo €Bponeicbkoi
hapmakonei (3mMiHa y cneuundikaLisx,
noB’si3aHa 3i 3MiHaMu B [lepxasHiii
thapmakonei YkpaiHn abo €Bponeicbkili
thapmakonel) - 3miHa y cneundikauii, a
came: BBeeHHS NnokasHuKa "PO34YMHHICTL",
3MiHK B nMoKa3HuKax "lgeHTndikauisa” ta
KinibkicHe BU3HaYeHHs"

20.

BITAMIHY A
NANbMITAT 1,7
M/TH. MOIT

piavHa
mMacnsHucra
(cybeTaHuis) y
aNOMIHIEBUX
KOHTeiHepax ans
BMPOOHULTBA
HeCcTepuIbHUX
nikapcbknx chopm

ACM
HyTpiweHan
Mpopaxtc Al

LLiseliyapis

ACM
HyTpiweHan
Mpopgakrc 14,

Lseliyapis

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMaTepianis:
3MiHK | TUNY - cepTudiKaT BiLNOBIAHOCTI
€Bponelicbkin thapmakonei/CepTudikart
Bi4NoOBIAHOCTI €Bponelickkiin thapmakonei
oo rybyartoi eHuedanonarii. 3MiHu,
noB’sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiAMOBIAHICTb 4O MOHOrpadii JepxaBHoi
chapmakonei YkpaiHn abo €Bponeicbkol
hapmakonei (3miHa y cneuundikaLisx,
noB’si3aHa 3i 3MiHaMu B [lepxaBHiii
chapmakonei YkpaiHu a6o €Bponeiicbkili
thapmakonei) - 3miHa y cneuudikawii 3a
nokasHukamu "lgeHTundikanin” Ta "KinbkicHe
BU3HAYeHHA"

UA/4384/01/01

21.

FIHIYM

TabneTkn, BKPUTI
NMiBKOBOMO
060/10HKOI0, 1Mo 80
mr Ne 30 (10x3),
Ne 60 (10x6), Ne
120 (10x12) y
6nictepax y nauu,i

CaHpo3
PapmacbloTi
Kans g.4.

CnoBeHis

CavtoTac
dapma M'v6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiHnX
matepianis: 3MiHun | Tuny - Jlikapcbki 3acobwu.
3MiHa y KOpOTKiil XapakTepucTuLi
niKapcbKoro 3acoby, iHCTPYKLIT Ans
MeMYHOro 3aCTOCYBaHHS, MapKyBaHHI
yMaKoBOK
reHepUYHMX/KOMBIHOBaHNX/6ioNOAIGHNX
niKapcbkyx 3acobiB NiCNSA OLHKK TiET XX 3MiHN
o0 pedepeHTHOro/opuriHasIbHOro
nikapcbKoro 3acoby (BNpoBaXeHHs 3MiH(1),
LLIOAO SAKMX(0T) 3aAABHVK HE HaJAa€ XOLHUX
HOBWX [OAATKOBUX AaHWX) (3MiHN B
IHCTPYKUT AN MeAUYHOro 3acTOCyBaHHA y
po3ginu: "MokasaHHs",
"dhapmakoTepaneBTuyHa rpyna” (Lon0
hapMakonoriyHMx BNacTUBOCTENR),
"MpoTunokasaHHa", "HanexHi 3axoan
6e3nekun nNpy 3acTocyBaHHi", "3acTocyBaHHA
y nepioa, BariTHOCTi abo rogyBaHHs rpyaar”,

6e3
peuyenma

UA/11869/01/01
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

"Mo6iuHi peakuii”, "B3laemogisa 3 iHWMN
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aeEMOSN"3rigHo 3 iHhopMaLjieto Woao
MeMYHOro 3acToCyBaHHA petepeHTHOro
nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH

- NpoTAroM 3-X MiCALB Nic/1a 3aTBEPKEHHS)

22.

FIHIYM

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKOI0, MO
120 mr Ne 30
(10x3), Ne 60
(10x6), Ne 120
(10x12) y
6nictepax y nayui

CaHpo3
dapmacbHoTi
Kan3 g.4.

CnoBeHis

Cantorac
dapma M6 X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiHnX
marepianis: 3MiHun | Tuny - Jlikapcbki 3acobw.
3MiHa y KOpOTKiil XapakTepucTuLi
niKapcbKoro 3acoby, iHCTPYKUiT Ans
MeMYHOro 3aCTOCYBaHHS, MapKyBaHHI
ynaKoBOK
reHepUYHMX/KOMBIHOBaHNX/6ioNOAIGHNX
niKapcbkyx 3acobiB NiCNsA OLHKWN TIET X 3MiHN
o0 pedepeHTHOro/opuriHasIbHOro
nikapcbKoro 3acoby (BNnpoBamxeHHs 3MiH(n),
o0 AKux(0f) 3aABHMK He HaAAE XOAHNX
HOBUX A04ATKOBUX AaHWX) (3MiHM B
IHCTPYKUT AN MeAUYHOro 3acTOCyBaHHA y
po3ainu: "MokasaHHsa",
"dhapmakoTepaneBTuUyHa rpyna” (Lon0
hapmakonoriyHMx BNacTMBocTel),
"MpoTunokasaHHa", "HanexHi 3axoan
6e3nekun Npu 3acTocyBaHHI", "3acTocyBaHHSA
y nepiog, BariTHOCTi abo roflyBaHHs rpyaar”,
"Mo6iuHi peakuii”, "B3zaemogis 3 iHWMMN
nikapcbkrMun 3acobamu Ta iHLWi Buan
B3aemMogiit" 3rigHo 3 iHhopmadieto Woao
MeJIMYHOro 3aCToCyBaHHA pethepeHTHOro
nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH
- NPOTAroM 3-X MicsiUiB Mic/is 3aTBEPOAYKEHHS)

6e3
peyenma

UA/11869/01/02

23.

MKAKABI

TabneTkn no 5 mr
Ne 56 (14x4) y
6nictepax, Ne 60
y thnakoHax Nel

Hosapric
dapma Al

LLiseliyapis

Bupo6HuyTBO,
KOHTPO/b
AKOCTI,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
BUMYCK cepii:
HoBapric
dapma LUTeliH
Al,
LLseiuapis;

Liseliyapis

BHECEHHS 3MiH 40 peecTpaviiHnX
marepianis: 3MiHu Il Tuny - Jlikapcbki
3aco6u. 3miHa(1) go TepaneBTUYHUX

nokasaHb (0ofaBaHHs HOBOro
TepaneBTUYHOro NokasaHHs abo 3MiHu
3aTBEPAKEHOr0 NnokasaHHs) (3MiHM B
IHCTPYKUIT 4191 MEeANYHOr0 3aCTOCYBaHHA Y p.
MokaszaHHs); 3MiHu Il TUny - Jlikapcbki
3aco6u. 3MiHK, L0 NOB’sI3aHi 3i 3HAYHUMN
3MiHaMW y KOPOTKiil XapakTepmcTuLi
NiKapCbKOro 3acoby, IHCTPYKLIi Ans

3a
peyenmom

UA/13456/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
KoHTposb MeZJMYHOro 3aCTOCYBaHHS 3rigHO 3 HOBUMU
AKOCTi 3a LaHUMK 3 AKOCTI, AOKNIHIYHUMWN, KAIHIYHUMMK
BUHATKOM JaHumu Ta JaHuMu hapmakoHarnsagy (3mMiHun
BU3HAYEHHS B IHCTPYKLi A/19 Me4UYHOro 3acToCyBaHHA y
MiKpO6ionoriyH p. MpoTtunokasaHHs. B3aemopisa 3 iHLWMMK
Of YNCTOTH: nikapcbkrMun 3acobamu Ta iHLWi Buan
dapmaHaniTmk B3aemMogijin. OcobnmBoCTi
a CA, 3acTocyBaHHA.Crocib 3acTocyBaHHA Ta
LBeiuapis [o3u. Mob6iyHi peakuii. ®apmMakonoriyHi
BNacTuBocTi); 3miHu | Tuny - FoToBWMiA
nikapcbknii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax npuaaTHocTi abo ymosax
36epiraHHsi rOTOBOTO JTIKAPCbKOro 3aco0y
(36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - Ans TOpProBesibHOT
ynakoBku (NigTBEPAKYETLCA AaHUMU
CTabiNnbHOCTI peasibHOro Yacy) (36iNbLIeHHS
TepMiHy npugatHocTi 13 3 18 micAauis o 2
pokiB (8ns TabneTok y 6nictepax) (TepMiH
BBEJEHHSA 3MiH - MPOTAroM 3-X MicALiB nicns
3aTBEPKEHHS)

24. | LKXAKABI Tabnetku no 15 HoBapric LLseliyapis Bupo6HMuUTBO, Lseliyapis BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/13456/01/02
Mr Ne 56 (14x4) y dapma Al KOHTPO/b mMaTepianis: 3miHu Il Tuny - Jlikapcoki peyernmom
6nictepax, Ne 60 SIKOCTI, 3acobu. 3miHa(n) fo TepaneBTUHHUX
y chnakoHax Ne 1 nepBuHHEe Ta nokasaHb (404aBaHHA HOBOrO

BTOPUHHE TepaneBTUYHOro NokasaHHs abo 3MiHU
nakyBaHHs, 3aTBEPKEHOrO NokasaHHs) (3MiHu B
BUNYCK cepil: IHCTPYKUiT 415 MeANYHOIo 3aCTOCYBaHHA Y p.
HoBapTic MokaszaHHs); 3MiHu 1l Tuny - Jlikapcbki
dapma LTeliH 3aco6u. 3MiHW, L0 NOB’A3aHi 3i 3HaYHUMU
Al, 3MiHaMM Y KOPOTKiil XapakTepucTui
LLiselinapis; nNiKapcbKoro 3acoby, iHCTpYKLUIiT Ans
KoHTposb MeJMYHOro 3aCTOCYBaHHS 3rigHO 3 HOBUMU
AKOCTi 3a OaHUMKM 3 AKOCTI, AOKNIHIYHUMUN, KAIHIYHUMK
BUHATKOM JaHumy Ta JaHuMu hapmakoHarnsagy (3miHun
BM3HAYEHHsA B IHCTPYKLi A/19 MeUYHOro 3acCToCyBaHHA Y
MiKpo6ionoriyH p. MpoTunokasaHHs. Blaemogisi 3 iHWMMK
Of YNCTOTH: nikapcbkrMun 3acobamu Ta iHWi Buan
dapmaHaniTmk B3aemMogijin. OcobnmBocCTi
a CA, 3acTocyBaHHA.Cnocib 3acTocyBaHHA Ta
LBeiiuapis [o3u. MobiuHi peakuii. PapmarosioriyHi
BnacTueocTi); 3miHu | Tuny - FoToBWMi
nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y




Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
TepMiHax npuaaTHocTi abo ymoBax
36epiraHHsA roToBOro J1iKapCbKOro 3acoby:
(36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby:) - 4719 TOProBesibHOI
ynakoBku (NiATBEPIKYETLCA AAaHUMMN
cTabinbHOCTI peasibHOro vyacy) (36inbLIeHHs
TepMmiHy npugaTtHocTi /13 3 18 micauis go 2
pokiB (ans TabneTok y 6nictepax) (TepmiH
BBE/leHHS 3MiH - NPOTArom 3-x MicAuis nicns
3aTBEPAKEHHS)
25. | MKAKABI Tabnetky no 20 Hosapric LBeiLapis Bvpo6HuUTBO, LBeiiLapis BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/13456/01/03
Mr Ne 56 (14x4) y Papma Al KOHTPOSb marepianis: 3miHu Il Tuny - Jlikapcbki peyenmom
6nictepax, Ne 60 SIKOCTI, 3aco6u. 3miHa(n) go TepaneBTUYHNX
y thnakoHax Ne 1 nepBuHHe Ta nokasaHb (0oAaBaHHs HOBOro
BTOPUHHE TepaneBTUYHOro NokasaHHs abo 3MiHU
nakyBaHHs, 3aTBEPKEHOrO NokasaHHs) (3MiHu B
BUMYCK cepii: IHCTPYKUIT 019 MEeANYHOro 3aCTOCYBaHHA Yy p.
HoBapric MokaszaHHs); 3MiHK Il TUny - Jlikapcbki
®dapma LUTeiH 3aco6u. 3MiHW, Lo NOB’A3aHi 3i 3HaYHUMU
Arl, 3MiHaMW y KOPOTKii XapakTepncTuLi
LLsenuapis; NiKapcbKOoro 3acoby, iHCTPYKUiT ans
KoHTpornb MeAMYHOro 3aCTOCYBaHHS 3riHO 3 HOBUMM
AKOCTi 3a LaHUMM 3 AKOCTI, AOKNIHIYHUMUN, KAIHIYHUMK
BUHSATKOM AaHumy Ta JaHnMuy hapmakoHarnsagy (3miHu
BU3HAYEHHS B IHCTPYKL,i 415 MeAUYHOr0 3aCTOCYBaHHSA Yy
MiKpo6ionoriyH p. MpoTunokasaHHs. Bzaemogis 3 iHWMMK
Of YNCTOTH: nikapcbkrMun 3acobamu Ta iHLWi Buan
dapmMaHaniTmk B3aemogiin. OcobmBocTi
a CA, 3acTocyBaHHA.Cnocib 3acTocyBaHHA Ta
LLseuapis £0o3u. MNo6iuHi peakwjii. apmakonoriyHi

BNacTueocTi); 3miHu | Tuny - FoToBWMiA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y
TepMmiHax npuaaTtHoCTi abo ymoBax
36epiraHHsA roToBOro /1ikapcbKoro 3acooby:
(36iN1bLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby:) - 4N TOProBebHOT
ynakoBku (NigTBEPAKYETLCA AAHUMUN
cTabinbHOCTI peasibHOro yacy) (36inbLeHHs
TepmiHy npugatHocTi 13 3 18 micAauis o 2
pokiB (o151 TabneTok y 6nictepax) (TepmiH
BBE/leHHS 3MiH - NPOTArom 3-x Micsuis nicns
3aTBEPAKEHHS)




Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
26. | AOKCOPYBIUWH | nopowiok TOB YkpaiHa TOB "CiHbiac YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX - UA/8467/01/01
Y raPOXNIOPUA | (cybecTaHuis) y "CiHbiac dapma” marepianis:
6aHkax ans dapma” 3MiHK | TUNY - A®Il abo aitoya pevosuHa.
BMPOGHULTBA KoHTponb A®I abo fitoyoi pevoBuHu. 3miHa
CTEPUNBHUX y MeTofax BunpobysaHHsa APl abo gitoyoi
nikapcbknx chopm peyoBunHM abo BMXiZHOro/MPOMIKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuytea A®| abo gjtouori
PEYOBUHM — 3MiHU Y 3aTBEPIKEHIN MeToANL,
BMNpo6yBaHHs A®I [JokcopybiunHy
rigpoxopuay 3a NokasHUKOM «3asInLLKOBI
KiNIbKOCTi OpraHiyHnX po34nHHUKIB» (MeTo[,
rasosa xpomarorpadis, 4Py 2.2.28): 3miHK
y NPUroTyBaHHi PO34MHIB, po3paxyHkKax
27. 30/IEAPOHOBA | KoHUeHTparT ans AT YropuHa Bupo6HMUTBO YropwuHa/ BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/13860/01/01
KUCNOTA-TEBA | po3uuHy ans dapmaueBTr 3a MOBHUM Xopsartis marepianis: 3miHun | Tuny - Jlikapcbki 3acobu. | peyenmom
iHdpy3ilA, 4 Mr/5 M | YHWiA 3aBOf, LMKIOM: 3MiHa y KOpOTKiil XapakTepucTuLi
nosmny TEBA AT niKapcbKoro 3acoby, iHCTPYKUiT Ans
thnakoHax Ne 1, PapmaueBTny MeMYHOr0 3aCTOCYyBaHHS abo MapKyBaHHI
Ne 4, Ne 10 HWi1 3aBOf ynakoBoK (MoTpebye BHECEHHS BiANnoBiAHO
TEBA, 00 iHchbopmaui
YropwuHa; pethepeHTHOro/opuriHasIbHOro MiKapcbKoro
Bupo6HMUTBO 3acoby 6e3 HaJaHHS XOAHUX HOBUX
3a NOBHUM [04AaTKOBUX JaHVX 3a89BHUKOM) - 3MiHW A0
LMKIOM: IHCTPYKL,T 415 MeAUYHOrO 3aCTOCYBaHHSA Yy
MAIBA po3ginu: "MokasaHHA", "B3aeMoLis 3 iHLUMMU
Xpsarcka nikapcbkrMun 3acobamu Ta iHLWi Buan
4.0.0., B3aemogii", "Oco6/MBOCTi 3aCTOCyBaHHA",
XopsarTis "3acTocyBaHHs y nepiog BaritTHoCTi abo

rofyBaHHs rpyaat”, "Cnoci6 3actocyBaHHs
Ta pgosn", "MNepenosysaHHs",
"®apmakonoriyHi BnactneocTi”, "Mo6iyHi
peakuii" 3rigHo 3 iHdhopmaLlieto Wwoao
MeJMNYHOro 3aCToCyBaHHsA pedhepeHTHOro
(BOMETA) nikapcbkoro 3aco6y); 3MiHu |
TMny - Nlikapcbki 3aco06u. BHeCeHHA 3MiH(1)
Ha BumMory MO3 3rigHo 3 pekomeHgauisimu
HaLiOHa/TbHUX KOMNETEHTHUX OpraHis,
MiXXHapPOAHWX OpraHizaLiii, perynsatopHux
areHujin iHWN1X KpaiH Micns OuiHK1 HeramHoro
06MeXeHHs Wwoao0 6e3nekn, MapKkyBaHHS,
XapakTepHoro Ans neBHoi hapmMakosioriyHol
Ta/abo (papmakoTepaneBTUYHOI rpynu,
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
perynspHO OHOB/IIOBAHOIO 3BITY 3 6e3neku,
nnaaHy ynpasniHHA pU3nKamMu, KOHTPOJTbHUX
3axogis/cneuianbHuX 3060B’s13aHb, 3MiH 4/15
Bi0OOpaXXeHHA KOPOTKOT XapaKTepuCTUKN
nikapcbKoro 3acoby Ta iHCTPYKLiT ANns
MeJMNYHOro 3aCTOCYBaHHS (BNPOBaLKEHHS
Y3roMpKeHux 3MiH y hopMy/IH0BaHHi, LWoA0
AKX 3851BHUK HE HAa€ XXOAHUX HOBUX
[o4aTkoBMX AaHux) (3MiHW [0 IHCTPYKUii Ans
MeJMYHOro 3aCTOCYBaHHS y PO34inu:
"Oco6umBocTi 3acTocyBaHHA", "MO6IYHI
peakuii” 3rigHo 3 OHOBNEHO iH(hopMaLLiE 3
6e3nekun 3acToCcyBaHHS 30/1e,pOHOBOT
kucnotu (TepMiH BBEAEHHS 3MiH - MPOTArOM
3-X MicsLiB Mic/ia 3aTBEPAKEHHS)
28. | IBONTUH® SR Tabnetkw, AGGOTT HimeuunHa AGOGBI HimeyuunHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/7175/03/01
NPO/IOHroBaHoI Nab6opartopi3 [Joiunaxg mMaTepianis: peyernmom
4ii, no 240 mr Ne meX m6X i Ko. KI 3MiHW B IHCTPYKLiT AN Me4U4HOro
30 (15x2) y 3acTocyBaHHs. BBeA€HHA 3MiH NPOTArom
6nictepax B 3-x micsauiB nicna saTBepAKEeHHsA
KapTOHHI KopoobUi
29. IMYHOrnoeyni PO34uH AN TOB YkpaiHa TOB YKpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/13033/01/01
H AHTUPE3YC iH'eKLin no 1 mn "BIO®PAPMA "BIO®PAPMA MaTepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI. peyenmom
RHO(D) (300 mkr MNA3MA" MNA3MA" oTOBWMIA NiKapCbKUiA 3aCi6. 3MiHN Y
noanHn iMyHOr 106y niHY BMPOGHULTBI. 3aMiHa abo BBeAEHHS

npu TuTpi 1:2000)
B amnysax Ne 1,
Ne 3 abo Ne 5

[0[4aTKOBOT Ai/bHUL BUPpOGHULTBA AN
YyacTuHM abo BCbOro BUPOOGHMYOro npoLiecy
rOTOBOrO JiIKAPCLKOro 3acoby (AinbHUUA Ans

BTOPWHHOTO NakyBaHHs) (BBeAeHHs
[04aTKOBOT Ai/TbHULI BUPOGHMLTBA ANs
BTOpPWHHOro nakysaHHsa TOB "BIO®PAPMA
MNA3MA"); 3miHu | TUNy - 3MiHN 3 AKOCTI.
oTOBWIA Nikapcbkuii 3aci6. 3miHK y
BUPOGHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO
SIKOCTI FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo goAaBaHHsSI BUPOOHMKA, LLIO BignoBiaae

3a BBE3€EHHS Ta/abo Bunyck cepii) - He
BK/104AI0UM KOHTPOb/BUNPOGYBaHHSA cepii

(BBegeHHsa [,00aTKoBOI AiNbHUL

BMPOGHULITBA, LLIO BiAMOBIAaE 3a BUMYCK

cepiii TOB "BIO®APMA MNJTIASMA".
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

[oaatkoBo 3a3HavyalTbCs PyHKLIT
BUPOGHUKA A/1A 3aTBEPMKEHOT AiNbHULL)

30.

IMYHOI IOBY/I
H AHTUPE3YC
RHO(D)
NoANHN

po34nH AN
iH'EKLi MO 2 MN
(300 mkr
iMyHOr106YyniHy
npv TuTpi 1:2000)
B amnynax Ne 1,
Ne 3 a6o Ne 5

TOB
"BIO®PAPMA
MNA3SMA"

YkpaiHa

TOB
"BIO®PAPMA
MNA3SMA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
matepianis: 3MiHn | TNy - 3MiHW 3 AKOCTI.
oToBWIA NikapCbKUin 3aci6. 3MiHW Y
BMPOOHMLTBI. 3aMiHa abo BBeLEHHS
[04aTKOBOI Ai/IbHNLi BUPOGHMLITBA A5
YyacTuHM abo BCbOro BUPOGHNYOro npoLiecy
rOTOBOrO JliKapCbKOro 3acoby (4iibHUUA 4R
BTOPWHHOrO NakyBaHHs) (BBeAeHHSA
[04aTKOBOI AiNbHWL BUpOGHMLUTBA ANA
BTOPUHHOro nakysaHHa TOB "BIO®APMA
MNAA3MA"); 3miHn | TURy - 3MiHN 3 AKOCTI.
oTOBUIA NiKapPCbKUiA 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMIopTepa/3miHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOSIO
SAAKOCTi rOTOBOrO J1iKapCbKOro 3acoby (3amiHa
abo fjonaBaHHA BUPOOHMKa, LLO BiANOBigae
3a BBE3€eHHSA Ta/abo Bunyck cepii) - He
BK/IHOYA0UN KOHTPONL/BUNPOBYBaHHSA cepil
(BBegeHHs o[aTKoBOI AiNbHULL
BMPOOHULITBA, LLIO BIAMNOBIAAE 3a BUMYCK
cepiii TOB "BIO®APMA TJTASMA".
[opaTkoBo 3a3HavarnTbes OYHKLIT
BUPOOGHMKA ANS 3aTBEPAKEHOI AiNbHNLL)

3a
peyenmom

UA/13033/01/02

31.

IMYHOT IOBY/I
H
AHTUCTA®INOK
OKOBWUIA
NOANHN

po34uH AN
iH’exuiii no 100
MO B amnynax Ne
3, Ne 5 a6o Ne 10

TOB
"BIO®APMA
MNA3SMA"

YkpaiHa

TOB
"BIO®APMA
MNA3SMA"

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiiHnX
mMatepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA NikapCbkunii 3aci6. 3MiHK y
BMPOGHMLTBI. 3aMiHa ab0 BBEAEHHS
[04aTKOBOT Ai/TbHULI BUPOGHMLTBA ANs
YyacTMHM abo BCbOro BUPOBHNYOro npotecy
rOTOBOrO JiKAPCbKOro 3acoby (AinbHMLA Ans
BTOPWHHOIO NakyBaHHs) (BBefeHHA
[0[4aTKOBOT Ai/bHUL BUPpOGHULTBA AN
BTOPUHHOro nakysaHHa TOB "BIO®APMA
MNA3MA"); 3MiHu | TUNY - 3MiHW 3 SKOCTI.
oToBWIA NiKapCbKUii 3aci6. 3MiHM Y
BMPOGHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO
SKOCTi TOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo fofasaHHA BUPOOHMKA, LLO BignoBifae
3a BBE3€HHs Ta/abo Bunyck cepii) - He

3a
peuenmom

UA/13034/01/01
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

BK/1I04AI0UM KOHTPOb/BUNPOGYBaHHSA cepii
(BBeneHHsa [,o00aTKoBOI AiNbHUL
BMPOOHULITBA, LLIO BiAMOBIAaE 3a BUMYCK
cepiii TOB "BIO®APMA MNJTA3MA".
[opnaTkoBo 3a3HayarnTbes YHKLIT
BMPOGHUKA AN151 3aTBEPKEHOI AiTbHULL)

32.

IMYHOTNOBYI
H
AHTULTOMET
ANOBIPYCHUIA
NIOANHN

pPO34unH AnA
iH'ekyii no 1,5 mn
a6o 3,0 mnB
amnynax Ne 10

TOB
"BIOPAPMA
MTA3MA"

YkpaiHa

TOB
"BIOPAPMA
MNA3MA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnX
mMartepianis: 3MiHun | Tuny - 3MiHM 3 SKOCTI.
oTOBUIA NikapCbKuiA 3aci6. 3MiHN Y
BMPOGHMLTBI. 3aMiHa abo BBELEHHS
[04aTKOBOI AiNbHWL BUpOGHMLUTBA ANA
YyacTuHM abo BCbOro BUPOOGHNYOro npoLiecy
rOTOBOrO /liKapCbKOro 3acoby (AiibHUUA 4s
BTOPWHHOIO NakyBaHHs) (BBegeHHs
[04aTKOBOI Ai/IbHNLi BUPOGHMLITBA A5
BTOPUHHOro nakysaHHs TOB "BIO®APMA
MNA3MA"); 3miHK | TUNy - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbKuiA 3acCi6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMNYCKY Cepii Ta KOHTPOSHO
SIKOCTI FOTOBOrO NikapCbKOoro 3acoby (3amiHa
abo fofasaHHA BUPOOHMKA, LLO BigNOBIgaE
3a BBe3eHHSA Ta/abo Bunyck cepii) - He
BK/1H0Ha0UM KOHTPOL/BUNPOGYBaHHSA cepil
(BBeneHHs [,o00aTKoBOI AiNbHULL
BMPOGHMLITBA, L0 BiANOBIAAE 3a BUNYCK
cepiii TOB "BIO®APMA MNJTA3MA".
[opaTkoBo 3a3HavyaroTbCsA YHKLIT
BUPOGHUKA A1 3aTBEPAKEHOT AiNbHULL)

3a
peyenmom

225/13-300200000

33.

IMYHOI 1IOBYI
H nroAnHU
HOPMA/IbHWIA -
BIO®APMA

poO3yuH Ans
iH'ekuin 10% no
1,5wmn (1 go3a) Ta
3,0 mn (2 po3n) B
amnynax Ne 10

TOB
"BIO®PAPMA
MNIA3MA"

YkpaiHa

TOB
"BIO®PAPMA
MNA3MA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
MaTepianis: 3MiHK | TUNY - 3MiHW 3 AKOCTI.
oTOBWMIA NiKapCbKUiA 3aCi6. 3MiHN Y
BMPOOHMLTBI. 3aMiHa abo BBELEeHHSA
[0[4aTKOBOT Ai/bHUL BUPpOGHULTBA AN
YyacTuHM abo BCbOro BUPOOGHMYOro npoLiecy
rOTOBOrO /iIKAPCLKOro 3acoby (AinbHUUA Ans
BTOPWHHOTO NakyBaHHs) (BBeAeHHs
[04aTKOBOT Ai/TbHULI BUPOGHMLTBA ANs
BTOpPWHHOro nakysaHHsa TOB "BIO®PAPMA
MNA3MA"); 3miHu | TUNy - 3MiHN 3 AKOCTI.
oTOBWIA Nikapcbkuii 3aci6. 3miHK y
BUPOBHULTBI. 3MiHa iMnopTepa/3miHu, LWo

3a
peuerimom

41/12-300200000
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO
SIKOCTi TOTOBOrO NikapcbKoro 3acoby (3amiHa
abo fofasaHHA BUPOGHMKA, LLO BignoBigae

3a BBE3eHHSA Ta/abo Bunyck cepii) - He
BK/IHOYA0UM KOHTPONL/BUNPOGYBaHHSA cepil

(BBefeHHa 0oaaTKoBOT AiNbHULL
BMPOOHULITBA, LLIO BIAMOBIAAE 3a BUMYCK
cepiii TOB "BIO®APMA MNJTASMA".
[oaatkoBo 3a3HavalTbCs PyHKLIT
BUPOGHUNKA A1 3aTBEPMKEHOT AiNbHULL)

34.

KETOHAN®

rens 2,5 % no 50
ryTtybax Ne 1B
KapTOHHI kopooLi

CaHpo3
PapmMacbloTi
Kans g.4.

CnoBeHis

Cantotac
dapma N6 X

HimeyunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TUNYy - 3miHa hopmu Ty6K, 6€3 3MiHN
SIKICHOTO Ta KiNIbKiICHOTO cKnagy
nakyBaJslbHOro marepiasny, 3 BifMnoBigAHOH
3MiHOI0 Y cneuudikayii Ha NepBrUHHY
ynakoBky M. «Onuc» (3aTBepakeHo: Tyba
LWMiHAPUYHA; 3anponoHoBaHo: Ty6a
KOHi4Ha)

3a
peyenmom

UA/8325/05/01

35.

