NMEPENIK
NMEPEPEECTPOBAHUX JNIIKAPCbKMX 3ACOBIB (MEOANYHUX IMYHOBIONONN4YHUX NMPENAPATIB), AKI
BHOCATLCA OO AEPXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

DopaTtok 2

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»

Big 11 TpaBHsa 2021 poky Ne 905

mr no 10 TabneTok y
6nictepi, no 3
Gnictepu B
KapTOHHiIn kopobuyj,
no 14 tabnetok y
6nicTepi, no 2
Gnictepu B
KapTOHHiIl kopobui

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JniKkapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupo6HuKa eionycky aHHs peecmpayitiHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1. | AIINIECTA® TabneTkun, BKPUTI ANKANOIO A | Pecny6nika ANKANOIO AQ Pecny6nika nepepeecTpaLis Ha HEOBMEXKEHNI TepPMIH 3a He UA/4290/01/01
NNiBKOBOO Ckon'e MiBHiYyHa Ckon'e MiBHiYyHa OHoBneHo iHopMaLito B iHCTPYKUii Ans peuenmom nionsieae
obonoHkoto, no 10 MakenoHis MakenoHis MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
mr no 10 TabneTok y y po3ginax "3acTocyBaHHs1 y nepiog BariTHOCTi
6nictepi, no 3 abo rogyBaHHs rpyaato”, "Mobivni peakuii
6nictepu B BiAMOBIAHO iHbopMmaUii Wwoao 6e3neku Aitoyvoi
KapTOHHIN kopooLi pPEYOBUHN.
[MepiognyHicTb NogaHHA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciyHs 2007
poky 3a Ne 73/13340 (y pegakuii Haka3y
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN y
nepioaNYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
6e3neku.
2. | AIINECTA® TabneTku, BKPUTI AJTKANOIOQ AL | Pecny6nika AJIKANOIO AL Pecny6nika nepepeecTpaLjsi Ha HeOBMEXEeHUN TEPMIH 3a He UA/4290/01/02
NniBKOBOKO Ckon'e MiBHiYHa Ckon’e MiBHiYHa OHoBReHo iHhopMaLito B iHCTPYKLiT Ans peuenmom nidnsieae
0bornoHkoto, no 20 MakenoHis MakenoHis MeAMYHOro 3aCTOCYBaHHsI NikapcbKkoro 3acoby

y pospinax "3actocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHs rpyaaro”, "IobiyHi peakwuii”
BiANoOBigHO iHopMaLii woao 6e3neku aitovoi
PEYOBUHM.

MepioanyHicTb NogaHHs perynsipHo
OHOBMOBAHOrO 3BiTY 3 6e3neku, BiANoBigHO A0
Mopsaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
nepioAnMYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.
3. AJNECTA® TabneTkn, BKpUTI ANKANOIOQ AL | Pecny6nika ANKANOIO AL, Pecnybnika nepepeecTpadis Ha HeobMeXxeHnIn TEpMiH 3a He UA/4290/01/03
NNiBKOBOO Ckon'e MiBHiYyHa Ckon'e MiBHiYyHa OHoBneHo iHbopMaLito B iHCTPYKLii Ans peuenmom nionsieae
oboroHkoto, no 40 MakegoHis MakegoHis MEAMNYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby
mr no 15 Tabnetok y y posainax "3actocyBaHHs y nepiof BariTHOCTI
6nictepi no 2 abo rogyBaHHs rpyaar”, "MNobivHi peakuii”
6nictepu B BiAMOBIAHO iHbopMmaUii woao 6e3nekn Aitoyvoi
KapTOHHiIn kopobuyj, PEYOBUHN.
no 14 tabnetoky [MepiognyHicTb NogaHHA perynspHo
6nictepi, no 2 OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
6nictepu B Mopsaky 3aifcHeHHsA hapmakoHarnsgy,
KapTOHHiI kopooLi 3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpainu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3HavYeHuMn y
nepioaNYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
6e3neku.
4. | AIIb®APEKIH® | niodinisat ans TOB Ykpaina TOB "HaykoBo- Ykpaina nepepeecTpauis Ha HeobMexXeHn TepMiH 3a He UA/14777/01/02
PO34MHY AN iH'eKUin "BAJTIAPTIH BMPOGHMYa OHoBneHo iHbopMallito y po3ainax peuenmom nidnsizae
no 3 mnH MO; 10 DAPMA" KOMMaHis "®apmakonorivHi BnactusBocTi",

hbnakoHiB 3
niocpinizatom y
NNacTUKOBIN KaceTi;
no 1 NNacTuKoBi
KaceTi B KapTOHHIN
kopobui; 1 donakoH 3
nioginizatom B
KOMMIeKTi 3 1
amnyrnot
pO34YMHHKKa (BOAA
Ans iH'ekuini) no 2
MI Y NNacTUKOBIN
kaceTi; no 1
NNacTUKOBIl KaceTi
B KapTOHHIN
Kopobui; 5 dhnakoHis
3 niogpinizatom B
KOMMIEKTi 3 5
amMnynamm

