MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA
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[Ipo pepkaBHY peecTpaliit0 Ta BHECeHHS 3MiH [10 peeCcTpaliiHUX MaTepianiB
miKapcbKuX 3acobiB, sIKi 3apeecTpoBaHi KOMITeTEHTHHUMH opraHamui CronyueHUX
[IrariB Amepuky, [lIBenuapii, Anownii, ABctparnii, Kanagu, €sponericbkoro Corosy

BignosigHo go cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHkTy 5 IlopsigKy [ep’kaBHOI peecTpaliii (repepeecTpaliii) jiKapcbKux 3aco0iB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376 «Ilpo 3aTBepgkeHHs IlopsiiKy Jep>kaBHOI peecTpaliii (mepepeecTpariii)
mikapcbKMx — 3acobiB i po3mipiB  300py 3a iX Jep)kaBHY peecTpariiio
(mepepeecTpaiiito)», ab3aiy ABaAISATL CbOMOTO IMAMYHKTY 12 MyHKTY 4 [TomoxeHHs
rnpo MIiHICTEPCTBO OXOpPOHM 3[0pOB’S YKpaiHW, 3aTBepKeHOro I10CTAaHOBO)
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiii
nocraHoBy Kabinety MinicTpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), myHKTY 5
po3giny II ta mynkry 12 po3giny III [Topsigky po3risimy peecTpaliiHUX maTepiasiB
Ha JIiKapchKi 3aco6w, 1110 TI0Jat0ThCSl Ha [iep>KaBHY peecTpallito (TepepeecTpailito), Ta
MarepiajiB MpO BHECEHHsI 3MiH [0 peeCcTpalilHUX MaTepialiB MpOTIroM Aii
peecTpaliiiHOro  TOCBiUeHHsT Ha JIiKapCbKi 3acobu, sKi  3apeecTpoBaHi
KoMIleTeHTHUMU opraHamMud Cnonyuenux IlltatiB Amepuku, IBeinapii, fAnoHii,
ABctpanii, KaHazu, jikapcbkux 3aco0iB, 1[0 3a I1IeHTpa/li30BaHOIO IIPOLIeypOIO
3apeeCcTpoOBaHi KOMIIETEHTHMM OpraHomM €Bponercbkoro Coro3y, 3aTBepKeHOro
Haka3oM MiHicTepcTBa 0XOPOHM 3[0pOB'a YKpaiHu Bif 17 mvcroraza 2016 poky Ne
1245, 3apeectpoBaHoro B MiHictepcTsi roctviii Ykpainu 14 rpyansa 2016 poky 3a Ne
1619/29749, Ha mniAcTaBi ckaageHUX J[lep)KaBHUM MiANIPUEMCTBOM «Jlep>KaBHUH
eKCIIepTHUM LeHTp MiHicTepcTBa OXOpPOHM 3[0pOB’S YKpaiHW» BHCHOBKIB 3a
pe3yabTaTaMU pO3IJISIAY PEeCTpalliMHUX MaTepianiB, MNOJAaHUX Ha Jep’KaBHY
peecTpaliifo JiKapchbKHUX 3acobiB, $IKi 3apeecTpoBaHi KOMIIETEHTHUMU OpraHaMu
[MBenuapii, €Bponeicekoro Coro3y, CIIIA, BHUCHOBKIB MpPO pe3y/bTaTU PO3IJISAY
MaTepiasiiB 1PO BHECEHHsI 3MiH [I0 PeeCTpal[iiHUX MaTepiasiB Ha JlikapCbKuii 3acib,
SKUM 3apeecTpOBaHWK KOMIIETEHTHHM opraHoM €Bpornericekoro Coro3y, Ta
npotokosmy Ne 3 3acimanHs IloctitiHoi pobouoi rpynu 3 po3r/sily mnpobaeMHUX
MUTaHb [leP’KaBHOI peecTpallii ikapcbKux 3aco6iB Bifg 28 ciuns 2020 poky

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpainu jikapceKi 3acobu 3rifjHO 3 repesiikoM (foAaTok 1).



2. BiiIMOBUTH y [lepKaBHIU peecTpallii Ta BHECEHHi [0 []ep>KaBHOTO peecTpy
nMiKapCchbKMX 3aco0iB YKpaiHu JlikapcbKuX 3acobiB 3riHO 3 mepesikoM (1oaaTok 2).

3. BHectu 3MiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JiKapchKUX 3aco0iB YKpaiHM Ha iKapchKi 3aco0u 3rifiHo 3 TiepestikoM (0aTok 3).