KNIMAONHOH®

TabneTkn, BKpUTI
060/10HKOH, Ne 60
(15x4) y
6nictepax

BioHopuka
CE

HimeyunHa

BioHopuvika CE

HimeyunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMaTepianis:
3MiHM | TMNy - FOTOBWIA NiKAPCbKNIA 3aci6.
KOHTpO/Ib rOTOBOrO NMiKapPCHKOro 3acoby.
3MiHa y meToax BUNpo6yBaHHS roTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHK y MeTodax
BUNPOGYBaHb (BK/ItOYalouy 3amiHy abo
[ONOBHEHHS) - OHOB/EHHS 3aTBEPKEHNX
MeTO/iB BUNPOOYBaHHA 3a NOKa3HUKOM
«lgeHTndikauis. CanoHiHm» (TLUX),
«KinbkicHe BU3HauYeHHs1» (BEPX). BBeaeHHs
3MiH NPOTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS; 3MiHU | TUNY - FOTOBWMIA
nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa
chopmm abo po3mipiB NikapcbKoi hopmu
(TabneTkn 3 HeraliHUM BUBINTbHEHHSAM,
Kancynm, cynosuTopii Ta necapii) - 3miHa
po3mipy TabneTok, 30KpeMa B1COTH sgpa
TabneTkn Ta BUCOTK TabneTkn, MOKPUTOT
060/10HKOI0, K HACMIA0K 3MiHa AONYCTUMMX
MeX y cneundikauii 3a NokasHUKOM «Onue».
BBeAeHHA 3MiH NpoOTArom 6-T1 Micsuis
nicna 3satBepMXEHHS; 3MiHM | TNy - 3MiHK

6e3
peuenma

UA/5021/01/01
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

3 AKoCTi. [0TOBWIA Nikapcbkuit 3acib.
KOHTpO/Ib rOTOBOrO NMiKapPCbKOro 3acoby.
3miHa napameTpiB cneymdikadin Ta/abo
[0NyCTUMUX MEX rOTOBOro NiKapcbKoro

3aco06y (BM/TyHEHHS HE3HAYHOTO NOKa3HMKa
(Hanpuknag 3acTapifioro NokasHuka, Takoro
SK 3anax Ta cMak, abo igeHTudikay,is
GapBHUKIB UM CMAKOBUX 406ABOK) -
BUyYeHHs i3 MKA TecTy «lgeHTudikauis.
BapBHuku» (Tutany giokeung (E 171), 3anisa
okcua, YepBoHuiAhkoBTuiA (E172), 3
BiANOBIAHMM METOA0M BUMPOBYBaHHSA; 3MiHN
Il Tuny - 3MiHK 3 AKoCTi. FOTOBMIA NiKapCbKWii
3aci6. KOHTpOb roTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpiB cnewmdikain
Ta/abo AonyCTUMUX MeX rOTOBOro
nikapcbKoro 3acoby (3miHa 3HaxoauTbCS
nosa 3aTBeppKeHVMU JOMyCTUMUMU
mMexamy cneuudikauiii) - 3miHn y MKA MN13:
BUYYEHHA BEPXHBLOIT AOMYCTUMOI Mexi 3a
NOKa3HUKOM «MilUHICTb»

36.

KOPANHOPM®
nnroc

Kancynu, no 10
Mmr/75 mr Ne 30
(10x3) y
6nictepax

AKTasBic rpyn
AT

IcnaHpis

dapmaueBTuy
HWUIA 3aBop,
"Monbhapma”
C.A.

Monbuia

BHECEHHS 3MiH 40 peecTpaviiHnX
mMaTepianis:
3MiHu | TMny - FOTOBMIA Nikapcbkumii 3acio.
KOHTpO/b roTOBOro NMikapcbKoro 3acoby.
3MiHa y meTodax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3mMiHK y MmeTogax
BMNPOGYBaHb (BK/IHOYaoUM 3amiHy abo
[OMOBHEHHS) — NPOMOHYETLCA BHECEHHS
3MiHN y Tabnuuto ons igeHTudikayii
[OMILLOK 3a BiAHOCHMMMK Yacamu
YTPUMYBaHHS B 3aTBEPLKEHIVi METOAUL
«BUW3HaYeHHA CynpoBiAHMX AOMILLOK
Biconponony cymapaty/Auetuncaniynnosol
KMCNOTU» HACTYMHUM YMHOM: -
iAeHTndikyBaTn gomilwky E 3rigHo
MOHorpadii €E® 3 BigHOCHMM YacoMm
yTpumyBaHHsa 1,18 (B npoueci cuHtesy/
NPOAyYKT po3nasny), - BUyumTy biconponosny
OOMILLKY J, OCKi/IbKM BOHA HEe YTBOPIOETLCSA B
3aTBEPAKEHOMY NPOLLECi CUHTE3Y
BMPOBHMKA, - 3aMIHUTN ONUC NOXOKEHHS
Jomiwok Giconposnony, a came gomilwkm N Ta

3a
peuyerimom

UA/13127/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!

6iconposiony oKkcasonignuHoy
6eH3anbgerigy T 3 «B NPOLECi CUHTE3Y» Ha
«B MpoLECi CUHTE3Y/NPOAYKT po3naay»;
3MiHu | Tuny - CepTtudikar BiAnoBiAHOCTI
€sponelicbkiit hapmakonei/CepTudiikat
BifnoBigHOCTI €Bponeiickkiin hapmakonei
wopo ryéyatoi eHuedanonarii. 3miHu,
NnoB’s3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Bi4NOBIAHICTb A0 MOHOrpadii AepxaBHoi
thapmakonei YkpaiHn abo €Bponeicbkol
hapmakonei (3miHa y cneuudikauisx,
noB’si3aHa 3i 3MiHaMu B [lepxasHiii
thapmakonei YkpaiHn abo €Bponeiicbkiii
thapmakonei) — 3miHa 6yna 3anponoHoBaHa
y 3B’A3KY 3 BUIYHYEHHAM HaBaXKKM 3pasky,
HeobXigHoro Ans aHanisy, 3i cneundikadii
[ONOMIXHOT PeHOBUHN «Karcynu
XeNaTNHOBI» 3a NOKa3HUKOM
«Mikpob6ionoriyHa unctoTa» BiAMNOBIAHO A0
ED; 3miHu | TUNY - CepTudikar
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei/CepTudikat BignoBigHOCTI
€Bponelicbkili hapmakonei woao ryéuatoi
eHuedanonarii. 3MiHK, NOB’A3aHi 3
HEeOobXiHICTIO NPVBEAEHHS Y BiANOBIAHICTbL
40 MoHorpadii JepxxaBHoT hapmakonei
Ykpainu abo €Bponeiicbkoi dhapmakonei
(3miHa y crneuundikaLisx, nos’a3aHa 3i
3miHamu B [lepxaBHili hapmakonei YkpaiHu
abo €sponelicbkiin hapmakoner) — 3miHa
6yna 3anponoHoBaHa y 3B'A3Ky 3
OHOB/IEHHAM cneymdikauil Ha NPOMKHUIA
npoayk «AueTtuncaniuuiosa
Kncnota/kykypyassHuii KpoxMasb», A
HacnifoK 3MiH y MoHorpadii €® ana
aueTuncaniyunoBoi KACNOTKH; 3MiHK | Tuny -
CepTudikat BignoBigHOCTI €BpONENChKii
thapmakonei/CepTudikat BignoBigHOCTI
€Bponelicbkili hapmakonei woao ryéuatoi
eHuecpanonarii. NMogaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBig4HOCTI
€Bponelicbkili hapmakonei ansa Adl abo
Aitoyoi peyoBUHW/ANs BUXIAHOTO
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

mMaTepiany/peareHTy/npoMiXHOro NpoaykTy,
LLIO BMKOPUCTOBYOTLCS Y BUPOOHULTBI ADI
abo fito4oi peyoBUHU/ANa AONOMKHOT
peyoBuHM (cepTudikaT BigNOBIAHOCTI
€Bponelicbkili dhapmakoner) - OHOBNEHWIA
cepTudikaT BiLNOBIAHOCTI Bif, Ait040ro
BMpO6HMKa - nogaHHsa oHoBrieHnx CEP gns
Al 6iconponony doymapaty Ne R1-CEP
2008-038-Rev 00 Ta Ne R1-CEP 2008-143-
Rev 00 Bif 3aTBEPAXEHNX BUPOOHMKA
Unichem Laboratories Limited Ta Synkem
BiANOBiAHO

37.

KOPANHOPM®
nnocC

Kancysnu, no 5
Mr/75 mr Ne 30
(10x3) y
6nictepax

AKTaBic rpyn
AT

IcnaHgis

dPapmaueBTny
HWUIA 3aBOA,
"Monbgapma”
C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TMny - FOTOBMIA Nikapcbkuii 3acio.
KOHTpO/1b roTOBOrO NMikapcbkoro 3acoby.
3MiHa y meTodax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHLWi 3mMiHKM y MeTogax
BMNPOGYBaHb (BK/ItOYaoUn 3amiHy abo
[ONOBHEHHS) — MPOMOHYETLCA BHECEHHSA
3MiHM Y Tabnuuo ans igeHTmudikauii
[JOMILLIOK 3a BIAHOCHVYMMW Yacamu
YTPYMYBaHHS B 3aTBEPKEHI MeToauLi
«Bu3Ha4YeHHs1 CynpoBigHMX AOMILLIOK
Biconponony cymapaty/Auetuncaniynnosor
KUCIOTW» HACTYNMHUM YMHOM: -
iAeHTUdikyBaTn gomilky E 3rigHo
MoHorpadii €® 3 BiAHOCHNM Yacom
yTpMyBaHHS 1,18 (B npoueci cuHtesy/
NPOAYKT po3nasny), - BUNyumTu Giconponony
OOMILLKY J, OCKiNIbKM BOHA HE YTBOPKETLCSH B
3aTBepKEHOMY NPOLLECi CUHTE3Y
BMPOBHMKA, - 3aMIHUTN ONUC NOXOKEHHS
JoMilwok biconposnony, a came gomiwwky N Ta
6iconponony okcasoniguHony
6eH3anbaeriay T 3 «B NPOLECI CUHTE3Y» HA
«B NPOLECI CUHTE3Y/NPOAYKT po3naay»;
3MiHK | Tuny - CepTtudikat BiANOBIAHOCTI
€Bponelicbkiii hapmakonei/CepTudikat
BiAMNOBIAHOCTI €Bponeiickkin hapmakonei
woao ryéyaroi eHuedanonarii. 3MiHu,
noB’si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii JepxasHoi

3a
peyenmom

UA/13127/01/02
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!

thapmakonei YkpaiHn abo €Bponeicbkoi
hapmakonei (3mMiHa y cneuundikaLisx,
noB’si3aHa 3i 3MiHaMu B [lepxasHiii
thapmakonei YkpaiHn abo €Bponeicbkili
thapmakonei) — 3miHa 6yna 3anponoHoBaHa
Y 3B'AA3KY 3 BUTYYEHHAM HaBaXXKu 3pasky,
Heob6XiZHOro oNs aHanisy, 3i cneyndikawii
[ONOMIXXHOT PEHOBMHN «Kancynu
XKenaTVHOBI» 3a NOKa3HNKOM
«MikpobionoriyHa YnctoTa» BiAMOBIAHO A0
ED; 3miHu | TUNY - CepTudikar
BiANOBIAHOCTI EBPONEChKi
thapmakonei/CepTudikat BignoBigHOCTI
€Bponeiicbkiin dhapmakonei Wwoao ryéyaroi
eHuedaionarii. 3MiHK, NOB’A3aHi 3
HEeOOXiQHICTIO NPMBEAEHHS Y BiANOBIAHICTb
00 MoHorpadii JepxasHoT hapmakonei
Ykpainn abo €Bponelicbkoi chapmakonei
(3miHa y crneuundikaLisx, nos’a3aHa 3i
3miHamu B [lepxaBHili hapmakonei Ykpainu
abo €sponeiicbkili hapmakoner) — 3miHa
6yna 3anpornoHoBaHa y 3B'A3Ky 3
OHOBJIEHHAIM cneLmdikaLii Ha MPOMDKHWIA
npoAayk «AueTtuncaniynnosa
Kncnota/kykypyassHuii KpoxMasb», A
Hacnifok 3MiH y moHorpadii €E® ana
aueTunncaniynnoBoi KACNOTK; 3MiHK | Tuny -
CepTugoikaT BignNoBigHOCTI €Bponeiichbkili
thapmakonei/CepTtudikat BignoBigHOCTI
€Bponeiicbkiin dhapmakonei Wwoao ryéyaroi
eHuedanonarTii. NMogaHHa HOBOro abo
OHOB/IEHOTO cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei ansa Adl abo
L0401 pevoBMHU/aNsA BUXIAHOTO
marepiany/peareHTy/nPOMiXHOr0 NPOAYyKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI
abo Aito4oi peyoBrHU/ANa AONOMDKHOT
peyoBUHM (cepTudikaTt BigNOBIAHOCTI
€Bponelicbkili hapmakoner) - OHOBNEHWIA
cepTudpikaT BigNOBIAHOCTI Big, AiloHOro
BMPO6HMKa - nogaHHsa oHoBrieHnx CEP gns
A®I 6iconponony gpymapaty Ne R1-CEP
2008-038-Rev 00 ta Ne R1-CEP 2008-143-
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Ymosu

Homep

Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

BionyckKy

peecmpayiliHo2o

nocsio4eHHs

Rev 00 Bif 3aTBEPAXEHNX BUPOOHMKA
Unichem Laboratories Limited Ta Synkem
BiANOBiAHO

6e3

UA/0160/01/01

38.

NAKTOBIT
POPTE

kancynu Ne 30
(10x3), Ne 14
(7x2), Ne 28 (7x4)
y bnictepi

Mini
Xersckepe
NimiTen

Benuka
BpuTtaHis

Menpo

PapmacboTuK

auic Mpisar
NimiTepq,

IHaisA

BHECEHHS 3MiH A0 peecTpaLinHnx
MaTepianis: 3miHu | Tuny - FoToBUIA
nikapcbkuii 3aci6. KOHTPO1b roTOBOr0
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM Yy MeToAax BUNpobyBaHb
(BKNtOYArOUM 3amiHy a60 AOMOBHEHHS) (p.
"KinbkicHe BU3Ha4YeHHs dhoniesoi kucnotn"
3MiHeHO Y® meTof Ha meTog BEPX 3
Bi4NOBIAHMMM 3MiHaMM B cnieymdikawii
(n.2.1) " lpeHTndbikayis doniesoi kucnoTn';
BijKOpPUroBaHo meToauky T. " KinbkicHe
BM3HaYeHHs BiTamiHy B12" (meTog BEPX) B
npnboniAroToBL,i, po3paxyHKoBiii chopmyni,
npuaaTHocTi XxpoMaTorpadiyHoi cuctemu);
3MiHu | TUNYy - BunyyeHHss BUpoGHUYOT
OinbHUUI (BKNtOYatoum ainbHui gns A®l abo
[it0Y40i pevyoBMHM, MPOMIKHOIO NPOAYKTY abo
rOTOBOrO JiKAPCbKOro 3acoby, AinbHUL 4Ns
NPOBeEHHS NaKyBaHHSA, BUPOOHNKa,
BiAMOBIA&/ILHOTO 3a BUMYCK Cepiii, Micue
npoBeAeHHs KOHTPOO cepii) abo
noctayasibHuKa BUXiAHOro mMaTepiany,
peareHTy abo [OMNOMDKHOT PEYOBUHU (SIKLLLO
3a3HayveHo y peecTpaviliHoMy [4OCbE)
(BUNYYEHHS BMPOGHMYQT dinbHuui gna M3
Binanac Xenckepe IMBT /114, 1HASA)

peuenma

UA/2241/01/01

39.

