MIHICTEPCTBO OXOPOHMU 3/10POB’SI YKPAIHU
HAKA3

Kuis

04.02.2022 Ne 229

IIpo Jep)xaBHY peecTpaililo JikapcbKHX 3ac00iB, sIKi MiJ/sralTh 3aKymiB/i 0co6oro,
YIIOBHOBQ)K€HOK) Ha 3/iiCHeHHs 3aKymiBeqb y cdepi 0XOpoHHM 30pOB’s, abo
crerjia/1i30BaHOI0 OpPraHi3aili€ro

BignoBigHo g0 crarti 9 3akoHy Ykpainu «IIpo ikapceKi  3acobm»,
nyHkTy 5 IlopsigKy [ep)kaBHOI peectpaiiii (mepepeectpaliii) JikapcbKux 3acobiB,
3aTBep/pkeHoro roctaHoBoro KabiHnety MinicTpie Ykpainu Big 26 TpaBHsi 2005 poky
Ne 376, ab3a1ly ABaALsAThE CbOMOTO MiANMYHKTY 12 nyHKTY 4 IToso)keHHs TTpo MiHicTepcTBO
OXOPOHH 3/I0pPOB’s YKpaiHW, 3aTBep/pKeHOro rnoctaHoBor KabiHeTy MiHicTpiB Ykpainu
Big 25 6epesnst 2015 poky Ne 267 (B peaakiiii moctaHoBu Kabinety MiHicTpiB YKpaiHu Bif
24 ciuna 2020 poky Ne 90), myHkty 4 pos3piny I Tlopsigky mnpoBefileHHSI MepeBipKu
peecTpalliiHX MarepiaiB Ha iX aBTeHTHUHICTh Ha JTIKAPChKUM 3aciO, sIKWi TOZAETHCS Ha
JiepyKaBHY peecTpalfifo 3 MeTO HOro 3aKyIiB/ii 0co000, YITIOBHOBa)KEHOIO Ha 3/iliCHEeHHS
3aKymiBesb  y cdepi oxopoHu 370poB’s, abo crieliasli3oBaHOIO  Oprasisaili€ro,
3aTBeppKeHoro Haka3oM MiHicTepcTBa OXOpOHM 370pOB’ YKpaiHU Bif 15 uepBHA
2020 poky Ne 1391, 3apeectpoBaHOoro B MiHicTepcTBi rOCTULI YKpaiHu 14 judnHs
2020 poky 3a Ne 659/34942, Ha mifcTaBi pe3y/bTaTiB IEpPeBIPpKA peeCcTpaLjiiHUX
MaTepiajiB, AOJaHUX [0 3asiBU TPO [lep’KaBHY peeCcTpaliito JiKapcbkoro 3acoly, sKui
Ti/sirae 3aKytiB/i 0co60r0, YIIOBHOBa)KEHOIO Ha 3/IiiCHEeHHS 3aKyIliBesb y chepi 0XopoHu
3/10poB’s, abo crerjiasi30BaHO OpraHi3aili€ro, TpoBe/ieHOl [Iep>KaBHUM ITi JTTPUEMCTBOM
«Jep>kaBHUM eKCcriepTHUM LeHTp MiHicTepcTBa OXOPOHU 3710pPOB’ 1 YKpaiHW», BUCHOBKIB 3a
pe3yJ/ibTaTaMM MePeBIpKK PeeCcTpaLiiiHAX MaTrepialiB Ha i1X aBTEHTUYHICTh Ha JIiKapCbKUU
3acib, SIKMM TIOJa€ThCS Ha JEep)KaBHY pPeeCTpallifd 3 MeTOH HOro 3akymiBai 0co0oro,
VIIOBHOBA)KEHOIO Ha 37iliCHeHHS 3aKymiBenb y cdepi oxopoHH 370poB’si, abo
Crierfiasi3o0BaHOI0 oprasi3artiero, IIpoTokonbHOro pimenHs 3acigands ITocriiHoi pobouoi
TPYNU 3 PO3IJIsALy NMpob/eMHUX TMHUTaHb Aep>KaBHOI peecTpariil JiKapcbKux 3acobiB Bif 25
ciuns 2022 poky Ne 1

HAKA3Y1O:

1. 3apeecTpyBaTy Ta BHECTH /0 [lep>KaBHOTO peecTpy JiKapCchbKux 3acobiB YKpaiHu
mKapceKi 3acobm, §IKi Tif/sraro 3aKymiB/i Crielfia/li3oBaHOI0 Opradi3arji€ro, 3rifHO 3
nepenikoM (goaatok 1).