KoHTpO/1b 32 BUKOHAHHSIM L[bOT'0 HaKa3y 3aJIvIaro 3a Co0010.

Ilepmmu 3acTynHuK MiHicTpa A. CEMUMBO/JIOC



NMEPENIK

Aopartok 1
A0 Hakasy MiHicTepcTBa OXOPOHU

300pPOB’A YKpaiHu
25.02.2020 Ne 535

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONN4YHNX NPEMAPATIB),
SAKI BHOCATLCA A0 AEPXKABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHWN, AAKI SAPEECTPOBAHI
KOMMNETEHTHUMW OPTAHAMW CMNOJTYYEHUX LUTATIB AMEPUKW, LUBEULAPII, ANOHII, ABCTPANII, KAHAAWN,

NIKAPCbKNX 3ACOBIB, WO 3A LEHTPANTISOBAHOIKO NMPOUEAYPOK SAPEECTPOBAHI KOMMNETEHTHUM

OPIrAHOM EBPOMENCbLKOro COK3y

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, liHa BionycKy BaHHs peecmpayjitiHo2o
3acoby ynakoska) npoyeoypa nocsi04YeHHs1
1. HYPO®EH® TabneTku, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Xenckep IHTepHewwHn JNlimiTeq, Benvka peecTpavuis 6e3 nionsieae UA/17937/01/01
KONA& ®/I0 | nniBkoBOK 060/IOHKO, NO BeHkizep BputaHis BputaHis Ha 5 pokiB | peyernma
200 mr/5 wr; no 6, 12 Xernckep
Tabnetok B 6nictepi; no 1 IHTEpHELUHN
abo 2 6nictepu B Nimiteq
KapTOHHi KopobLyi
2. CTANEBO TabneTkn, BKpUTI OpioH PiHNAHAIA BMPOGHUK, LLLO 3AiCHIOE NOBHUIA LWKN BUPOGHMLTBA: PiHnaHgia/ peecTpauis 3a He UA/17944/01/01
NAiBKOBOK 000JI0HKOMO, MO KopnopeiiwH OpioH KoprnopelilH, ®iHnsaHais; Yecbka Ha 5 pokiB | peyenmom | nidnsizae
50 mr/12,5 mr/200 mr, no aNbTepHaTUBHNI BUPOBHUK, L0 34iICHIOE KOHTPO/b Pecny6nika
30 a6o no 100 Tabnetok y SIKOCTI:
6aHuj; no 1 6aHui B KBiHTa - AHaniTika c.p.o., Yecbka Pecnybnika;
KapTOHHI Kopo6Lyi anbTepHaTUBHWI BUPOGHNK, L0 34iACHIOE NepBUHHE
Ta BTOPWMHHE MaKyBaHHS:
OpioH KopropeiilH, ®iHnsHais
3. CTANEBO TabneTku, BKpUTI OpioH PiHNAHAIA BUPOGHWK, L0 34iACHIOE MOBHUIA LMK BUPOOHMLTBA: PiHnsaHgia/ peecTpavuis 3a He UA/17944/01/02
NAiBKOBOK 060/I0HKOI, KopnopeiwH OpioH KopnopeliluH, ®iHnsHAais; Yecbka Ha 5 pokiB | peyenmom nionsizae
100 mr/25 mr/200 mr, no anbTepHaTUBHMI BUPOOHUK, L0 34iICHIOE KOHTPO/b Pecny6nika
30 a6o no 100 Tabnetok y AKOCTI:
6aHuj; no 1 6aHui B KBiHTa - AHaniTika c.p.o., Yecbka Pecnybnika;
KapTOHHI Kopo6Lyi anbTepHaTUBHWI BUPOOHNK, L0 34iACHIOE NepBUHHE
Ta BTOPVHHE NaKyBaHHS:
OpioH KopnopelilwH, ®iHnsHaisa
4. CTANEBO TabneTku, BKpUTI OpioH PiHNAHAIA BMPOGHWK, LLLO 3AiACHIOE NOBHUIA LUKN BUPOBGHMLTBA: PiHnangia/ peecTpauis 3a He UA/17944/01/03
nniBKOBOK 060I0HKOIO, MO KopnopeiiLuH OpioH KopnopeiilwH, ®iHnsHAjs; Yecbka Ha 5 pokiB | peyenmom nionsi2ae
150 mr/37,5 mr/200 mr, no albTePHATVBHWI BUPOBHUK, L0 3AINCHIOE KOHTPO/b Pecny6nika
30 a6o no 100 TabneTok y AKOCTI:
6aHuj; no 1 6aHuji B KBiHTa - AHaniTika c.p.o., Yecbka Pecnybnika;
KapTOHHI KOpoOL;i albTePHATVBHWI BUPOGHNK, WO 34iICHIOE NepBMHHE
Ta BTOPVHHE NaKyBaHHS:
OpioH KopnopeWiH, ®iHnsHAisA
5. CTANEBO TabneTku, BKpUTI OpioH diHNsAHAIA BMPOGHWK, LLLO 3AiICHIOE MOBHUIA LUK BUPOGHMLTBA: diHnsHgia/ peecTpauis 3a He UA/17944/01/04
NNiBKOBOI 060J1I0HKOMD, MO KopnopeiiH OpioH KopnopeliluH, ®iHnsHAais; Yecbka Ha 5 pokiB | peyenmom niosnsieae
200 mr/50 mr/200 mr, no a/lbTEPHATUBHUI BUPOBHUK, L0 34iICHIOE KOHTPOb Pecny6nika