NEBO®J/TIOKCAL,
NHY
HANIBrigPAT

MOPOLLOK
(cybeTaHuis) y
noABiliHMX
nonieTUIeHoBUX
naketax Ans
hapmaueBTUYHOT
0 3aCTOCyBaHHS

HeyneHpg
Na6opaTopic
NimiTen

IHAjs

HeyneHpg,
Na6opaTopic
Nimiteq

IHAis

BHECEHHS 3MiH 40 peecTpaviiiHnX
MaTepianis: 3miHu | Tuny - 3miHa
HallMeHyBaHHs Ta/abo MiCLe3Hax0MKEeHHS
BUPO6GHMKA (BK/TOHAKOUM 38 HEOOXiAHOCTI
MiCLLe MpOBeAEHHS KOHTPOSIO AKOCTI) abo
noctavasnbHuka APl abo gjroyoi
pPeYoBMHU/BUXIQHOIO
MaTepiasny/peareHTy/npoMiXXHOro NpoayKTy,
LLI0 3aCTOCOBYHOTbCA Y BUPO6HMLTBI ADI abo
[iroY4oi pevoBrHU (3a BiACYTHOCTI
cepTudiikaTa BiANOBIAHOCTI EBPONENChKIit

thapmakonei y 3aTBepaKeHOMY
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
peecTpauiiiHoMy A0CkE) (MPUBELEHHS
MicLie3HaxoMKeHHs1 BUpobHuka Adl go
OopuriHaNbHUX JAOKYMEHTIB, 6€3 3MiHN Micus
BMpOGHULTBA (3MiHA Ha3BM LUTATY)
40. | IOHrOKAIH® PO34uH AN TOB "tOpisi- YkpaiHa TOB "tOpisi- YKpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/12900/01/02
iH'exuin, 5,0 mr/mn ®apm” Papm" marepianis: peyenmom
no5wmny 3MiHu | TMny - FOTOBMIA Nikapcbkumii 3acio.
thnakoHax Ne 1, Brpo6HuuTBO. 3MiHa po3mipy cepii
Ne 5y nauui; B (BKNtOUAOUM Ajana3oH po3mipy cepir)
amnynax Ne 10 y roTOBOrO /iKapCbkoro 3acoby (36iNbLUEHHS
nadui; no 20 mny [0 10 pasiB NOpPiBHAHO i3 3aTBEPAKEHNM
hnakoHax Ne 5y po3mipom cepii)
nauyyi; no 50 mny
hnakoHax Ne 1y
nayii
41. ME®EHAT mMasb o 15 r abo MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnX 6es UA/7845/01/01
no 40 r y ty6ax "papmak” marepianis: peyenma
3MiHu | TMNYy - A®I abo fitoya peyoBuHa.
KoHTposnb APl abo fitoyoi pevoBuHu. 3miHa
y MeTofax BunpobysaHHsa APl abo gitoyoi
peYvoBMHM ab0o BUXiAHOTO/MPOMIXHOIO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuyTBa A®I abo gitoyoi
peyoBuHY; 3MiHu 1l Tuny - Ad®l abo girova
peyosuHa. KoHTponb A®I abo gitoyoi
peyoBuHU. 3MiHa Yy NapameTpax
cneumdikauiii Ta/abo gonycCTUMUX MEX,
BMU3HauYeHuX y cneumdikadisx Ha APl abo
[iro4vy peyoBuHy, abo BUXIAHNA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci Bupo6HuyTBa A®I abo gitoyoi
PEeYOBUHM
42. | HENPOBIOH TabneTkn, BKPUTI Mepk KlraA HimeuuunHa Mepk KlraA i ABcTpis BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/5409/01/01
060/10HKO0, Ne 20 Ko. Bepk matepianis: 3miHn | Tuny - FoToBUiA peyernmom
(10x2) y LWniTTans nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y
6nictepax TepMiHax npuaaTHocTi abo ymosax
36epiraHHs roTOBOro NikapcbKoro 3acoby:
(3MEHLLEHHS! TepMiHYy NPUAATHOCTI FTOTOBOTO
NiKapcbKoro 3acoby:) - 415 TOProBesibHOI
YyNakoBKM (3 3-X 0 2-X pOKiB); 3MiHu | TUny -
oTOBWMIA Nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3miHa y NepBuHHiIl




Ne

Haszsa
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n/n

JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

yMakoBLji FOTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHK) (3MiHa Yy NEPBWHHIN YNaKoBL:
iMniemeHTaLis rpyHTOBKY npavimepa
30BHILUHLOIO N1aKy Ha BOAHI OCHOBI, KW He
KoHTakTye 3 ['N13 (iHWi maTepianv 3anvweHo
6e3 3MiH); 3miHun | Tuny - FoToBUIA
nikapcbkuii 3aci6. KOHTposib roToBOr0
nikapcbKoro 3acoby. 3miHa napameTpis
cneumndikayin Ta/abo fONyCTUMNX MEX
rOTOBOrO J1iKapCbkoro 3acoby (4ONOBHEHHS
cneumadikaii HOBUM NOKA3HUKOM 3
BiANOBIAHMM METOA0M BUNPOBYBAHHSA)
(BBEAEHHA TECTY "PO3UMHEHHS" y
cneumdikauito 13 3 BigNOBIAHUM METOA,0M
BMNPOBGYBaHHs); 3MiHu Il Tuny - FoToBWMiA
Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa 'y
cknagi (4onoMKHUX peyoBUHax) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHK) (3MiHK Y
cknagi AonoMikHux peyosuH MN13) (TepmiH
BBEJIEHHSA 3MiH - MPOTAroM 6-T1 MicALiB
nicns 3aTBepkKeHHs)

43.

HOBITAH®

TabneTkn, BKpUTI
NiBKOBOIO
060s10HKOt0, Ne 10
y 6nictepax Ne 1y
Kopo6ui

4-p Pepai'c
Na6opaTopic
nTg

IHais

4-p Pepgi'c
Na6opaTopic
nrg

IHais

BHECEHHS 3MiH 40 peecTpaviiHnX
mMaTepianis:
3MiHu | TMny - Jlikapcbki 3acobu. BHeceHHsA
3MiH(1) Ha BuMory MO3 3rigHo 3
pekoMeHAaui M1 HalioHa/TbHUX
KOMMNETEHTHUX OpraHis, MbXKHapPOAHNX
opraHisauiii, perynsaTopHmx areHui iHwmx
KpaiH NiC/is OLiHKN HerainHoro 06MeXxeHHs
oo 6e3nekn, MapkyBaHHs, XxapakTepHoro
[ANs NeBHOT papMakoorivyHoi Ta/abo
chapmakoTepaneBTUYHOI rpynu, perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, nnaHy
ynpas/liHHA pU3nKamu, KOHTPONbHMX
3axogis/cneuianbHuX 3060B’s13aHb, 3MiH 415
BiJ0OOpaXXeHHA KOPOTKOT XapaKTepuCTUKN
NiKapcbKoro 3acoby Ta IHCTPYKLiT aAns
MeAMYHOro 3acToCyBaHHS (BNPOBaKEHHS
Y3roKeHUX 3MiH y )OpMyNI0BaHHi, Woa0
AKX 3851BHUK HE HaAa€ XXOAHNX HOBUX
[00aTKOBUX AaHuX) - BHecTn 3miHn go
IHCTPYKUiT y po3ainun: "MpoTunokasaHHsA",

6e3
peyenma

"HanexHi 3axoau 6e3nekun npu

UA/5127/01/01
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

3acTocyBaHHI", "3acTocyBaHHA B nepiof,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta fo3n”, "lNepenosysaHHA",
"Mo6iyHi edpexTn”, "B3aemopis 3 iHLLUMN
nikapcbkrMun 3acobamu Ta iHWi Buan
B3a€EMOZji" 3rifHO 3 OHOB/IEHOO
iHchopmaLiieto 3 6e3nekn 3acToCyBaHHS
ibynpocheHy. BBeeHHA 3MiH NPOTArom 3-x
MicAUiB nicna 3aTBepPAXXEHHA

HOKCIPEN

HaszanbHWiA cnpei
0,05 % no 15 mn
abo 20 mny
KOHTeWHepi 3
npo6koto-
po3nutoBayem Ne
1B navyi 3
KapToHY

CninbHe
YKpaIHCbKO-
icnaHcbke
nignpuemMcTB
0 "Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKpaIHCbKO-
icnaHcbke
nignpuemMcTBo
"Cnepko
Ykpaina",
YkpaiHa;
Ankana
®apwma, C.J1.,
IcnaHis

Ykpaina/
IcnaHis

BHECEHHS 3MiH 40 peecTpauiiiHnX
marepianis:
3MiHW | Tuny - 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWI 3aci6. 3MiHa
chopmu abo po3mipy KOHTeHepa un
3aKynopoBasibHOTO 3aco6y (foaaTkoBa
nepBUHHA yNakoBKa iHLIOT DOpMU); CYNyTHSA
3MiHa: 3MiHY 3 SIKOCTi. [OTOBUIA STiKAPChKUIA
3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa
Oy Ab-sIKOi YacTUHW MaTepiasly NepBUHHOT
YyNaKoBKU, L0 HE KOHTAKTYE 3 FOTOBUM
nNikapcbkvM 3ac060M; BBEAEHHSA [0AaTKOBOI
NepBUHHOT yNaKkoBKM iHWWOT hopmu, 6e3
3MiHM NaKyBas/lbHOro Matepiany

6e3
peuyenma

UA/1703/01/01

45,

OKCANINNATUH
"EBEBE"

KOHLeHTpaT A5
pO34nHy N
iHpy3ii, 5 Mr/mn
no 10 mn (50 mr),
20 mn (100 wmr),
40 mn (200 mr) y
donakoHax Ne 1

EBEBE
Papma
lec.m.6.X.
Hdor. KI

ABcTpia

EBEBE
dapma
Fec.m.6.X.
Hdor. KI

ABCTpis

BHECEHHS 3MiH 0 peecTpauiiiHnX
marepianis:
3MiHW | TUNY - FOTOBWMIA NiKapCbkuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKoro 3acoby.
3MiHa y meTogax BMNpoOyBaHHSI TOTOBOr0
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
3MiHa y 3aTBEpXeHnUX MeTofax
BunpobysaHHA 13 Ta AdI, 6e3 3MiH
JonyctuMmx Mex crneundikauii: Y nigpo3sgini
3.2.S.4.2. AHaniTU4YHi METOANKN Y METOSi
BEPX gns Bu3HauyeHHs BMICTy gomiwok C, F
Ta HeBIAOMMX AOMILLOK CNOCI6 NPUroTyBaHHS
PO34MHY NOPIBHAHHA 4 ONUCaHWUIA B iHLLINIA
doopmi, 6€3 3MiHWN KOHLEeHTpaLiii; Y
nigpo3gini 3.2.P.5.2. AHaniTM4Hi MeTOAMKN
3a NOKa3HMKOM «laeHTudikaLjs

3a
peuenmom

UA/6314/02/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!

okcaninnaTuHa MetTogom Y-
CrneKkTpodoTOMETPIT» Y PO3UNHI MOPIBHAHHSA
BUMNPaB/IEHHA PO3PaxyHKY KOHLeHTpauil; 3a

NOKa3HUKOM «BMICT CynyTHIX AOMIiLLOK»
BK/tOYEHA iHhopMaLis NPo CTabiNbHICTL Ta
YMOBW 36epiraHHsa po34ynHiB; y onuci metony
BEPX npu BU3Ha4eHHi BMICTy Aomiwkmn C Ta
HEBIAOMUX AOMILLIOK BUTYYEHO PO3PaxyHOK

OOMILLKN F,0CKiNbkM gaHa AoMillka
HeobXigHa nvwe ans TectyBaHHsa Adl;y
meToai BEPX ans BusHauyeHHs BMICTY
OOMiLKN A BUNpaBNeHO ApYyKapCbKi
NOMWKK, 6€3 3MiH KOHLEeHTpaLili PO3UKHIB;
CynyTHA 3MiHa: A®| abo faitoua peyoBuHa.
KoHTposnb APl abo AitoHoi peqoBuHu. 3miHa
y MeTogax BunpobyBaHHa APl abo gitouoi
peyoBuUHM abo BMXiZHOrO/MPOMIXXHOIO
NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa A®I a60 gitoyoi
peyoBUHMN (HE3HAYHI 3MIHN Y 3aTBEPIKEHNX

MeToZax BUNpobyBaHHS); 3MiHW | Tuny -

loToBUIA Nikapcbkuii 3aci6. KOHTposb

rOTOBOrO JiKAPCbKOro 3acoby. 3miHa y

MeTofax BUNPo6yBaHHS rOTOBOIO

nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeTo4ax BUNpPobyBaHHS) -

3MiHa Ao meTogy BEPX, wo

BMKOPUCTOBYETLCA A/15 aHaNi3y Takux

napameTpiB AK igeHTudikaLis, BMICT
okcaninnatuHy, Aomiwkn C Ta HEBIJOMUX
[JOMILLIOK — NPOMOHYETHLCH BUKOPUCTOBYBATH
aNbTepHaTMBHY KOJIOHKY, Hapasi
BUKOPUCTOBYETbLCA (3 MKM, 100x4,0 mm), B
AKOCTI a/lbTepHaTMBMW 3anponoHOBaHO
BMKOPUCTATU KOJIOHKY AiaMeTpoM 5 MKM,
250x4,0 mm. O6KABI KONOHKU BUrOTOBJIEHI 3
0fHaKOBOro Matepiany
(OkTapeunncunikaresnb); cynyTHA 3miHa: Ad®|
a6o gitoya pevosuHa. KoHtpons A®l abo
[it0Y0T pevoBMHU. 3MiHa y MeToAax
BMNpPoGYyBaHHA A®| abo Aito4oi peyoBrHN
ab0o BMXigHOro/NpOMiXKHOTO
NpoAyKTy/peareHTy, Wo BUKOPUCTOBYETLCA Y




54

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
npoveci BupobHuutea A®| a6o ajiroyor
peyvoBUHM (HE3HAYHI 3MiHW Y 3aTBEpPAXEHUX
MeToAax BUNpobyBaHHs)
46. | OMAPOH® Tabnetkn Ne 30 BAT Pociiicbka BAT Pociiicbka BHECEHHS 3MiH 0 peecTpaujiiiHnX 6e3 UA/6927/01/01
(10x3), Ne 60 "Huxdgapm" depgepadis "Huxdgapm" depepauis mMaTepianis: peyenma —
(10x6), Ne 90 3MiHW A0 IHCTPYKUIT 415 MeanyHoro Ne 30, Ne
(10x9) y 3acTocyBaHHs. BBegeHHA 3MiH NpoTArom 60
6nictepax 3-x micAUiB nicns 3aTBePAKEHHSA 3a
peyenmom
— Ne 90
47. | OPTANILMOAEK | kpanni ouHi, 0,2 TOB Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/10150/01/01
mr/mMn no 5 mn, no | “docnigHwit BMPOGHULTBA, marepianis: 3miHn | TMny - FoTOBUIA peyenmom
10mny 3aBof KOHTPO/1b nikapcbkuii 3aci6. BupobHmyTBo. 3amiHa abo
onakoHax Ne 1y "rTHUNC" AKOCTI, BUMYCK BBEAEHHS A0AATKOBOI AiNIbHULL
nauvj y KomMnaexTi cepii: BMPOGHMLTBA A/15 YaCTUHM abo BCbOro
3 KPULLIKOO- TOB BMPOGHMYOro NPOLECY rOTOBOrO JTIKAPCbKOro
KpanenbHuuer y "docnigHnin 3ac006y (iHLi 3MiHW) (— 3a3HaYeHHsA
nauui 3aBoj, BMPOGHUYMX (PYHKLi AN 3aTBEPAKEHNX
"THUNC", BUPOGHMKIB J13); 3MiHu | TUny - Jlikapcbki
Ykpaina; 3aco6u. 3MiHa y KOpPOTKiil xapakTepucTui
BCi cTagii NikapcbKoro 3acoby, iHCTPYKUiT ans
BUPOGHUNLTBA, MeAUYHOro 3acTocyBaHHsA abo MapKyBaHHi
KOHTPO/1b ynakoBOK (iHLWi 3MiHK) (3aMiHa rpacivyHoro
AKOCTI, BUMYCK 306paXeHHs yNakoBKN Ha TEKCT MapKyBaHHS
cepit: NepBUHHOT Ta BTOPUHHOT yNaKkoBku); 3MiHu |
TOB TMny - FOTOBWMIA NiKapCbKUiA 3aci6.
"®APMEKC Bupo6HMLTBO. 3MiHM, L0 CTOCYHOTLCA
reynm-, BUMYCKY cepii Ta KOHTPO/I0 SKOCTi FOTOBOro
YKpaiHa nikapcbKoro 3acoby (3amiHa abo gogaBaHHs