2. 3apeecTpyBaTH Ta BHeCTHU /0 [lep)KaBHOTO peecTpy JMiKapChbKUX 3aco0iB YKpaiHU
mKapceKi 3acobm, sKi MigyAraro 3aKyIiBii 0c00010, YITOBHOBa)XKEHOIO Ha 3AiMCHEHHS
3aKymniBesb y cepi 0XOPOHU 3/10pPOB’s, 3Ti/THO 3 TIepPeJlikoM (J0/1aToK 2).

Hakasy Minicmepcmea oxopoHu 300poe’s YkpaiHu «IIpo OepdicagHy peecmpayiio aikapcbKux 3acobis, siki nionsiearomb 3akynieni
cneyianizo8aHol0 Op2aMi3ayiero»

Hakasy MiHicmepcmea oxopoHu 300po8’s YkpaiHu «IIpo OepiicagHy peecmpayiio aikapcbKux 3acobis, siki nionsiearomb 3akynieni
cneyianizo8aHol0 op2aHizayiero»

3. KoHTponb 3a BUKOHAHHSIM [bOT'0 HaKa3y 3aJIvIIaro 3a CO00I0.

ITepuiunii 3actynHuk MiHicTpa Onekcanap KOMAPIJIA

Hoparok 1
o Hakasy MiHicTepcTBa OXOpOHHM 3710pOB’S
YKpainu «IIpo Jlep>KaBHYy peecTpallito

JIiKapCbKUX 3acobiB, sKi MiJJISraroTh 3aKyMiBii
0co00t0,  yIIOBHOB@KEHOK Ha  3[iHCHeHHs
3aKymiBeslb y cdepi OXOpoHU 370poB’s, abo
crielliazi3oBaHOI0 OpraHisarjiero»

Bif 04.02.2022 poky Ne 229

ITEPEJIIK

3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEANYHUX
IMYHOBIOJIOTTYHUX ITPEITAPATIB),
AKI BHOCATBHCSA 4O JEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACObBIB

YKPAIHU 3 METOIO iX 3AKYIIIBJII CITEI[IA/TI30BAHOIO OPTI'AHI3AIIIEO

Ne Ha3ssa dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina Peeci
n/n JliKapcbKO20 (nikapcbka gpopma, np
3acoby ynakoska)
1. MAWXEN ALL™ | Ta6neTku, BKpUTI MaiinaH IHAain MaiinaH Jlaboparopi3 flimiteq, IHAis peec
NAiBKOBOK 060/IOHKOIO, Nab6opaTtopi3 6epes
400 mr/100 mr, no 28 Nimiteq
Tabnetok y
nonieTueHoBomy
pNakoHi BUCOKOT
winsHocti (HDPE)
rony6oro Konsopy; no 1
(pNakoHy B KApPTOHHil
Kopobui
2. XAANIMA iH'ekuia aganimymady, CamcyHr Pecny6nika Bupo6HuuTeo M3y nonepefHbo CLUA/ peec
40mr/0,8mn, no 0,8 mny Bioenic Ko., Kopes HanoBHEHOMY LUMPWLi. Benebrisi/ 6epes
nonepeaHbLO nra. BnnpobyBaHHs 3 KOHTPO/HO AKOCTI KaHapa/
HarnmoBHEHOMY LLNPUL, npu BUNYCKy cepii (CTEPUNBHICTB): Ipnangis/
no 2 nonepeaHLo KaraneHT IHgiaHa, I/1C, CnonyueHi Wratn
HarMoBHEHMX WNPULM B CnonyyeHi LWtatn Amepuku; Amepuku/
KapTOHHiI Kopobui abo Bupo6HuuTeo M3 y nonepefHbo ITanisa
Mo 2 aBTOIHXEKTOpU HamnoBHEHOMY LUNPUL.
nywTay y KapTOHHil Bunpo6yBaHHS 3 KOHTPOSIIO AKOCTI
Kopoo6Li npy BUNYCKY cepil (CTEPUNBHICTb
Ta eHAO0TOKCUHN):
KataneHT Benbmxiym CA,
Benebrisi;
BrnpobyBaHHS 3 KOHTPOJIIO SKOCTI
npu BUMNYCKy cepii (BCi NOKa3HWKK,
OKpiM CTEPUbHOCTI).
BrinpobyBaHHs Npy BUBYEHHI
cTabinbHOCTI (BCi MOKA3HUKM):
€BpoduiHc JlaHkacTep