Ne Hassa dopma sunycky 3assHukK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, UHa BionyckKy BaHHs peecmpayiliHo2o
3acoby ynakoska) npoyeoypa nocBi0O4Y€eHHs1
30 a6o no 100 TabneTok y AKOCTI:

6aHuj; no 1 6aHui B
KapTOHHi KopoobLyi

KBiHTa - AHaniTika c.p.o., Yecbka Pecny6nika;
aNbTepHaTUBHUIA BUPOGHUK, LLO 34iACHIOE NEPBUHHE
Ta BTOPVHHE NaKyBaHHS:

OpioH KopnopelilwH, ®iHnsHais

HauanbHUK Bigainy 3 nutaHb
chapmaueBTUUYHOI AiANbHOCTI

JenapTameHTy peanisauii NONITUK

T.M. JIackoBCbKUM




NMEPENIK

Jopartok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
3A0poB’Aa YKpaiHu
25.02.2020 Ne 535

IKAPCbKNX 3ACOBIB, WO 3ANPOMNOHOBAHO A0 AEPXABHOI PEECTPALLI

sKI SAPEECTPOBAHI KOMNETEHTHUMW OPITAHAMWU CMNOTYHEHUX LLUTATIB AMEPUKW, LUBEWLUAPII, AMOHII,
ABCTPANI, KAHAAWU, NIKAPCbKUX 3ACOBIB, LLO 3A LLEHTPANIIBOBAHOLO NMPOLEAYPOKO 3APEECTPOBAHI
KOMMNETEHTHUM OPIrAHOM €BPOIMNENCBKOI'O COIO3Y,

AKNM BIAMOBJ/IEHO Y AEPXABHIN PEECTPALIJ )
TA BHECEHHI 10 AEP)XABHOIO PEECTPY NIKAPCbHKUX 3ACOBIB YKPAIHU

Ne Ha3ssa snikapcbko20 dopma sunycky (nikapcbka 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Homep
n/n 3acoby ¢hopma, ynakoska) npoyeoypa BionycKy aHHs peecmpayiliHo2o
nocsioYeHHs1

6. BAK/TO®PEH . pO34MH s iH'ekuin, 0,05 mr/1 mn, TOB HOHikmep, Nartsis CuHTeTnka CA LLIseliyapis peecTpavuis Ha 5 3a He UA/17897/01/01
IHTPATEKANTbHUN no 1 mn po3uunHy B amnysni, no 10 BanTisa pokiB peyenmom niossieae
CUHTETUKA amnyn y KapTOHHIl kopobu,i

7. BAK/TO®PEH . pPO34MH s iH'ekuin, 0,5 mr/1 mn, TOB HOHikvep, Narteis CuHTetuka CA LLIseliyapis peecTpavuis Ha 5 3a He UA/17897/01/02
IHTPATEKATbHUN no 20 M po34nHy B amnyni, no 5 Bantis pokiB peyenmom niosisieae
CUHTETUKA amnyn y KapTOHHIli kopobui

8. BAK/TO®PEH . PO34MH NS iH'eKUin, 2 mr/1 M, no TOB HOHikmep, Nartsis CuHTeTuka CA LLIseliapis peecTpavuis Ha 5 3a He UA/17897/01/03
IHTPATEKANTbHUN 5 M po3umHy B amnysni, no 10 BanTisa pokiB peyenmom niossieae
CUHTETUKA amnyn y KapTOHHIl kopobu,i

9. BAK/TOPEH . PO34MH s iH'ekuin 40 mr/20 mn, TOB HOHikvep, Narteis CuHtetnka CA LLIseliyapis peecTpavuis Ha 5 3a He UA/17898/01/01
IHTPATEKANTbHUN no 20 mn B amnynax, no 1 amnyni BanTis pokiB peyenmom nionseae
CUHTETUKA Y KapTOHHii kopobuj