BMPOGHWMKA, BiANOBIAANLHOIO 3a BUMYCK
cepii) - BK/IKOYaUN KOHTPO/Ib/BUNPOGYBaHHS
cepii (BBEAEHHA [,04aTKOBOIO BUPOGHNKA,
BiANoBifaNbLHOro 3a BMnycK cepii: TOB
«®apmekc pyn», YkpaiHa); 3miHu Il Tuny -
oToBWIA Nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3MmiHa po3mipy yrnakoBku
rOTOBOrO JliKapCbKOro 3acoby (3miHa
mMacun/o6’emMy BMICTy KOHTeHepa
6arartoj030B0Oro CTEPWU/ILHOIO NiKAPCbKOro
3aco6y (abo 04HOA030BOIO YaCTKOBOIO
BUKOpPUCTaHHSA) Ta 6arato030B0ro
nikapcbKoro 3acoby
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

6i0N10riYHOro/iMyHO/TONYHOrO MOXOMKEHHS
[ONA NapeHTepasIbHOro 3aCTOCYyBaHHS)
(BBEAEHHA AOAATKOBOrO 06'€My NepPBUHHOI
yrnakoBKu - Mo 10 M, Ik HACNIAO0K, 3MiHW Y
MK$ 13 3a nokasHukoM «O6'em BMICTY
KOHTEliHepa», Ta Po34iny «YNnakoBKa);
3minu Il Tuny - FoToBWIA Nikapcbkuii 3acib.
Bupo6HuLTBO. 3MiHN Y Npoueci
BMPOGHMLITBA rOTOBOTO /iKApPCbKOro 3acoby
(3miHa y npoueci BUpo6bHMLUTBA, sika MOXe
MaTm iCTOTHWIA BNMB Ha SKIiCTb, 6e3neky Ta
eeKTMBHICTb Nikapcbkoro 3acoby) (3miHa y
npoueci BupobHuyTea J13, 30kpemMa 3amiHa
QiHILWHOT cTepunisauii Ha acenTUyHi yMOBM
BMpo6HULTBA) (TepmiH BBEAEHHS 3MiH
NpoTArom 3-X MicsiLiB Nicasi 3aTBEPAYKEHHS)

48.

NAHTECTUH-
JAPHULA®

renbno15r,30r
y Tyb6ax Ne 1

MpAT
"®apmaueBT
nyHa ipma

"fapHuua”

YkpaiHa

MpAT
"PapmaueBTuy
Ha dhipma
"OapHuua"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHnX
mMaTepianis:
3MiHK | TUNY - A®Il abo aitoya pevosuHa.
KoHTponb APl abo fitoyoi pevoBuHn. 3miHa
y MeTogax BunpobyBaHHa APl abo gitoyoi
peyoBunHM abo BMXiZHOrO/MPOMIKHOIO
NPoAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuytBa A®I abo gitoyoi
peuoBuHU; cynyTHA 3MiHa: A®l abo gitoya
peyoBuHa. KoHTponb A®Il abo gitoyoi
peyoBunHU. 3MiHa Y napameTpax
cneumdikauiii Ta/abo gonycTUMUX MEX,
BM3HAYEeHUX y cneundikauisx Ha APl abo
Jitouy peyoBurHy, abo BUXigHUA/NPOMIKHNIA
NPoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCSA Y
npoueci Bupo6HuytBa A®I abo gitoyoi
peYoBUHM

6e3
peuyenma

UA/1602/01/01

49.

MIKOJTAKC®

Tabnetkm no 5 mr
Ne 10 (10x1) y
6nicTepax B naui

NAT
"papmak”

YkpaiHa

MAT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHnX
marepianis:
3MiHK | TUNY - A®Il abo aitoya pevosuHa.
KoHTponb AdI abo gjtouoi pevoBrHU. 3MiHa
y MeTogax BunpobyBaHHa APl abo gitoyoi
peyoBuUHM abo BMXiZHOrO/MPOMIXKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa A®I a6o gitoyoi
peYoBuHK; 3MiHK | TNy - FoTOBUIA

6e3
peyenma

UA/11778/01/01
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

nikapcbkuii 3aci6. KOHTposib roTOBOrO

nikapcbKoro 3acoby. 3miHa napameTpis

cneumndikauiin Ta/abo foNyCTUMNX MEX
rOTOBOIO JIiKAPCLKOro 3acoby

50.

MIKO/TAKC®

Tabnetku no 7,5
mr Ne 10 (10x1),
Ne 30 (10x3) y
6nicTepax B nauui

NAT
"papmak”

YkpaiHa

MAT "®Papmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3miHu | Tvny - A®Il abo gitoya pevoBuHa.
KoHTposnb APl abo AitoHoi peqoBuHu. 3miHa
y MmeTofax BunpobysaHHA APl abo pitoyoi
peyoBuUHM abo BMXiZHOrO/MPOMIXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa A®I a60 gitoyoi
pPeYoBMHK; 3MiHN | TNy - FoTOBWMIA
nikapcbkuii 3aci6. KOHTPO1b rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikayin Ta/abo foNyCTUMNX MeX
rOoTOBOr0 MiKapCbKoro 3acoby

6e3
peuyenma

UA/11778/01/02

51.

PU3EHAPOC®
35

TabneTkn, BKPUTI
060/10HKOt0, No 35
Mr Ne 2 (2x1), Ne
4 (4x1), Ne 8
(4x2), Ne 12 (4x3)
y bnictepax

TOB
"3eHTiBa"

Yecbka
Pecnyb6nika

TOB
"3eHTiBa",
Yecbka
Pecnyb6nika;
AT "CaHeka
PapmacbloTika
n3",
CnoBaupbka
Pecny6nika

Yecbka
Pecny6nika/
Cnosaupbka
Pecnyb6nika

BHECEHHS 3MiH 0 peecTpauiiiHnX
marepianis:
3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANns
MeJIMYHOro 3aCTOCYBaHHA y PO3Ainu:
"dapmakonoriyHi BnactTuBocTi",
"MpoTunokasaHHA", "B3aemogia 3 iHWuMu
nikapcbkrMun 3acobamu Ta iHWi Buan
B3aemogiin", "Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BaritTHocTi abo
roflyBaHHs rpyaaro”, "3gaTHictb BNAMBaTtu
Ha LIBNAKICTb peakuii Npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWUMK
MexaHizmamu'", "Cnocib 3acTocyBaHHs Ta
nosn”, "MepeposyBaHHA", "Mo6iuHI peakw,ii”
3rifHO 3 iHhopMauieto Woa0 MeanyHOro
3acTocyBaHHA pedhepeHTHOro (Actonel 35,
Tabnetkn no 35 mr, Yecbka Pecnybnika)
nikapcbKoro 3acoby Ta 6e3neku
3aCTOCYBaHHA pu3efpoHaTy HaTpito.
BBefeHHA 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepAXeHHA

3a
peuenmom

UA/7150/01/01

52.

PO3YBACTATUH

-TEBA

TabneTkn, BKPUTI
NiBKOBOIO

060/10HKOt0, N0 5
Mr Ne 30 (10x3) y

TeBa
dapmaueBTi
Kaun
IHaacTpi3

I3painb

Tesa
PapmaueBTika
N lHpacTpi3

n1a.

I3painb

BHECEHHS 3MiH 40 peecTpaviiiHnX

marepianis: 3MiHu | Tuny - Jlikapcbki 3acobm.

BHeceHHSA 3MiH(1) Ha Bumory MO3 3rigHo 3
pekomMeHaauisiM1 HalioHa/TbHUX

3a
peuerimom

UA/14036/01/01
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opraHisaviii, perynaTopHmx areHui iHwmx
KpaiH nicnis OuiHKM HeraHOro 06MeXeHHs
oo 6e3neku, MapKyBaHHSA, XxapakTepHoro
ONs neBHOT hapMakonorivyHoi Ta/abo
hapmakoTepaneBTUYHOI rpynu, perynspHo
OHOBJ/IOBAHOTO 3BiTY 3 6e3neku, niaHy
yrpas/iHHA pU3uKamu, KOHTPOSTbHUX
3axogis/cneuianbHux 3060B’s13aHb, 3MiH AN
BiJOOpaXKEeHHS1 KOPOTKOT XapaKTepUCTUKM
NikapcbKoro 3acoby Ta IHCTPYKLii Ans
MeAMYHOro 3acToCcyBaHHSA (BNPOBaKEHHSA
Y3roHKeHNX 3MiH y hopmyntoBaHHi, LWoao
AKX 3a59BHUK HE HAAAE XOAHUX HOBUX
[04aTKoBUX AaHux) (3MiHW [0 IHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Y PO3AiNu:
"B3aemMogis 3 iHWUMK NiKapCbKUMN
3aco6amu Ta iHWi BUAW B3aemogii",
"Oco6mBocCTi 3acTocyBaHHA", "MO6IYHI
peakuii” 3rigHo 3 OHOBNEHO iH(hopMaLLiE 3
6e3nekun 3acTocyBaHHA po3yBacTaTuHy);
3MiHm | Tuny - Mlikapcbki 3acobu. 3miHa y
KOPOTKIl XapaKTepucTuLi NikapCbKoro
3aco0y, iHCTPYKL,ii 4/ MeguyYHoro
3acToCcyBaHHSl abo MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS BiAMOBIAHO A0
iHhopmaLii pedpepeHTHOro/opuriHasIbHOro
nikapcbKoro 3acoby 6e3 HafaHHA XO4HUX
HOBWX [04ATKOBUX AAHUX 3aABHUKOM) (3MiHN
[0 IHCTPYKUi AN MeaMUYHOro 3acTocyBaHHSA
y po3ginu: "Moka3saHHs", :
"MpoTunokasaHHs", "B3aemogisa 3 iHWnuMm
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aemogiin", "Oco6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHsA Y nepiog, BaritHoCTi abo
roflysaHHs rpyaaro”, "Cnocié 3actocyBaHHA
Ta go3un” (pegaryBaHHs po3sginy), "Aitun",
"dapmakonoriyHi BnactnocTi", "MobiyHi
peakuii” 3rigHo 3 iHhopMaLjieto Woao
MeMYHOro 3acToCyBaHHSA pethepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepmiH
BBe/leHHS 3MiH - NPOTArom 3-x Micsauis nicna

3aTBEPKEHHS)

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
6nictepax nra. KOMMETEeHTHMX OpraHiB, MiXXHapOAHUX




58

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
53. PO3YBACTATWH | Tabnetku, BKpUTI TeBa I3painb TeBa I3painb BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/14036/01/02
-TEBA NNiBKOBOIO dapmaueBTi PapmaueBTika marepianis: 3miHun | Tuny - Jlikapcbki 3acobu. | peyenmom
060/10HKot0, Nno 10 Kan n lHpactpis BHeceHHSA 3MiH(1) Ha Bumory MO3 3rigHo 3
mr Ne 30 (10x3) y IHpacTpi3 Nrp. pekomMeHaauisiMM HaliOHasTbHUX
6nictepax Nra.

KOMMNETEHTHUX OpraHis, MbKHapOAHNX
opraHisauiii, perynsaTopHmx areHuin iHwmx
KpaiH nicnis OuiHKM HeraHOro 06MeXeHHs
Lofio 6e3nekun, MapKyBaHHs, XxapakTepHoro

ONns neBHOT hapmakonoriyHoi Ta/abo
thapmakoTepaneBTUYHOT rpynu, perynsipHo

OHOBJ/IOBAHOTO 3BITY 3 6e3neku, nnaHy

ynpas/liHHA pU3nMKamu, KOHTPObHUX

3axogis/cneuianbH1X 3060B’s13aHb, 3MiH 4/15
BiJ0OOpaXXEHHSA KOPOTKOT XapaKkTepuCTUKM
nikapcbKoro 3acoby Ta iHCTPYKLiT AN
MeJIMYHOro 3aCTOCYBaHHA (BNPOBaKEHHS
Y3roKeHUX 3MiH Y (DOPMYNI0BaHHI, LWoA0
AKX 3851BHUK HE HAOa€E XOAHNX HOBUX
[0AaTKOBUX AaHux) (3MiHW A0 IHCTPYKLiT Ans
MeMYHOro 3aCTOCYBaHHSA Y PO3Ainu:
"B3aemMopis 3 iHLWMMK NiKapCbKMMM
3aco6amu Ta iHLWi BUAY B3aemogiii",
"Oco611BOCTi 3acTocyBaHHSA", "T0O6GIYHI
peakuii" 3rigHo 3 OHOB/IEHO iHChopMauieto 3
6e3nekn 3acTocyBaHHS po3yBacTaTuHy);
3miHm | Tuny - Jlikapcbki 3acobu. 3MiHa y
KOPOTKIil XapakTepncTuLi Nikapcbkoro
3aco0y, IHCTPYKLi AN MeguyHoro
3acTocyBaHHA abo MapKyBaHHi ynakoBOK

(noTpebye BHECEHHS BIAMNOBIAHO [0
iHhopmauii pechepeHTHOro/opuriHasibHOro
nikapcbKoro 3acoby 6e3 HagaHHs XXOAHUX