Ne Ha3ssa ®dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina Peeci
n/n JliKapcbK0O20 (nikapcbka gpopma, np
3acoby ynaKosKa)

JTabopatopis, IHK., Cnony4eHi
LWtatn AMepuku;
BunpobyBaHHA 3 KOHTPOO AKOCTI
npwn BMMNYCKy cepii (BCi MOKa3HMKM,
OKpiM CTEepW/IbHOCTI Ta
€H/I0TOKCUHIB). BunpobyBaHHs
Npw BMBYEHHI cTabiNbHOCTI (BC
NOKa3HWUKK, OKPIM CTEPUIBHOCTI Ta
€H/JOTOKCUHIB):

NN LesenonvieHT Alieneng f1Ta,
IpnaHgis;
BunpobyBaHHA 3 KOHTPOO AKOCTI
npwn BUMNYCKY cepii (CTePU/IbHICTb
Ta eHAO0TOKCUHM). BUnpobyBaHHs
npu BUBYEHHI cTabiNbHOCTI
(cTepwnbHICTb Ta eHAOTOKCUHM):
Yapnb3 Pisep Jlabopatopi3
Alieneng Nimiten, IpnaHgis;
[oaaTkoBi hyHKUiT An1s
6e3neyHoro nonepegHLo
HanosHeHoro wnpuua XA4JIMA
(36ipka 6e3nevHoro nonepeaHLo
HanoBHeHOro wnpuua XALJTIMA.
MapkyBaHHs. BTopuHHe
nakyBaHHs1. 36epiraHHsi.);
[opatkosi pyHKLUiT AnA
asToimXekTopa XAAJNIMA MywTay
(36ipka aBTOIHXEKTOPa XALNIMA
MNywTay. MapkyBaHHs. BTopuHHe
nakyBaHHs. 36epiraHHs.
Bunpob6yBaHHS npy BUMYCKy cepii
Ha OyHKUOHaNbHICTb
aBToiHXekTopa XAATIMA
MywTauy. BunpobyBaHHs npu
BMBYEHHI CTabi/IbHOCTi Ha
hYHKLiOHaNbHICTb aBTOIHXeKTopa
XAONIMW MywTau.):
dapmaueyTidi PopmeHTi C.N.A,
ITanis;

[oaaTkoBi chyHKUiT Anis
6e3neyHoro nonepegHLo
HanosHeHoro wnpuua XA4JIMA
(BrnpobyBaHHs Npy BUBYEHHI
cTabinbHOCTI Ha
hyHKLiOHa/bHICTb 6e3ne4Horo
nonepeaHbL0 HaNnOBHEHOTO
wnpuua XA41IMW (ogHopasose
BUNPOBYBaHHA AN1A Cepiid, WO
BMKOPUCTOBYBa/TUCh Npu Banigauii

BUPOGHMYOro npoLiecy; He
BMKOHYETbLCA NPU NMPOBEAEHHI
PYTVHHOIO KOHTPO/HO
NPOMUCIOBYKX CEpIld.)):
BaviTxay3 AHaniTvkan
Nabopartopis, /INC, CWA;
[opatkosi pyHKLUiT AnA
asToimXekTopa XAAJNIIMA MywTay
(36ipka aBTOIHXEKTOpa XALNIMA
MywTay. BunpobyBaHHs npu
BUMYCKY Cepii Ha
(PYHKLiOHaUTbHICTb aBTOIHXEKTopa
XAONIMU MywTauy.
BunpobyBaHHsA Npu BUBYEHHI
cTabiNbHOCTI Ha
(OYHKLiOHaUTbHICTb aBTOIHXEKTOpa
XAONIMU MywTay. 36epiraHHs.):
CXN ®apma J1N1C, CLUA,
[opatkosi pyHKLUiT AnA
asToimXekTopa XAAJNIMA MywTay
(MapkyBaHHsi. BTopuHHe
nakyBaHHsl. 36epiraHHs.):
MekigpxiHr Koopginatopce /11C,

CnonyyeHi LUtatn Amepuku;