HauyanbHUK Bigainy 3 nutaHb
cdhapmaLeBTUUYHOI AiANbLHOCTI
AenapTamMmeHTy peasnisauii NONITUK

T.M. IackoBCbKui




JAopartok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

3A0poB’Aa YKpaiHu
25.02.2020 Ne 535

NMEPENIK

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIOJTOMNYHUX NMPEMNAPATIB), LLOAO AKX BYIN BHECEHI 3MIHA
0O PEECTPALINHNX MATEPIANIB, AKI BHOCATBLCA A0 AEPXXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB

YKPAIHU, AKI 3BAPEECTPOBAHI KOMNETEHTHUMUW OPFAHAMUW CMNOJTYYEHUX LUTATIB AMEPUKWN,

LUBEMNUAPII, ANOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A LIEHTPA/TI30BAHOIO

MPOLIEAYPOIO 3APEECTPOBAHI KOMMETEHTHAM OPFAHOM EBPOMENCLKOIro COK3Y

Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, gionycky | peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1, IMYHAT NMOPOLLIOK Ta PO3UNHHUK Bakctep AscTpis Bunyck cepii 113 Ta po3unHHYKKa: AscTpis/ BHECEHHS 3MiH [0 peecTpaLjinHnX 3a UA/16963/01/01
01151 pO34VHY ANS iH EKLA Al Bakctep Al', ABCTpisi; HimeuyunHa marepianis: - FkicTb (IB): 3amiHa meTogy | peyenmom
no 250/190 MO; 1 chnakoH Bvpo6bHMLUTBO, NEPBUHHE MaKyBaHHSA BUNPOBYBaHHSA A1 BU3HAYEHHS 6iIKOBOro
3 MOPOLLKOM Y KOMM/IEKTI 3 ['N13, BTOpUHHE nakysaHHA /13 Ta cKnagy B AitoYili pe4yoBUHI Ta JOMNOMIKHIi
1 hiakoHOM PO3YMHHUKA PO34YMHHYKA, KOHTPOb SKOCTI M13: peuyoBuHi ATIII, a came: enekTpodhopes B
(Boza ans iH'exuiii) no 5 BakcTep All, ABCTpist; KOHTPOb AKOCTI arapo3HoMy refi 3aMicTb efiekTpodiopesy Ha
M/1 Ta Habopom ans N3: bakctep All, ABCTpis; aueTaTLesnonosi.
PO3YMHEHHS | BBEEHHS Y B1po6HMLTBO, MEPBMHHE NakKyBaHHA Ta - fkicTb (1B): 3amiHa meToay BMNpPoGYyBaHHSA
KopooLi KOHTPO/b SIKOCTi PO3YMHHMKA: 0151 BU3HAYEHHS 6isIKOBOro cknazy rotoBoro
3irchpig XamenbH MmM6X, HimeuunHa nNiKapcbKoro 3acoby, a came: enektpodopes
B arapo3HOMY resi 3amicTb efniekTpochopesy
Ha aleTaTLentonosi.
2. IMYHAT NMOPOLLIOK Ta PO3UNHHMK Bakctep AscTpist Bunyck cepii 13 Ta po34nHHYKKa: AscTpis/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/16964/01/01
015 pO34MHY ANS iH'EKLRA, Al BakcTep All, ABCTpis; HimeyunHa martepianis: - AkicTb (1B): 3amiHa meToay peyenmom
no 500/375 MO; 1 chnakoH Bvpo6bHMLUTBO, NEPBUHHE MaKyBaHHSA BUNPOGYBaHHSA A1 BU3HAYEHHS 6iKOBOro
3 MOPOLLKOM Y KOMM/IEKTI 3 ['N13, BTOpUHHE nakyBaHHA /13 Ta cKnagy B AitoYili pe4yoBUHI Ta JOMNOMIKHIi
1 chnakoHOM PO3YMHHMKA PO3YMHHMKA, KOHTPO/Ib AKOCTI [N13: peyoBuHi ATIIl, a came: enektpodopes B
(Boza ans iH'exuiii) no 5 BakcTep All, ABCTpist; KOHTPOb AKOCTI arapo3HoMy refi 3aMicTb eniekTpodiopesy Ha
M/1 Ta Habopom Ans 'N3: bakctep All, ABCTpis; aueTaTLesnonosi.
PO3YMHEHHS | BBEA,EHHA Y B1pO6HMUTBO, MEPBMHHE NakKyBaHHA Ta - fkicTb (1B): 3amiHa meToay BMNpPOGYyBaHHSA
KopooLi KOHTPO/b SKOCTi PO3YMHHMKA: 0151 BU3HAYEHHS 6isIKOBOro cknazy rotoBoro
3irchpig XamenbH MM6X, HimeuunHa NiKapcbKoro 3acoby, a came: enektpodopes