HOBMX A0AATKOBUX AaHUX 3aABHUKOM) (3MiHU
[0 IHCTPYKUIT 4718 MeANYHOro 3acToCyBaHHSA
y po3ginu: "Moka3aHHs", :
"MpoTunokasaHHA", "B3aemMogis 3 iHWMMN
nikapcbkrMun 3acobamu Ta iHWi Buan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta go3n” (pepgaryBaHHsa po3giny), "Oitun",
"®apmakonoriyHi BnactneocTi”, "Mo6iyHi
peakuii” 3rigHo 3 iHdhopMaLielo Woao
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
MeJMNYHOro 3aCToCyBaHHsA pethepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBEJEHHSA 3MiH - MPOTAroM 3-X MicALiB nicns
3aTBEPKEHHS)
54. PO3YBACTATWH | Tabnetkn, BKpUTI TeBa I3painb TeBa I3painb BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/14036/01/03
-TEBA nNiBKOBOIO dapmaueBTi dapmaueBTika mMaTepianis: 3miHu | Tuny - Jlikapcbki 3acobu. | peyenmom
060/10HKO0, No 20 Kan n lHpacTpi3 BHeceHHSA 3MiH(1) Ha Bumory MO3 3rigHo 3
mr Ne 30 (10x3) y IHpacTpi3 NTa. pekoMeHaauis M1 HaLiOHaTbHUX
6nictepax nra. KOMMETEeHTHMX OpraHiB, MiXXHapOAHUX

opraHisaviii, perynsatopHmx areHuii iHwmx
KpaiH nicnis OuiHKM HeraiHOro 06MeXeHHs
oo 6e3neku, MapKyBaHHSA, XxapakTepHoro
[ON5 neBHOT thapMakoioriyHoi Ta/abo
hapmakoTepaneBTUYHOI rpynu, perynspHo
OHOBJ/IOBAHOTO 3BiTYy 3 6e3neku, naaHy
yrpaBs/liHHA PU3UKamu, KOHTPOJTbHMX
3axogis/cnewianbHuX 3060B’s3aHb, 3MiH 4/15
Bi0GpaXKeHHS KOPOTKOT XapaKTepUCTUKM
niKkapcbKoro 3acoby Ta iHCTPYKLiT ANns
MeAMYHOro 3acToCyBaHHSA (BNPOBaKEHHSA
Y3rO4KEHNX 3MiH y hopMy toBaHHI, WOA0
AKMX 3a9BHUK HE HAAAE XOAHUX HOBUX
[08aTKOBUX AaHuX) (3MiHW [0 iHCTPYKLUIT Ans
MEeAMYHOro 3aCTOCYBaHHS Y PO3Ain:
"B3aemMogis 3 iHLWUMU NiKapCbKUMn
3aco6amu Ta iHWi BUAW B3aemogiii",
"Oco6mBoCTi 3acTocyBaHHA", "MO6IYHI
peakuii" 3rigHO 3 OHOB/IEHO IH(hopMaLieto 3
6e3neKkn 3aCTOCYBaHHS po3yBacTaTuHy);
3MmiHm | Tuny - Jlikapcbki 3acobu. 3miHa y
KOPOTKIll XapaKTepucTuLi NikapCbKoro
3aco0y, IHCTPYKLIi 41 MeguyHoro
3acToCcyBaHHSl abo MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS BiAMNOBIAHO A0
iHhopmMaLii pedpepeHTHOro/opuriHasIbHOro
nikapcbKoro 3acoby 6e3 HafaHHA XOLHUX
HOBMX A0AATKOBUX AAHMX 3asIBHUKOM) (3MiHK
00 IHCTPYKUIT 4151 MeAMYHOro 3aCTOCYBaHHS
y po3ginu: "TMokazaHHA", :
"MpoTmnokasaHHs", "B3aemMogis 3 iHW1Mn
nikapcbknMy 3acobamu Ta iHWi BUAK
B3aemogiin", "Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiof BaritHoCTi abo
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta fo3n” (pepgarysaHHs posginy), "Oitn",
"®apmakonoriyHi BnactnocTi", "Mo6iyHi

peakuii” 3rigHo 3 iHdhopMaLjieto Woao

MeAMYHOro 3acTOCyBaHHA pethepeHTHOro
(KPECTOP) nikapcbkoro 3aco6y) (TepmiH

BBEJEHHS 3MiH - MPOTAroM 3-X MicALiB nicns

3aTBEPAKEHHS)

55.

PO3YBACTATUH
-TEBA

TabneTkn, BKPUTI
NiBKOBOIO
060/0HKot0, no 40
mr Ne 30 (10x3) y
6nictepax

TeBa
dapmaueBTi
Kaun
IHpacTpi3
nra.

I3painb

TeBa
dapmaueBTika
N lHpacTpi3
Nrp.

I3painb

BHECEHHS 3MiH 40 peecTpaviiiHnX
marepianis: 3MiHu | Tuny - Jlikapcbki 3acobwm.
BHeceHHsA 3MiH(1) Ha Bumory MO3 3rigHo 3
pekoMeHaauis M1 HaliOHasTbHUX
KOMMETEHTHMX OpPraHiB, MiXXHapPOAHMX
opraHisauiii, perynaTopHUX areHui iHwmnx
KpaiH nicns OuUiHKM HerainHoro 06MeXeHHs
oo 6e3nekn, MapKyBaHHs, XxapakTepHoro
ONnsA neBHOT hapmakonoriyHoi Ta/abo
hapmakoTepaneBTUYHOT rpynu, perynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neku, nnaxy
yrpasiHHA pU3uKamu, KOHTPOSTbHUX
3axogis/cneuianbHuX 3060B’s13aHb, 3MiH 4/15
BiJ0OpaXKEeHHA KOPOTKOT XapakTepuCTUKM
nikapcbKoro 3acoby Ta iHCTPyKUil ANns
MeJMNYHOro 3aCTOCYBaHHA (BNPOBaKEHHS
Y3ropKEHNX 3MiH Y hopMytoBaHHI, LLoA0
AKX 385IBHUK HE HaAa€ XXOAHNX HOBUX
[0AaTKoBUX AaHux) (3MiHW [0 IHCTPYKLUiT Ans
MeMYHOIo 3aCTOCYBaHHSA Y PO3Ainu:
"B3aemMopist 3 iHLWMMK NiKapCbKMn
3acobamu Ta iHLi BUAKW B3aemogin",
"Oco611BOCTi 3acTocyBaHHS", "T06GIYHI
peakuii” 3rigHO 3 OHOB/IEHO iHC(hOpMaLLiED 3
6e3nekn 3acTocyBaHHS po3yBacTaTuHy);
3miHm | Tuny - Jlikapcbki 3acobu. 3MiHa y
KOPOTKIil XapakTepncTuLi Nikapcbkoro
3acoby, IHCTPYKLIT AN MeguyHoro
3acTocyBaHHs abo MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS BIAMNOBIAHO [0
iHhopMaLii pedpepeHTHOro/opuriHasIbHOro
nikapcbkoro 3acoby 6e3 HagaHHS XO4HWX
HOBMX A0AATKOBUX AAHUX 3aABHUKOM) (3MiHU
[0 IHCTPYKUIT A8 MeANYHOro 3acToCyBaHHSA
y po3ginu: "Moka3aHHs", :

3a
peuerimom

UA/14036/01/04
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
"MpoTunokasaHHA", "B3aemogia 3 iHWuMu
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aemogii", "Oco6/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHsA Y nepiog, BariTtHoCTi abo
roflyBaHHs rpyaat”, "Cnocié 3actocyBaHHs
Ta fo3un" (pegarysaHHs po3sginy), "Aitun",
"®apmakonoriyHi BnactueocTi”, "Mo6iyHi
peaku,ii" 3rigHo 3 iHdhopmalLi€to LWoao
MeJMNYHOro 3aCToCyBaHHsA pethepeHTHOro
(KPECTOP) nikapcbkoro 3acoby) (TepMiH
BBEJEHHSA 3MiH - MPOTAroM 3-X MicALiB nicns
3aTBEPKEHHS)
56. PO3YCTA TabneTKn, BKpUTI AnsoreH Jiokcembypr nepBuUHHE, Monbla BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/13994/01/01
nNiBKOBOIO IMKo C.ap.n BTOpPVHHE mMaTepianis: 3miHu | Tuny - Jlikapcbki 3acobu. | peyenmom
060/10HKOI0, N0 5 nakyBaHHS, BHeceHHSA 3MiH(1) Ha Bumory MO3 3rigHo 3
Mmr Ne 28 (7x4) y KOHTpO/Ib Ta pekoMeHaauis M1 HaLiOHaTbHUX
6nictepax BUMYCK cepii: KOMMETEeHTHMX OpraHiB, MiXXHapoAHUX
Ma6'aHiybknii opraHisaviii, perynsatopHmx areHuii iHwmx
thapmaueBTuy KpaiH nicnis OuiHKM HeraHoOro 06MeXeHHs
HWi1 3aBOf oo 6e3neku, MapKyBaHHSA, XxapakTepHoro
Monbca C.A., [ONs neBHOT thapMakoiorivyHoi Ta/abo
MonbLa; hapmakoTepaneBTUYHOT FPynu, perynsipHo
BMPOGHMLITBO, OHOBJIIOBAHOrO 3BITY 3 6e3neku, nnaHy
nepBuHHEe Ta ynpas/liHHA pU3nKamu, KOHTPONbHUX
BTOPUHHE 3axogis/cnewianbHuX 3060B’s3aHb, 3MiH 4/15
nakyBaHHs: BiJO6paXXEeHHS KOPOTKOT XapaKTepuCTuKm
dapmaueBTny niKkapcbKoro 3acoby Ta iHCTPYKLiT ANns
Huin 3aBopg, MeAMYHOro 3acToCyBaHHSA (BNPOBaKEHHSA
Apawvep Y3rO4KEHNX 3MiH y hopMy toBaHHI, WOA0
dapma C.A., AKNX 3a9BHUK HE HAAAE XOAHNX HOBUX
Monbua JofartkoBux gaHux) (BHectu 3MiHM 1o
IHCTPYKUiT y po3ginu: "TMoka3aHHs",
"MpoTunokasaHHA", "B3aemogisa 3 iHWUMK
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHsA Y nepiog, BaritHoCTi abo
rogyBaHHs rpyaar”, "Cnocibé 3actocyBaHHs
Ta posun”, "Aitn", "Mo6iuHi peakwyii" 3rigHo 3
iHhopmaLieto Woao MeanyHoro
3acTocyBaHHs pecepeHTHOro (KPECTOP)
nikapcbKoro 3acoby (TepMiH BBEAEHHS 3MiH
- NPOTAroM 3-x MicsiliB Mic/is 3aTBEPAYKEHHS)
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
57. PO3YCTA TabneTkn, BKPUTI AnsoreH INokcembypr nepBuHHE, Monbla BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/13994/01/02
NNiBKOBOIO INKo C.ap.n BTOPUHHE marepianis: 3miHun | Tuny - Jlikapcbki 3acobu. | peyenmom
060/10HKot0, Nno 10 nakyBaHHs, BHeceHHSA 3MiH(1) Ha Bumory MO3 3rigHo 3
Mr Ne 28 (7x4) y KOHTPO/1b Ta pekomMeHaauisiMM HaliOHasTbHUX
6nictepax BUNYCK cepil: KOMMNETEHTHUX OpraHis, MbKHapOAHNX
Mab6'AHiLbkKiA opraHisauiii, peryiaTopHNX areHuii iHwmx
thapmaueBTny KpaiH nicnis OuiHKM HeraHOro 06MeXeHHs
HWIA 3aBOS, oo 6e3nekun, MapkyBaHHs1, XapakTepHOro
Monbdpa C.A., ONns neBHOT hapmakonoriyHoi Ta/abo
MonbLya; thapmakoTepaneBTUYHOT rpynu, perynsipHo
BMPOGHULTBO, OHOBJ/IOBAHOTO 3BITY 3 6e3neku, nnaHy
nepBuHHE Ta ynpas/liHHA pU3nMKamu, KOHTPObHUX
BTOPUHHE 3axogis/cnevjasibH1UX 3060B’A3aHb, 3MiH 4715
nakyBaHHs: BiJ0OOpaXXEHHSA KOPOTKOT XapaKkTepuCTUKM
dapmaueBTny nikapcbKoro 3acoby Ta iHCTPYKLiT AN
HWUIA 3aBOp, MeZMNYHOro 3aCToCyBaHHs (BNPOBaKEHHSI
Apawvep Y3roKeHUX 3MiH Y (DOPMYNI0BaHHI, LWoA0
dapma C.A,, AKNX 3aABHUK HE HaAaE XXOAHUX HOBUX
Monbwa popatkosux gaHux) (Brectu amiHn go
IHCTPYKUiT y po3ginu: "Moka3aHHs",
"MpoTmnokasaHHs", "B3aemogis 3 iHWMMHN
nikapcbkrMun 3acobamu Ta iHWi Buan
B3aemogiin", "Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta gosun”, "Aitn", "Mob6iyHi peakwyii" 3rigHo 3
iHhopmadieto Wwoao MeanyHoro
3acTocyBaHHs pecepeHTHOro (KPECTOP)
nikapcbKoro 3acoby (TepmiH BBEAEHHS 3MiH
- NpoTAroM 3-X MiCALiB Nic/1a 3aTBEPKEHHS)
58. PO3YCTA TabneTkn, BKPUTI AnsoreH IMokcembypr nepBuHHE, MonbLa BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/13994/01/03
nAiBKOBO INKo C.ap.n BTOPVIHHE marepianis: 3miHun | Tuny - Jlikapcbki 3acobu. | peyenmom
060n10HKO10, Mo 20 nakyBaHHs, BHeceHHs 3MiH(1) Ha BuMmory MO3 3rigHo 3
Mr Ne 28 (7x4) y KOHTPO/Ib Ta pekoMeHAaui M1 HalioHa/TbHUX
6nictepax BUNYCK cepil: KOMMNETEHTHUX OpraHis, MbXKHapPOAHNX
Mab6'aHiLbkuiA opraHisauiii, peryiaTopHNX areHuii iHwmx
thapmaueBTuy KpaiH NiC/is OLiHKN HerainHoro 06MeXxeHHs
HWIA 3aBO[, oo 6e3neku, MapKyBaHHSs, XxapakTepHoro
Monbdpa C.A., [ANs NeBHOT papMakoorivyHoi Ta/abo
MonbLa,; chapmakoTepaneBTUYHOI rpynu, perynsipHo
BMPOGHMLITBO, OHOB/IIOBAHOrO 3BITY 3 6e3neku, nnaHy
nepBuHHE Ta ynpas/liHHA pU3nKamu, KOHTPONbHMX
BTOpPUHHE 3axofis/cnevjiasibHMX 3060B’A3aHb, 3MiH /15
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
nakyBaHHs: BiJO6paXXEHHS KOPOTKOT XapaKTepuCTUKM
dapmaueBTUY nikapcbKoro 3acoby Ta iHCTPYKLiT Ans
Huin 3aBopg, MeAMYHOro 3acToCyBaHHSA (BNPOBaKEHHSA
Apawvep Y3ropKeHUX 3MiH y doopMy/toBaHHi, LWoa0
dapma C.A., AKNX 3a9BHUK HE HAAAE XOAHNX HOBUX
Monbwa popatkosux gaHux) (BHectu amiHn fo
IHCTPYKUiT y po3ginu: "Moka3aHHs",
"MpoTunokasaHHs", "B3aemogisa 3 iHWnuMm
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aemogiin", "Oco6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHsA Y nepiog, BaritHoCTi abo
roflysaHHs rpyaaro”, "Cnocié 3actocyBaHHA
Ta gosun”, "Aitn", "Mo6iuHi peakuii" 3rigHo 3
iHdhopmadieto Wwoa0 MeanyHoro
3actocyBaHHs pecepeHTHOro (KPECTOP)
nikapcbKoro 3acoby (TepMiH BBEAEHHS 3MiH
- NPOTAroM 3-x MicsiliB Mic/is 3aTBEPAYKEHHS)
59. PO3YCTA TabneTkn, BKPUTI AnsoreH INokcembypr nepBuHHE, Monbla BHECEHHS 3MiH 40 peecTpaviiiHnX UA/13994/01/04
nNiBKOBOIO IMKo C.ap.n BTOpPVHHE mMaTepianis: 3miHu | Tuny - Jlikapcbki 3acobu. | peyenmom
060/10HKO0, No 40 nakyBaHHs, BHeceHHSA 3MiH(1) Ha Bumory MO3 3rigHo 3
Mr Ne 28 (7x4) y KOHTPO/1b Ta pekoMeHAauisiM1 HauioHasTbHUX
6nicTtepax BUNYCK cepil: KOMMNETEHTHUX OpraHis, MbKHapOAHNX
Ma6'aHiybknii opraHisaviii, perynaTopHmx areHui iHwmx
thapmaueBTny KpaiH nicns OuiHKM HeraHOro 06MeXeHHs
HWi1 3aBOf oo 6e3nekn, MapkyBaHHs, XxapakTepHoro
Monbdpa C.A., ONnsA neBHOT hapmakonoriyHoi Ta/abo
MonbLua; hapmakoTepaneBTUYHOI rpynu, perynspHo
BMPOGHULTBO, OHOBJ/IOBAHOTO 3BITY 3 6e3neku, nnaHy
nepBuHHe Ta ynpas/liHHA pU3nKamu, KOHTPObHUX
BTOPUHHE 3axogis/cnevjanibH1UX 3060B’A3aHb, 3MiH 4715
naxkyBaHHs: BiJOGpaXXEHHSA KOPOTKOT XapaKkTepuCTUKM
dapmaueBTny nikapcbKoro 3acoby Ta iHCTPYKLiT AN
Huin 3aBopg, MeJNYHOro 3aCTOCYBaHHS (BNPOBaXEHHS
Apawvep Y3roKEeHUX 3MiH Y (DOPMYNI0BaHHI, LWoA0
dapma C.A., AKMX 3a9BHUK HE HAAAE XOAHNUX HOBUX
Monbwa popatkosux gaHux) (Brectu amiHn go
IHCTPYKUIT y po3ginu: "TNoka3zaHHA",
"MpoTmnokasaHHs", "B3aemogis 3 iHWMMHN
nikapcbknMu 3acobamu Ta iHWi Buan
B3aemogiin", "Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BaritTHocTi abo
roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta gosun”, "Aitn", "Mo6ivHi peakwii" 3rigHo 3
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
iHbopmaLieto Woao MeanyHoro
3acTtocyBaHHA pedepeHTHoro (KPECTOP)
nikapcbKoro 3acoby (TepMiH BBEAEHHS 3MiH
- NpoTAroM 3-X MicALiB Nic/1a 3aTBepKEHHS)
60. | CAHOPUH- Kpanni Ha3aslbHi "KcaHTic Kinp TeBa Uex Yecbka BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/6611/01/01
AHANEPTIH no 10 mny Papma IHpacTpi3 Pecny6nika matepianis: 3miHu Il Tuny - 3miHa 3asBHUKa peyenma
donakoHax Ne 1 Nimiten" c.p.o. (nepegava npas iHWOMY 3a8BHUKY) (TepMiH
BBEJEHHS 3MiH NPOTAroM - 6-T1 MicsLiB
nicns 3aTBepPKEHHS)
61. | CEMNOMIH® Tabnetku no 2,5 TOB "Kycym YkpaiHa TOB "Kycym YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/9382/01/01
Mmr Ne 28 (14x2), Papm” Papm" marepianis: peyenmom
Ne 56 (14x4), Ne 3MiHu | TUny - Jlikapcbki 3acobu. 3miHa y
84 (14x6) y KOPOTKI XapakTepucTuL,i TiKapcbKoro
6nictepax 3aco0y, iHCTPYKL,iT 4/19 MeQUYHOro
3acTocyBaHHs abo MapkKyBaHHi yakoBoK;
3MiHW B IHCTPYKLUIT 4N MeANYHOro
3acTocyBaHHs. BBeAeHHA 3MiH NPOTArom
3-X micsaliB nicnsa 3aTBepPAXXEHHA
62. | CEMMONIH® Tabnetkn no 5 mr TOB "Kycym YkpaiHa TOB "Kycym YkpaiHa BHECEHHS 3MiH 0 peecTpaviiHnX 3a UA/9382/01/02
Ne 28 (14x2), Ne Papm” Papm" marepianis: peyenmom
56 (14x4), Ne 84 3MiHu | Tuny - Jlikapcbki 3acobu. 3miHa y
(14x6) y KOPOTKI XapakTepucTuL,i /TiKapcbKoro
6nictepax 3aco0y, IHCTPYKLIi 418 MeguyHoro
3acTocyBaHHs abo MapkKyBaHHi yakoBoK;
3MiHW B IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHs. BBeA€HHA 3MiH NPOTArom
3-x micsauiB nicna 3aTBepAKEeHHs
63. | CUHTOMIUVH NiHiMeHT 5 % no MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/4683/01/01
25ry Ty6ax Ne 1 "Nly6Hndapm "Jly6Hndhapm” marepianis: peuyenma
" 3MiHK | TNy - 3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KOHTpos1b roTOBOrO
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHA rOTOBOIO NiKAPCbKOro 3acoby
- 3MiHa o0 MeToamkm T. "Mikpobionoriyna
yncToTa", y 3B A3KY 3 NPUBEAEHHAM [0
sumor ey
64. | CIPHAHA MA3b | masb 33,3 % no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX 6e3 UA/7192/01/01
MPOCTA 25ry 6aHkax, no | "Jly6Hudapm "Jly6Hndhapm” marepianis: peuyenma