Ne Ha3ssa ®dopma sunycky 3assHUK KpaiHa Bupo6HuK Kpaina Peeci
n/n JliKapcbK0O20 (nikapcbka gpopma, np
3acoby ynakoska)
LopatkoBi doyHKUji gns
aBToiHxXekTopa XAAQ/1IMU MywTay
(MapkyBaHHS. BTOpuHHE
nakyBaHHs1. 36epiraHHsi.):
LWapn KopnopeiiwH, CnonyyeHi
Ltatn Amepuku;
IMnopT. Auctpubyuisn. 36epiraHHs:
OpraHoH KeHaga IHK., KaHaga
B.o. I'eHepanbHOro gupeKropa
,Z[I/IPEKTOPaTy (bapmaueBannoro 38663HquHHH
IBan 3A/IBOPHUX
Hoparok 2
o Hakasy MiHicTepcTBa OXOpOHM 3710pOB’S
Yxpainu «IIpo JlepXKaBHY peecTpatlito
JIiKapCbKUX 3acobiB, sKi MiJJISAraroTh 3aKyMiBii
0co0010,  YIIOBHOB)KEHOIO Ha  3[ilCHEeHHS
3aKymiBesb y cdepi OXOpoHU 370poB’s, abo
criel}iaji3oBaHO0 OpraHisatjiero»
Bif 04.02.2022 poky Ne 229
IIEPEJIIK
3APEECTPOBAHUX JITKAPCBKHX 3ACOBIB (MEJUYHUX
IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB),
AKI BHOCATHCHA 4O AEPKABHOI'O PEECTPY JIIKAPCBKHX 3ACOBIB
YKPAIHM 3 METORO IX 3AKYIIIBJ/II OCOBOHR), YIIOBHOBAXEHOIO HA
3AIMCHEHHSA 3AKYIIIBEJIb Y COEPI OXOPOHUA 3/10POB’A
Ne Ha3ssa Popma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa Peec
n/n JliKapcbKO20 (nikapcbka ¢hopma, np
3acoby YMakKkoBsKa)
3. PANAMYH / TabneTkun, BKPUTI Mdpaiizep Eiiu. CWA nepBrHHE Ta BTOPUHHE MaKyBaHHA, Himeuunna/ peec
RAPAMUNE® 060/10HKOI MO 1 Mr Ci. Mi. TECTyBaHHS rOTOBOr0 NiKapCbKOro IpnaHgjs 6epes
no 10 TabneTtok y KopnopeiiwH 3acoby, BUMYyCK cepii:
6nictepi; no 10 Mdpaiizep MeHtoekuypuHr JoiAuneHs,
6nictepiB y vM6X, HimeuunHa;
KapTOHHIA ynakoBLi BUPOGHMLTBO Ta TETCYBaHHSA
3 MapkyBaHHAM CMpOoNiMyC HAHOCUCTEMM AUCNEPCHOI:
icnaHCbKO MOBOKO Ankepmec ®apma lpnaHgis, IpnaHgis;
TecTyBaHHS CMPONIMYC HaHOCUCTeMMN
avcnepcHoi, BUpo6HMUTBO in bulk;
TeCTyBaHHS TOTOBOTO NiKapCbKOro
3aco06y, naKkyBaHHsA Ta BUMYCK cepil:
Mdpaiizep IpnaHgis dPapmacbioTikans,
IpnaHgais
4. TPA3SUMEPA/ NMOPOLLOK A5 Mdpaiizep Eiiu. CWA 36epiraHHa A®l, fosysaHHA AD|y Benbrisi/ peec
TRAZIMERA® KOHLeHTpaTy Ans Ci. Mi. eTWNeHBiHInaueTaTHi nakeTu i CLUA/ 6epes
pO34nHy AnA KopnopeiiwH NMOBTOPHE 3aMOPOXYBaHHS; IpnaHgis
iHcpysiii no 150 wmr, BMPOOGHULTBO, NEPBUHHE | BTOPUHHE
no ofHoMy thriakoHy nakyBaHHS, MapKyBaHHSs1, TECTYBaHHS
B KapTOHHIiA npu BUNYCKy cepii, BUMycCK cepii:
ynakoBLi 3 Mdpaiizep MeHodekvypuHr Benbris
MapKyBaHHAM HB, Benbris;
aHrnifcbKor abo BM3HAYEHHSI CUNN Ail NPy AOCAIMHKEHHI




Ne Hassa Popma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa Peec
n/n JliKapcbKo20 (nikapcbka ¢hopma, np
3acoby YynakoBKa)

iHLLIOIO IHO3EMHOI0
MOBOIO

cTabinbHOCTI:
MNinigi AesenonmeHT, CLUA;
TeCTyBaHHA NpuW BUMYCKY cepii,
TEeCTyBaHHS MpU AOCAIAKEHHI
cTabinbHOCTI:

Mdpaiizep IpnaHgis dPapmacboTikans,

IpnaHgis

B.o. I'eHepanbHOro gupeKropa

JupekTopary ¢apMaineBTHYHOr0 3a0e3neueHHA

Isan 3AZIBOPHUX
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