B arapo3HoMy resii 3amMiCTb enekTpogopesy
Ha aleTaTLentonosi.
3. IMYHAT NOPOLLOK Ta PO3UYNHHUK Bakctep ABCTpisi Bunyck cepii /13 Ta po34nmHHMKA: ABcTpisi/ BHECEHHS 3MiH 40 PEECTPaLiiHNX 3a UA/16964/01/02
0N pO34MHY A5 iH'EKLRA, Al Bakctep All, ABCTpisi; HimeyunHa mMartepianis: - AkicTb (1B): 3amiHa meToay peyenmom
no 1000/750 MO; 1 B1po6HMLTBO, NepBrHHE NakyBaHHSA BMNPOOBYBaHHSA [/19 BU3HAYEHHS GifIKOBOro
(h/1aKOH 3 MOPOLLKOM Y ['N13, BTOpMHHE NakyBaHHSA /13 Ta cknagy B Ajtovili peyoBMHI Ta AOMNOMKHIN
KOMMNNEKTi 3 1 dpiakoHOM PO3YMHHWKA, KOHTPOsIb AKOCTI [N13: peyoBuHi ATIIl, a came: enekTpocopes B
po3uMHHKKa (BoAa ANs BakcTep All, ABCTpist; KOHTPONb AKOCTI arapo3HoMy refli 3aMicTb eniekTpodiopesy Ha
iH'ekujin) no 10 mn Ta 'N3: bakctep All, ABCTpiIs; aueTaTLesntonosi.
HabopoM A5 PO3YMHEHHS B1po6HMLTBO, NEpBMHHE NakyBaHHA Ta - AkicTb (16): 3amiHa MeTogy BUNPOGYBaHHSA
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Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
i BBEIeHHA y Kopobui KOHTPO/1b SIKOCTi PO3UMHHNKA: NS BU3HAYEHHSA GiNIKOBOrO CKnafdy rotoBoro
3ircppig XamenbH MmM6X, HimeuunHa nikapcbKoro 3acoby, a came: enekrpochopes
B arapo3HOMYy refli 3amMicTb enekTpogopesy
Ha aueTaTLentosnosi.
4. HIMEHPUKC® | nopoLloK Ta pO3YMHHUK MOAN3EP CWA BUNYCK Cepil PO3UMHHMKA: Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHmx 3a UA/16901/01/01
015 pO34MHY A5 iH'EKLi, EAY.CLMI nakcoCmiTKnsiiH Bionogxikanc CA, ®paHuia marepianis: b.l.a.2.a. (IB) HesHauHi 3mMiHn | peyenmom
1 posay chnakoHi; no 1 . Benebris; [0 BUPOBGHMYOro NpoLiecy akTUBHOI
(hnakoHy 3 nopotukom (1 KOPIOP (hopMyBaHHS BakUMHU, HANOBHEHHS cybCTaHUiT 3 METOI0 PO3LLMPEHHS Yacy
[,03a) B KOMMNJIEKTi 3 EWVLLH chnakoHiB, nioginisauis, BUTPUMKY iHAKTUBOBAHOTO
po3uunHHuKoMm (0,5 mn) y nakyBaHHsA/MapKyBaHHS, KOHTPO/b hepmeHTauiiHoro 6ynbiioHy nepes nepLunm
nonepegHL0 SAAKOCTIi; NaKkyBaHHA/MapKyBaHHS eTanom npotecy uenity 150 n MenC 3 <24
HaMoOBHEHOMY LUNPULi Ta po3uMHHMKa: NakcoCMITKNARH rog 8o <68 rog 30 xB npu Temneparypi 15-
[BOMa ronKkamm Bionogxikanc CA, benbris; 25 °C.
3anakoByloTb y 6ricTep Ta nakyBaHHs/MapKyBaHHS NMOPOLLKY: B.l.a.2.a. (IB) He3HauHi 3MiHK A0
BK/1a4al0Thb Y KAPTOHHY nakcoCmiTKnsiiH Bionogxikanc CA, BMPOBHMYOro NpoLEeCy akTUBHOI CybCTaHLi 3
KOpo6Ky; Mo 1 diakoHy 3 dpaHuis; METOI PO3LLUMPEHHS Yacy BUTPUMKM
nopotukom (1 fo3sa) B hopMyBaHHS Ta HanoBHEHHSA iHaKTMBOBaHOro (oepMeHTaLiiiHoro
KOMM/IEKTi 3 PO3YMHHUKOM PO3YMHHKKE, MapKyBaHHS, KOHTPO/b 6yNbiiOHY Nepeg, NnepLuMm eTanom npowecy
(0,5 mn) y nonepeaHbO AKOCTi pOo34MHHUKa: KaTtaneHT uenity 150 n MenY 3 <24 rog o <68 rog 20
HanoBHEHOMY LINpuLi 6e3 Benbmpxiym CA, Benbris; XB Npu Temnepatypi 15-25 °C.
rO/IKM 3anakoByHOTb Y naKyBaHHS MOPOLLKY:
6nictep; 10 6nicTepi H.B. KPHA C.A., Benbris;
BKNafaloTb Y KApTOHHY dhopMyBaHHS, HaNOBHEHHS,