40 r y Ty6ax, no
40 ry Ty6ax Ne 1

3MiHY | TUny - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. CTabinibHiCTb. 3MiHa y
TepMiHax npuaaTHocTi abo ymosax
36epiraHHs roTOBOr0 JIIKAPCbKOro 3acoby
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

(3miHa B ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby a6o nicns
PO3YMHEHHA/BIAHOB/IEHHSA) - 3MiHA B yMOBax
36epiraHHs roTOBOrO /1iKapCbKOro 3acoby

65.

CAVPT
ETUNOBWIA 96%

poO3yuH Ans
30BHILLHBOTO
3actocyBaHHsa 96
% no 100 mny
onakoHax

NAT
"rannudapm

YkpaiHa

NAT
"lannucpapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHM | TMNY - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsay.
BBeaeHHs1 abo 3MiHM [0 y3arasibHEHUX
AaHuX npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0CcO6MU, BiANOBIAANILHOT 38
34jiCHEHHS hapmakoHarnagy

3a
peyenmom

UA/13561/01/02

66.

CTOMATOO®IT A

po34YuH Ans
poTOBOI
NOPOXXHWHW Mo 25
My donakoHax Ne
1y kopobuj

ditochapm
KneHka C. A.

Monbwa

ditochapm
KneHka C. A.

Monbwa

BHECEHHS 3MiH 10 peecTpauinHnX
mMaTepianis:
3MiHu | Tuny - Nlikapcbki 3acobu. BHeceHHS
3MiH(1) Ha Bumory MO3 3rigHo 3
pekomMeHaauisiMM HaliOHasTbHUX
KOMMETEHTHWX OpraHiB, MiXXHapOAHWNX
opraHisauiii, perynsaTopHmx areHuin iHwmx
KpaiH nicnis OuiHKM HeraiHOro 06MeXeHHs
Lofio 6e3nekn, MapKyBaHHs, XxapakTepHoro
[ON5 neBHOT thapmMakonoriyHoi Ta/abo
thapmakoTepaneBTUYHOT rpynu, perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku, nnaHy
ynpas/iHHA pU3nMKamu, KOHTPObHUX
3axogis/cneuianbHuX 3060B’s3aHb, 3MiH 4/15
BiJ0OOpaXXEHHSA KOPOTKOT XapaKkTepuCTUKM
niKkapcbKoro 3acoby Ta iHCTPYKLiT ANs
MeJIMYHOro 3aCTOCYBaHHA (BNPOBaKEHHS
Y3rO4KEHNX 3MiH y hopMy toBaHHI, WOA0
AKX 3851BHUK HE HAAa€ XOAHNX HOBUX
004aTKOBUX AaHUX) - 3MiHU A0 IHCTPYKL,iT
ONns MefVYHOro 3actocyBaHHA. BBeAeHHA
3MiH npoTArom 3-x micAuiB nicns
3aTBepPAKEHHSA

6e3
peuyenma

UA/8656/01/01

67.

cynbniPnA, -3H

Tabnetkv no 200
mr Ne 10 (10x1),
Ne 20 (10x2) y
6nicTepax y navui

TOB
"XapkiBCbke
hapmaueBTu
yHe
nignpueMcTB
0 "380poB'A
Hapoay"

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b
AKOCTi, BUNYCK
cepii: TOB
"XapkiBcbke
thapmaLeBTuy

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TMNy - FOTOBWIA NiKAPCbKNIA 3aci6.
Cuctema ynakoBka/ykynopka. 3miHa po3mipy
yMakoBKM rOTOBOrO NiKapCbKOro 3acoby -
BU/TyYeHHs kopo6ok Ne 10 (10x1) po3mMipom
(91x14x43) MM, Ne 20 (10x2) po3mipom

3a
peyenmom

UA/11476/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
He (91x23x43) MM; 3MiHM | TUNY - TOTOBWIA
nignpuemMcTBO nikapcbkuii 3aci6. KOHTposib roTOBOrO
"30poB'a nikapcbkoro 3acoby. 3miHa napameTpis
Hapoay", cneumdikauii Ta/abo 4ONyCTUMUX MEX
YKpaiHa; BCi roTOBOrO JIiKApCbKOro 3acoby - 3MiHM 3a
cragji nokKasHvkom "laeHTudikalis®, LONOBHEHO
BMPOGHMLTBA, MeToZ0M abcopbUiiHOT cnekTpodhoToMeTpIl
KOHTPO/1b 3rigHo ®apmakonei AnoHii "Sulpiride
akocTi: TOB Tablets"; cynyTHs 3miHa: FoTOBMIA
"®apmaueBTuy nikapcbkuii 3aci6. KOHTposib roTOBOrO
Ha KoMnNaHis nikapcbKoro 3acoby. 3MiHa y MeTogax
"3p0pos'a", BUNPo6YBaHHA rOTOBOrO NiKapCcbKoro 3acoby
YkpaiHa p. "lgeHTudbikauis" 4ONOBHEHO METOAOM
abcopbuiiiHoT cnekTpod)oTOMETPIT 3rigHO
dapmakonei AnoHii "Sulpiride Tablets"
68. | CynbniPUA -3H | Tabnetkn no 50 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/11476/01/02
mr Ne 20 (10x2), "XapkiBcbke "XapkiBcbke mMaTepianis: peyernmom
Ne 30 (10x3) y hapmaueBTu thapmaueBTny 3MiHu | TMny - FOTOBMIA Nikapcbkuit 3aci6.
6nictepax yHe He KOHTPO/1b rOTOBOrO NikapcbKoro 3acooby.
nigNnpueMcTB nignpuemMcTBO 3miHa napameTpiB cneymdikain Ta/abo
0 "340poB'A "300poB'a [OMYCTVMNX MEX FOTOBOrO NikapCbKoro
Hapogy" Hapoay"

3aco0y; cynyTHA 3MiHa: FOTOBUIA NiKapCbkuii
3aci6. KOHTponb roToBOro JlikapCbKoro
3acoby. 3miHa y meTogax BUNpobyBaHHs
rOTOBOTO JiKAPCbKOTr0 3aC00Y - 3BY)XEHHS
MeX /13 3a n. "PO34nHEHHS" 3 BigNoBigHUM
MeTOL0M BUMPOOYBaHHSA, NpUBEAEHHS
nokKasHvika o BUMor MoHorpadii
dapmakonei AnoHii " Sulpiride Tablets";
3MiHu | TMny - FOTOBMIA Nikapcbkumii 3acio.
KOHTpO/1b roTOBOroO NMikapcbKoro 3acoby.
3miHa napameTpiB cnevumdikauin Ta/abo
[0NyCTUMKX MEX rOTOBOrO NiKapCbKoro
3aco6y - 3MiHW 3a NOKa3HWUKOM
"lgeHTndikauia”, LONOBHEHO METOA0M
abcopbuiiHoT cnekTpod)oTOMETPIT 3rigHO
dapmakonei AnoHii "Sulpiride Tablets";
CynyTHA 3MiHa: FOTOBWIA Nikapcbkuii 3acio.
KOHTpO/1b roTOBOrO NMikapcbKoro 3acoby.
3miHa y meTogax BunpobyBaHHSA roTOBOro
nikapcbKoro 3acoby p. "laeHTugikauis”
[ONOBHEHO METOA0M abCcopbUiiHOT

cnekTpodpoToMeTpii 3rigHo Papmakonei
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
AnoHii "Sulpiride Tablets"
69. | CYNb®ALUN Kpanni ouHi 30 % TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpayinHm3 3a UA/5006/01/01
HATPIO no 5 mn a6o no 10 | "BIOPAPMA "BIODAPMA", matepianis: 3miHn | TMny - FoToBUIA peyenmom
MY priakoHi 3i " YkpaiHa; nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
CK/1a 3 KPULLIKOKO- TOB "3 cknagi (4oNOMKHMX peyoBUHAX) rOTOBOro
KpanensbHuueo Ne "BIO®PAPMA", nikapcbKoro 3acoby (iHLWi 4ONOMiXHI
1, Ne 5y nauui; no YkpaiHa peyvoBuHM) - 3aMiHa OHIET [OMOMDKHOI
1omny PEYOBUHM HA iHLLY 3 TUMW CaMUMK
N1acTUKOBMX hYHKLIOHANbHMMU XapakTepucTukamy Ta Ha
onakoHax Ne 1y TOMy camoMy piBHI (3MiHa cknagy
nauui OONOMDKHUX PEYOBUH, AIK HAC/i0K,
JonoBHeHHA MKA TecToMm «laeHTudikaLin
HaTpito Tiocynbhart», Ta «KinbkicHe
BM3HAYEHHS HaTpito Tiocynbdar», 3
Bi4MNOBIAHUMUN METOAMKAMUN Ta KPUTEPIAMU
NPUIRHATHOCTI); FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro NMikapcbKoro 3acoby.
3miHa napameTpiB cneymdikadin Ta/abo
[0NYyCTUMUX MEX rOTOBOrO NiKapCbKoro
3aco0by (40NOBHEHHSA cnevmdikaLii HOBUM
NMOKa3HMKOM 3 BiANOBIAHNM METO40M
BMNPOGYBaAHHSA)
70. | TAMICTON® cynosuTopii no KHBMIM YkpaiHa AT "Jlekxim - YkpaiHa BHECEHHS 3MiH [0 peecTpaviiHnX 6e3 UA/13948/01/01
0,015ry "ICHA" Xapkis" mMaTepianis: peyenma

6nictepax Ne 5
(5x1)