KOPOGKY niodgpinizauisi, KOHTPOsb AKOCTI,
nakyBaHHs/MapKyBaHHS, BUMYCK cepii
roTOBOro NPOAYKTY;
nakyBaHHs/MapKyBaHHS, BUMYCK cepii
PO3YMHHMKA:
Mdpaiizep MeHodekuypuHr Benbris HB,
Benbrisa
5. PIKCYBIC NOPOLLOK Ta PO3YNHHUK Bakcanta | ABcTpis MapKyBaHHs, BTOPUHHE NakyBaHHA Ta Benbrisi/ B.l.b.2.e (IB) - 3amiHa BTOpYHHOro 3a UA/16879/01/01
ON151 pPO34MHY ANS iH EKLNA, IHHOBeEWLL BMNyck cepii M3 Ta po3YnHHMKA: cuwA/ pedepeHc ctaHgapTy, not HP3AR, wwo peyenmom
no 250 MO, 1 chnakoH 3 H3 TM6X Bakcanta bBengxiym MaHydekTypiHr ABcTpisi/ BiKanibpoBaHuWii BiANOBIAHO A0 CTaHAAPTY
NOPOLLKOM Y KOMMNEKTi 3 1 CA, benbrisi; HimeyunHa BOO3 Ne 07/182 Ha pedepeHc cTaHgapT
(h1aKOHOM 3 PO3YMHHUKOM BUPOGHMLTBO, KOHTPOJ/Ib SIKOCTi Ta HP3AR, wo 6ys BigkaniéposaHuii
(Boga ans iH'exuii) no 5 nepBuHHe nakyBaHHaA MN13: BiANOBIAHO A0 HOBOrO NEPBUMHHOTO
MnTano 1l Bakcanta tOC IHk, CLUA, crtaHgapTy BOO3 Ne 14/148, wo
NpUCTOCYBaHHIO ANs 4acTKOBWIA KOHTPOb AKOCTI M13: 3aCTOCOBYETHLCH A4/191 BU3HAYEHHS aKTUBHOCTI
po3seneHHa BAKCIDKEKT Bakctep Al', ABCTpisi; thakTopa IX y TecTi Ha 3ropTaHHs (Activity
Il'y kopo6ui 3 4YacTKOBWIA KOHTPOSb SIKOCTI 13: using the Clotting Test)
MapKyBaHHAM BakcTep All, ABCTpis;
YKparHCLKO0 MOBOIO YacTKOBWIA KOHTPOSb AKOCTI M13:
ocpi TexHonorie eHf IHHOBelWIOH TM6X,
ABCTpIS;
BUPOBHMLTBO, KOHTPO/Ib SIKOCTi Ta
nepBUHHE NaKyBaHHS PO3YMHHMKA:
3ircppig XamenbH M'm6X, HimeyunHa
6. PIKCYBIC NOPOLLOK Ta PO3UYNHHUK Bakcanta | ABCTpis MapKyBaHHs, BTOPMHHE NakyBaHHS Ta Benbrisi/ B.l.b.2.e (IB) - 3amiHa BTOpMHHOrO 3a UA/16879/01/02
01151 pO34VHY ANS iH EKLN, IHHOBeEWLL BMNycK cepii M3 Ta po3YnHHMKA: CuwA/ pedepeHc ctaHgapTy, not HP3AR, wo peyenmom
no 500 MO, 1 chnakoH 3 H3 TM6X Bakcanta benmkiym MaHyekTypiHr AscTpis/ BifKaniépoBaHuii BigMOBIAHO A0 cTaHAAPTY
NOPOLLKOM Y KOMNIEKTi 3 1 CA, benbrisi; HimeyunHa BOO3 Ne 07/182 Ha pedyepeHc cTaHgapT
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Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
h/1aKOHOM 3 PO3YMHHMKOM BVMPOGHMLTBO, KOHTPOJIb SIKOCTI Ta HP3AR, wo 6ys BigkaniopoaHuii
(Boza ans iH'exuiii) no 5 nepBuHHe nakyBaHHa MN13: BiANOBIAHO 4,0 HOBOrO NEPBUHHOIO
MnTanol BakcanTta HOC IHk, CLUA; cTtaHgapTy BOO3 Ne 14/148, wo
NPUCTOCYBaHHIO AN 4acTKOBWI KOHTPOSb AKOCTI M13: 3aCTOCOBYETLCA /151 BU3HAYEHHSA aKTUBHOCTI
po3BeneHHsa BAKCIDKEKT BakcTep All, ABCTpisi; hakTopa IX y TecTi Ha 3ropTaHHA (Activity
Il'y kopobui 3 YacTKOBWIA KOHTPOSIb sIKOCTI T/13: using the Clotting Test)
MapKyBaHHAM Bakctep Al', ABCTpisi;
YKPaiHCbKO0 MOBOO 4YacTKOBWIA KOHTPOSb SIKOCTI /13:
ochi TexHonorie eHy IHHoBelWIOH TM6X,
ABCTpiS;
BUPOGHMLTBO, KOHTPOJIb SIKOCTi Ta
NepBrHHE NakyBaHHS PO3YNHHYIKA:
3irchpig XamesnbH M'M6X, HimeyunHa
7. PIKCYBIC NOPOLLOK Ta PO3YNHHUK Bakcanta | ABcTpis MapKyBaHHs1, BTOPUHHE NakKyBaHHA Ta Benbrisi/ B.l.b.2.e (IB) - 3amiHa BTOpYHHOro 3a UA/16879/01/03