3MiHM | TMny - 3miHa HaliMeHyBaHHs Ta/abo
MiCLLe3HaXO[KeHHS BUPOBHMKA (BKTHOHAUM
3a HeobXiAHOCTI MicLle NPoBeAEeHHS
KOHTPO/It0 SIKOCTI) a60 noctavasibHuka Adl
abo0 Aily0i pevyoBUHW/BUNXIAHOTO
mMaTepiasny/peareHTy/npoMiXXHOro NpoayKTy,
LLI0 3aCTOCOBYHOTbCA Y BUPO6HMLTBI ADI abo
[iroY4oi pevoBrHU (3a BiACYTHOCTI
cepTudiikaTa BiANOBIAHOCTI EBPONENChKIit
thapmakonei y 3aTBepkeHoMy
peecTpauiiiHoMy A0CbE) - 3MiHa
HallMeHyBaHHs BUPOOHUKA Aito4oi
peyoBMHK; 3MiHK | TUNy - Jlikapcbki 3acobu.
3MiHa y KOpOTKili XapakTepucTui
NiKapcbKoro 3acoby, iHCTPYKLUIiT A5
MeJMYHOro 3acCToCyBaHHA abo MapKyBaHHi
YNaKoBOK (iHLLi 3MiHK) - 3MiHa rpad)iyHoro
00hOpM/IEHHS NEPBUNHHOI Ta BTOPUHHOT
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
yMaKoBKM Ha MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNakoBKN
71. | TAPKA® Tabnetkn 3 A660TT HimeuunHa AGGBI HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/8978/02/01
MoAMiKOBaHUM Nab6opatopi3 Loiunaxg mMaTepianis: peuyenmom
BUBI/TbHEHHSIM, m6X v6X i Ko. KI 3MiHW B iIHCTPYKUIT 418 MeANYHOro
BKPUTI NAiBKOBOKO 3acTocyBaHHs. BBegeHHA 3MiH NpOTArom
060/10HKOH, 2 3-x micsiLiB nicns 3aTBepMAKEeHHA
Mr/180 mr Ne 28
(14x2) y
6nictepax B
Kopoo6ui
72. | TAPKA® Tabnetkn 3 A660TT HimeuunHa AGGBI HimeuvunHa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/8978/02/03
MoAmMdiKoBaHUM labopartopis Loiiunang mMaTepianis: peyenmom
BUBI/TbHEHHSIM, m6X v6X i Ko. KI 3MiHW B iIHCTPYKUIT 418 MeANYHOro
BKPWTI NNiBKOBOO 3acTocyBaHHs. BBeA€HHA 3MiH MPOTArom
060/10HKOHD, 4 3-x micsiLiB nicns 3aTBepAKEeHHA
Mr/240 mr Ne 28
(14x2) y
6nictepax B
Kopoo6ui
73. | TIONEHTAN NMOPOLLIOK MAT YkpaiHa "Meg[Mpo IHk." NaTgis BHECEHHS 3MiH 40 peecTpaviiiHnX - UA/0504/01/01
HATPIO (cyb6eTaHuin) y "KniBmegnpe mMaTepianis:
nakeTax napar” 3MiHu | TUNY - A®I abo fitoya peyoBuHa.
noABiAHMX KoHTposib A®I abo Aitoyoi pevoBuHu. 3miHa
nonieTnIeHoBNX y napameTpax cneyucpikauii Ta/abo
ANns BUpo6HULTBA JONYyCTUMUX MEeX, BUSHAYEHUX Y
CTEPUNBHUX cneuudikauisx Ha A®| abo aiody pevyoBuHy,
nikapcbknx chopm ab0 BMXIQHWA/NPOMIDKHUIA NPOAYKT/peareHT,
LLIO BMKOPUCTOBYIOTLCS Y MPOLECi
BNPOGHULTBa APl abo AitoUoi peyoBUHY;
cynyTHA 3MiHa: APl abo fjtova pevoBuHa.
KoHTposib A®I abo Aitoyoi pevoBuHu. 3miHa
y MeTofax BunpobysaHHsa APl abo gitoyoi
peyoBunHM abo BMXiZHOro/MPOMIXKHOIO
npoayKTy/peareHTy, W0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa A®I a60 aitoyol
pPEeYOBUHM
74. | PAHUTAH® renb no 30, no KYCYM IHais KYCYM IHais BHECEHHS 3MiH 40 peecTpaviiHnX 6e3 UA/7665/01/01
PACT 100ry XENTXKEP XENTXKEP mMaTepianis: peyernma
a/IOMIHIEBIN a60 nBT. NTA. nBT. NTA. 3MiHa rpaciuHoro 306paxeHHs yrnakoBky Ha
namiHoBaHi Ty6i TEKCT MapKyBaHHA Ha ynakoBLji roTOBOro
Ne 1 B ynakosLi nikapcbkoro 3acoby. BBefeHHA 3MiH
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
npoTarom 6-Tu MicsiliB nicnsa
3aTBEepPAKEHHSA
75. PAHUTAH® rens in bulk: no 30 KYCYM IHais KYCYM IHaisA BHECEHHS 3MiH 0 peecTpauiiiHnX - UA/11997/01/01
PACT Iy namiHoBaHil XENTXKEP XENTXKEP marepianis:

Ty6i Ne 200 B NnBT. NTA. nBT. NTA,. 3MiHa rpacpiyHOro 306pakeHHs ynakoBk/ Ha

ynakosui, no 100 r TEKCT MapKyBaHHS Ha ynakoBLji roTOBOro

y NamMiHOBaHii nikapcbkoro 3acoby. BBegeHHs 3miH

Ty6i Ne 100 B NpoTArom 6-tTm MicALiB nicns

yNaKkoBLi 3aTBEpPAKEHHSA
76. | ®ITONIT ®OPTE | kancynu Ne 30 ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX 6e3 UA/3650/02/03

H (10x3), Ne 60 3 06MEXEHOI0 mMaTepianis: peyenma
(10x6) y 06MeXeHo BiANOBifaNbHI 3MiHW | TUNY - FOTOBMIA NiKapCbkuii 3acio.
6nictepax BignoBigasib CTHO Cuctema ynakoBka/ykynopka. 3miHa oopmu
HIiCTHO "bapmaueBTny abo po3Mipy KOHTeliHepa un
"®apmaueBT Ha KoMnaHis 3aKynoproBa/IbHOro 3acoby (NepPBUHHOT
NyHa "3popos'a’ yNakoBKW) - BBEIEHHA [04aTKOBOro
KOMNaHis TMnopo3mipy 6nictepa Ne 10; 3miHu | Tuny -
"3popos's" CepTudoikaT BigNoBigHOCTi €Bponeiichbkili

thapmakonei/CepTudikat BignoBigHOCTI
€Bponeiicbkiin dhapmakonei Wwoao ryéyatoi
eHuedanonarii. 3MiHK, NOB’A3aHi 3
HEeOOXigHICTIO NPMBEAEHHS Y BiANOBIAHICTb
00 MoHorpadii JepxaBHoT hapmakoneit
Ykpainn abo €Bponeiicbkoi chapmakonei
(3miHa y crneuumdikaLisx, nos’a3aHa i3
3aMiHOI BMMOTr MOHorpadii epxasHoi

thapmakonei YkpaiHu Ha BUMOry MoHorpadii

€Bponeiicbkoi dhapmakoner); 3MiHu | Tuny -
A®l abo gitoua peyvoBunHa. KoHTposib Adl
abo Aitoyoi pevyoBnHW. 3MiHa Yy napameTpax
cneumndikayin Ta/abo gonycCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha APl abo
[itouy peyoBurHy, abo BUXigHUA/NPOMIKHNIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCSA Y
npoueci Bupo6HuLTBa A®I a60 aitoyol
peyoBuHK; cynyTHA 3MmiHa: A®Il abo gitoya
peyoBmHa. KoHTponb AdI abo gjtouoi
peyoBMHM. 3MiHa y MeTogax BUNPOOyBaHHSA
Adl abo pjtouoi pevoBmHN abo
BUXiOHOro/NPOMIDKHOrO NPOAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NPOLECI
BMpo6HMUTBa API abo aityoi pevoBuHU
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
77. XIBAPT-H Tabnetku, 16 TOB YkpaiHa CiHmeguk IHAis BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/12313/01/01
mr/12,5 mr Ne 10 "OpraHociH Na6opaTopis, mMaTepianis: 3miHu | TUNy - 3MiHK Woao peyenmom
(10x1), Ne 100 nragr IHAis; 6e3nekn/ehekTUBHOCTI Ta hapMakoHarnsaay.
(10x10) B 6nicTepi MaiinaH BeeeHHs ab0 3MiHW [0 y3arasibHEHUX
Nabopartopi3 [aHuX Npo cuctemy chapmakoHarnagy
Niviten, Hais; (BEEHHS y3aranibHEHUX AAHUX MPO CUCTEMY
OnTimyc thapmakoHarnsgy, 3miHa ynoBHOBaXKEHOT
LbxeHepikc oco6u, BiANOBIgasIbHOI 3a 3[iNCHEHHS
Nimitepn, IHAjA (papMakoHarnsay; KOHTakTHOT ocobu 3
dhapmakoHarnagy 3asBHuUka Ans 34iliCHEHHA
thapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, yNOBHOBaXXeHOi ocobw,
BiANOBIA&/IbHOT 3a 3iiCHEHHSA
hapmakoHarnsagy (BKIYarym KOHTaKTHI
JaHi) Ta/abo 3MiHM y pO3MiLLIeHHI MacTep-
thaitna cuctemn chapmakoHarnsgy); 3miHa
3anBHVKa (BNacHVKa peecTpauitHoro
NocCBig4YeHHS)
78. XIBAPT-H Tabnetku, 16 TOB YkpaiHa CiHmepgmk IHaisA BHECEHHS 3MiH 0 peecTpauiiiHnX - UA/12314/01/01
Mr/12,5 mr in bulk "OpraHociH Na6opaTopis, marepianis: 3MiHu | TNy - 3MiHK WOA0
Ne 2500 y nakeTi nTar IHAis; 6e3nekn/eheKkTMBHOCTI Ta dhapmakoHarnsgy.
MaiinaH BeeneHHs abo 3MiHW [0 y3arasibHEHUX
Na6opaTtopi3 JaHvx npo cuctemy apmakoHarnsgy
Nimiteq, IHAis; (BeEHHS y3arasibHEHUX AAHUX MPO CUCTEMY
onTimyc (hapmakoHarnsgy, 3miHa ynoBHOBaXeHol
IbxeHepikc oco6u, BiANOBigasbHOI 3a 3/iCHEHHS
Niviten, IHaia hapmakoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa s 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, sSiKLio BoHa
BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobw,
BiAMNOBIAa/IbHOI 3a 3[iCHEHHS
hapmakoHarnsagy (BKIYa4YM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y PO3MilLleHHI MacTep-
(paiina cuctemu chapmakoHarnsgy); 3miHa
3anBHKKa (BNacHVKa peecTpaLitHoro
NnocBig4YeHHs)
XISAPT-H-AC Tabnetku, 32 TOB YKpaiHa CiHmegmk IHais BHECEHHS 3MiH 10 peecTpaLinHnX 3a UA/12282/01/01
Mr/25 mr Ne 10 "OpraHociH Na6opartopis, mMaTepianis: 3miHu | TMNy - 3MiHK LWOA0 peyenmom
(10x1), Ne 100 nTor IHais; 6e3nekn/edheKTVBHOCTI Ta (papMakoHarnsay.
(10x10) B MaiinaH BBeneHHs abo 3MiHM [0 y3arasibHEHUX
6nictepax Na6opatopi3 JaHux npo cuctemy thapmakoHarnagy
NimiTeq, IHAjs; (BefleHHs y3arasibHeHNX AaHuX NPo cucTtemy
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opraHisauiii, perynaTopHmx areHuin iHwmx
KpaiH MiC/is OLiHKN HeraimHoro 06MeXeHHs
oo 6e3nekn, MapkyBaHHSs, XapakTepHoro
[ANs NeBHOT papMakos1orivyHoi Ta/abo
chapmakoTepaneBTUYHOI rpynu, perynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neku, naaHy

ynpaeniHHA PU3NKaMK, KOHTPOTbHMX

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKO20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs!
onTimyc hapmakoHarnsgy, 3miHa ynoBHOBaXXeHol
[bxeHepikc oco6u, BiANOBiga/IbHOI 3a 3/iCHEHHS
Niviten, IHaia hapmakoHarnsay; KOHTakTHOT ocobu 3
thapmakoHarnagy 3asBHuUka Ans 34ilCHEHHSA
thapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, yNOBHOBaXXeHOI 0cobw,
Bi4MNOBIAa/IbHOI 3a 3[iNCHEHHS
hapmakoHarnagy (BKNoYarum KOHTaKTHi
[aHi) Ta/abo 3MiHM y PO3MILLIEHHI MacTep-
(paiina cuctemu chapmakoHarnsgy); 3miHa
3asBHKKa (BNacHVKa peecTpauitHoro
NnocBig4yeHHs)
80. | XISAPT-H-AC Tabnetku, 32 TOB YkpaiHa CiHmepgmk IHais BHECEHHS 3MiH 0 peecTpauinHnx - UA/12283/01/01
Mr/25 mr in bulk "OpraHociH Nabopartopis, mMaTepianis: 3miHu | TMny - 3MiHK WoA0
Ne 2500 B nTor IHais; 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsay.
noAaBiiHNX MaiinaH BBeaeHHs abo 3MiHM [0 y3arasibHEHUX
nakeTax Na6opaTopis JaHvx npo cuctemy dapmakoHarnsgy
Nimitepn, IHAis; (BeneHHs y3arasibHeHUX AaHuX Npo CUCTeMy
OonTimyc hapmakoHarnsagy, 3miHa ynoBHOBaXXeHOI
[hxeHepikc 0ocobu, BiANOBIAa/IbHOT 3a 34iCHEHHS
Nimitepq, IHAjA thapmakoHarnsy; KOHTakTHOT ocobu 3
hapmakoHarnsgy 3asBHUKa A1 34iNCHEHHS
hapmakoHarnsagy B YkpaiHi, K0 BOHa
BiAMIHHA BiJ, YNOBHOBa)XXEHOi 0cobw,
BiAMNOBiAa/IbHOT 3a 3iiCHEHHS
hapmakoHarnagy (BKnovarum KOHTaKTHi
[aHi) Ta/abo 3MiHM y pPO3MiLLIEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy); 3MiHa
3as1BHUKa (B/1acHMKa peecTpauiiHoro
NOCBIgY€EHHS)
81. LE®PTPIAKCOH- | nopowwok ansa Xethacaap HimeuunHa Xethacaap HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/11850/01/01
Min pPO34unHYy onA Ximiko- Ximiko- marepianis: 3miHun | Tuny - Jlikapcbki 3acobu. | peyenmom
iH'ekyinnolry dapmaueBTn dapmaueBsTny BHeceHHsA 3MiH(1) Ha Bumory MO3 3rigHo 3
onakoHax Ne 1, YyHa Ha d®abpuka pekoMeHAauis M1 HaLioHa/TbHUX
Ne 10 dabpuka v6X KOMMNETEHTHUX OpraHis, MbXKHapOAHUX
v6X
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsi0O4YeHHs

3axogis/cneuianbHuX 3060B’s13aHb, 3MiH AN
BiJO6paXXEHHS KOPOTKOT XapaKkTepuCTUKM
NiKapcbKoro 3acoby Ta IHCTPYKLii Ans
MeAMYHOro 3acTocyBaHHSA (BNPOBaKEHHSA
Y3roHKeHNX 3MiH y hopmyntoBaHHi, LWoao
AKMX 3a5BHUK HE HAAAE XOAHNUX HOBUX
[0JaTKOBMX AaHux) (3MiHW B IHCTPYKLi Ans
MeJIMYHOro 3aCTOCYBaHHA y PO3Ainu:
Moka3aHHs, MpoTunokasaHHsA. Crnocio
3acTocyBaHHS Ta A03u. [Mo6iyHi peakui.
Mepepno3ysBaHHA. 3acTocyBaHHA y nepios
BariTHOCTi abo rogysBaHHA rpyaato. Aitu.
Oco6n1BOCTI 3aCTOCYBaHHSA. 34aTHICTb
BNAMBATW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo poboTi 3
iHWVMK MexaHismamu. Blaemogisi 3 iHLWMMK
nikapcbkrMu 3acobamu Ta iHWi Buan
B3aemogijin. PapmakoTepaneBTMyHa rpyna,
3rigHo iHdhopMauii Wwoao MeanyHoro
3acTocyBaHHsA pedepeHTHoro POLE®IH
NiKkapcbKoro 3acoby)

82.

LWABAII AINCTA

nmctano 60ry
naukax 3
BHYTPILLHIM
naketom, no1,5r
y (hinbTp-nakeTax
Ne 20 y naykax
abo y naukax 3
BHYTPILLHIM
nakeTom

MpAT
"NikTpasn”

YkpaiHa

MpAT
"NikTpasn”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnX
mMaTepianis:
3MiHM | TUNY - 3MiHM 3 SIKOCTIi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpos1b roTOBOrO
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHA rOTOBOIO NiKapCbKOro 3acoby
- 3MiHM Y MeToax KOHTPOJI0 AKOCTI

6e3
peyenma

UA/5809/01/01

HavyanbHuK YnpaBniHHA dpapmMmaleBTUYHOIT
OIANBHOCTI Ta AKOCTiI (papmaveBTUYHOT NPOAYKLiT

T.M. JIACcKOBCbKUM
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