0115 PO3UVHY ANS H €KL, IHHOBEWL BMNYyCK cepii 13 Ta po3unHHKKa: CLUA/ pedhepeHc ctaHgapTy, ot HP3AR, wo peyenmom
no 1000 MO, 1 dhrakoH 3 H3 TM6X Bakcanta benmxiym MaHydhekTypiHr AscTpis/ Biika/1ibpoBaHwWii BigNoBigAHO A0 CTaHAAPTY
NOPOLLKOM Y KOMNeKTi 3 1 CA, benbrisi; HimeyunHa BOO3 Ne 07/182 Ha pedhepeHc cTaHgapT
p/1aKOHOM 3 PO3UYNHHMKOM BVMPOGHMLTBO, KOHTPO/Ib SIKOCTI Ta HP3AR, wo 6ys BigkanioposaHuii
(Boga ans iH'exuiii) no 5 nepBuHHe nakyBaHHs [N13: BiANOBIAHO A0 HOBOrO NEPBVHHOTO
MnTanol BakcanTta HOC IHk, CLUA; ctaHaapTy BOO3 Ne 14/148, wo
NpUCTOCYBaHHIO AN 4acTKOBWI KOHTPOSIb AKOCTI M13: 3aCTOCOBYETLCA 4151 BU3HAUEHHSI aKTUBHOCTI
po3BeeHHss BAKCIXKEKT Bakctep Al', ABCTpisi; thakTopa IX y TecTi Ha 3ropTaHHs (Activity
Il'y kopobui 3 4YacTKOBWIA KOHTPOSIb SIKOCTI /13: using the Clotting Test)
MapKyBaHHAM Bakctep Al', ABCTpis;
YKPaiHCbKOI0 MOBOO YacTKOBWIA KOHTPOSb SKOCTI M13:
ochi TexHonorie eHf IHHoBelLWIOH TM6X,
ABCTpIS;
BVMPOGHMLTBO, KOHTPOJIb SKOCTI Ta
nepBUHHE NakyBaHHS PO3YMHHMKA:
3irdpig XamensH M'v6X, HimeuynHa
8. PIKCYBIC NOPOLLOK Ta PO3YNHHUK Bakcanta | ABcTpis MapKyBaHHs, BTOPUHHE NakyBaHHA Ta Benbrisi/ B.l.b.2.e (IB) - 3amiHa BTOpYHHOro 3a UA/16879/01/04
ON151 pPO34MHY ANS iH EKLNA, IHHOBeEWLL BMNyck cepii M3 Ta po3YnHHMKA: cuwA/ pedepeHc ctaHgapTy, not HP3AR, wwo peyenmom
no 2000 MO, 1 dpnakoH 3 H3 TM6X Bakcanta benmxiym MaHyhekTypiHr AscTpis/ BiKanibpoBaHwWii BigNoBigHO A0 CTaHAAPTY
NOPOLLKOM Y KOMMNEKTi 3 1 CA, benbrisi; HimeyunHa BOO3 Ne 07/182 Ha pedepeHc cTaHgapT
(h1aKOHOM 3 PO3YMHHUKOM BUPOGHMLTBO, KOHTPOJ/Ib SIKOCTi Ta HP3AR, wo 6ys BigkaniéposaHuii
(Boga ans iH'exuii) no 5 nepBuHHe nakyBaHHaA MN13: BiANOBIAHO A0 HOBOrO NEPBUMHHOTO
MnTano 1l Bakcanta tOC IHk, CLUA, crtaHgapTy BOO3 Ne 14/148, wo
NpUCTOCYBaHHIO ANs 4acTKOBWIA KOHTPOb AKOCTI M13: 3aCTOCOBYETHLCH A4/191 BU3HAYEHHS aKTUBHOCTI
po3seneHHa BAKCIDKEKT Bakctep Al', ABCTpisi; thakTopa IX y TecTi Ha 3ropTaHHs (Activity
Il'y kopo6ui 3 4YacTKOBWIA KOHTPOSb SIKOCTI 13: using the Clotting Test)
MapKyBaHHAM BakcTep All, ABCTpis;
YKparHCLKO0 MOBOIO YacTKOBWIA KOHTPOSb AKOCTI M13:
ocpi TexHonorie eHf IHHOBelWIOH TM6X,
ABCTpIS;
BUPOBHMLTBO, KOHTPO/Ib SIKOCTi Ta
nepBUHHE NaKyBaHHS PO3YMHHMKA:
3ircppig XamenbH M'm6X, HimeyunHa
9. PIKCYBIC NOPOLLOK Ta PO3UYNHHUK Bakcanta | ABCTpis MapKyBaHHs, BTOPMHHE NakyBaHHS Ta Benbrisi/ B.l.b.2.e (IB) - 3amiHa BTOpMHHOrO 3a UA/16879/01/05
01151 pO34VHY ANS iH EKLN, IHHOBeEWLL BMNycK cepii M3 Ta po3YnHHMKA: CuwA/ pedepeHc ctaHgapTy, not HP3AR, wo peyenmom
no 3000 MO, 1 dpnakoH 3 H3 TM6X Bakcanta benmkiym MaHyekTypiHr AscTpis/ BifKaniépoBaHuii BigMOBIAHO A0 cTaHAAPTY
NOPOLLKOM Y KOMNIEKTi 3 1 CA, benbrisi; HimeyunHa BOO3 Ne 07/182 Ha pedyepeHc cTaHgapT
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Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1

pNaKkoHOM 3 PO3UNHHUKOM
(Boza ans iH'exuiii) no 5
maTanol
NPUCTOCYBaHHIO A/151
po3BefeHHss BAKCO)KEKT
Il'y kopobui 3
MapKyBaHHAM
YKPaiHCbKO0 MOBOO

BVMPOGHMLTBO, KOHTPOJIb SIKOCTI Ta
nepBuHHe nakyBaHHsA M13:
BakcanTta HOC IHK, CLUA;
YacTKOBWIA KOHTPOSb KOCTI M13:
BakcTep All, ABCTpisi;
4acTKOBWIA KOHTPOSb AKOCTI M13:
Bakctep Al', ABCTpisi;
4YacTKOBWIA KOHTPOSb SIKOCTI /13:
ochi TexHonorie eHy IHHoBelWIOH TM6X,
ABCTpiS;
BUPOGHMLTBO, KOHTPOJIb SIKOCTi Ta
NepBUHHE NakyBaHHS PO3YMHHMKA:
3irchpig XamesnbH M'M6X, HimeyunHa

HP3AR, wo 6ys BigkaniopoaHuii
BiiNOBIAHO [0 HOBOrO NEPBMHHOIO
ctaHgapTy BOO3 Ne 14/148, wo
3aCTOCOBYETLCA /151 BU3HAYEHHSA aKTUBHOCTI
hakTopa IX y TecTi Ha 3ropTaHHA (Activity
using the Clotting Test)

HavanbHUK Bigainy 3 nutaHb
chapmaueBTUYHOI AiANBLHOCTI

AenapTameHTy peasisauii NONITUK

T.M. IACKOBCbKUM
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