"IHTepdapmbioTek

"MpoTunokasanHsa", "B3aemopis 3 iHWMMKn
nikapcbknuMu 3acobamu Ta iHWi B1uaun
B3aemogin", "OcobnmeocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
roflyBaHHs rpyaar” (yTOUHEHHS), a Takox
BHECeHi pefakLifHi NpaBku B po3ainu
"MokasaHHs" Ta "Cnocib 3acTocyBaHHA Ta
[o3n" iIHCTPYKUiT Ans MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby BiAgnoBiaHO
[0 OHOBIEHOI iHcbopMallii 3 6e3neku
nikapcbkoro 3acoby.
[MepiognyHicTb NogaHHsA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3nekn, BiANoOBigHO A0
Mopsaky 3aiicHeHHs dhapmakoHarnsgy,
3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[40POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
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Mr no 6 TabneTok y
Gnictepi; no 7
GnicTepiB y nayui 3
KapToHy; no 10
TabneTok y 6nictepi;
no 1 6nictepy B
navuji 3 KapToHy

3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
"MokasaHHsA" (pepakuiviHi npaBku),
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs
y nepioa BariTHOCTi abo rogyBaHHs rpyaa”
(yTouHeHHs), "Cnocib 3acTocyBaHHSA Ta fo3K",
"OiTn" (yTouHeHHs), "MobivHi peakuii”
BiMNOBIOHO 4O OHOBMEHOI iHchopmaLlii 3
6e3neku Qjtoyoi pe4oBMHM NiKapcbKoro 3acoby
[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpygHs

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
pO34unHHKKa (BOAA MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
Ans iH'ekuin) no 2 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
MIT Y NNacTUKOBIN 3riAHO 3i CTPOKaMK, 3a3HaYEHUMU Y
KaceTi; no 1 nepioaNYHOCTI NOAAHHSA PErynspHUX 3BiTIiB 3
NNacTVKOBIV KaceTi 6e3neku.
B KAPTOHHIM Kopobui
5. | AIb®@APEKIH® | niodinisat ans TOB Ykpaina TOB "Haykoso- Ykpaina nepepeecTpauis Ha HeobMexXeHWt TepMiH 3a He UA/14777/01/01
PO34MHY AN iH'eKLin "BANAPTIH BUpobHMYa OHoBneHo iHbopMaLlito y po3ainax peuenmom nidnsicae
no 1 mnH MO; 10 DOAPMA" KOMMaHis "dapmakonoriyHi BnactueocTi”,
nakoHiB 3 "IHTepdapmbioTek "MpoTunokasaHHs", "B3aemogis 3 iHLWnMMun
nioginizatom y " nikapcbknmmn 3acobamu Ta iHWi BUan
NnacTUKOBIN KaceTi; B3aemogin", "OcobnueocTi 3acTocyBaHHS",
no 1 NNacTUKoBI "3acTocyBaHHSA y nepioa BariTHOCTi abo
KaceTi B KapTOHHIN rofyBaHHs rpyaa” (yTOYHEHHS), a Takox
kopobui; 1 drnakoH 3 BHECEHI pefakLUiviHi NpaBkn B po3ainu
nioginizatom B "MokasaHHs" Ta "Cnocib 3acTocyBaHHA Ta
KomMnnekTi 3 1 [o3u" iHCTPYKUIT ANs MeanyHoro
amnynoto 3acToCcyBaHHSA nikapcbkoro 3acoby BiAnoBiAHO
pO34MHHKKa (BOAA [0 OHOBIEHOI iHcbopMmallii 3 6esnekn
ans iH'ekyin) no 2 nikapcbkoro 3acoby.
MI Y NNacTUKOBIN [MepiognyHicTb NogaHHA perynspHo
kaceTi; no 1 OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
NNacTVKOBIV KaceTi Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
B KapTOHHIN 3aTBepaKeHoro Hakasom MiHictepcTBa
kopobui; 5 donakoHis OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
3 niodinizatom B 2006 poky Ne 898, 3apeecTpoBaHoro B
KOMNNekTi 3 5 MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
amnynamu poky 3a Ne 73/13340 (y pegakuii Haka3y
pO34MHHYKKa (BOAA MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHn Big
Ans iH'ekuin) no 2 26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
MI y NNacTUKOBIN 3rigHO 3i CTPOKamMu, 3a3HavYeHnMn y
kaceTi; no 1 nepioaNYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
nnacTMKOBIN KaceTi 6e3neku.
B KapTOHHII kopobui
6. BAINABIP® TabneTkn, BKpUTI AT "®apmak” Ykpaina AT "®apmak” YkpaiHa nepepeecTpauis Ha HeobMexXeHu TepMiH 3a He UA/5386/01/01
obornoHkoto, no 500 3MiHM BHeCeHO [0 IHCTPYKLUii AN MeauyHoro | peuenmom nionsieae
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
2006 poky Ne 898, sapeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MinicTepcTBa 0XopoHM 300poB'a YKpaiHn Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3HavYeHUMn y
nepioaNYHOCTI NOAAHHSA PErynspHUX 3BiTiB 3
6esneku.
7. FTEMOTPAH® TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa MepepeecTpalisi Ha HEOOMEXEHMUI TEPMIH 3a He UA/15498/01/01
NniBKOBOO OHoBneHo iHbopMaLito B iIHCTPYKLiT Ans peuernmom nidnsizae
o6onoHkoto, no 500 MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
mr, no 10 TabneTok y posginax "®apmakonoriyHi BnactmsocTi",
y bnicTtepi; no 3 "MokasaHHs" (yTO4HEHHs iHdopmaLii),
onictepn y nayui "MpoTunokasanHsa", "Baaemopgisa 3 iHLWMMKN
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "3aaTHicTe BNAMBaTK Ha
LUBWAKICTb peakuii Npy KepyBaHHI
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHiamamn”,
"Cnoci6 3actocyBaHHs Ta go3u", "Oitn",
"MepenosyBaHHa", "TobiuHI peakuii”
BiAMOBIAHO A0 iHpopMmaUii pedepeHTHoro
nikapcbkoro 3acoby (Cyklokapron 500 mg
Film-coated Tablets, B YkpaiHi He
3apeecTpoBaHui).
[MepiognyHicTb NogaHHA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN y
nepioaMYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
6e3neku.
8. OE3NOPATAO NMOPOLLIOK MpAT YkpaiHa BACYOXA IHais nepepeecTpadis Ha HeoOOMeXeHUIn TEPMIH - He UA/15793/01/01
UH KpucTanivyHmn "TexHonor" ®APMA XEM nidnsizae
(cybeTaHuis) y NIMITEL
noAaBiNHNX
nonieTuneHoBmx
nakeTax (BepxHin
YOpHWI) Ans
hapmaLeBTU4HOro
3acTOCyBaHHs
9. OEKCAMETA3 NMOPOLLIOK ToBapuncTBO 3 YkpaiHa CumbioTuka Manansis nepepeecTpadis Ha HeoObMexXeHVn TEPMiH - He UA/15733/01/01




[TpogoBxeHHs nogaTka 2

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
OHY HATPIO (cybeTaHuis) y obmexeHo Crewwvenuri nidnsizae
POCDAT nakeTax noAaBiiHMX BignoBsiganbHi IHrpegieHTc CaH.
nonieTMneHoBmnx CTHO Bbxa.
ans "OocnigHui
hapmaLeBTU4HOro 3aBo[
3acTOCyBaHHs! "rHync"
10. | AIATHOCTUH- NMOPOLLOK Ans ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpalis Ha HEOOMEXEHWI TEPMIH. bes nidnszae UA/15448/01/01
300POB'A 0opanbHOro Po3yvnHy oBMexXeHo 0o6MeXeHo BHeceHo oHoBneHy iHdopMmadito B IHCTpyKUilo | peuenma
no 55,318 r BignoBsiganbHi BignoBiganbHICTO AN Megu4YHOro 3acToCyBaHHS NiKapCbKoro
MOPOLLIKY Y NakeTi, CTIo "®apmaueBTnyHa 3acoby B po3ainu "Baaemogis 3 iHWmumun
no 6 nakeTiB y "dapmaneBTtu KoMnaHisa nikapcbkumm 3acobamu Ta iHWi BUAK
Kopobui YHa KOMNaHis "3popos's" B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3pnopos'a” "3poaTHICTb BNNMBATK Ha LWBWUAKICTb peakuil
npu KepyBaHHi aBTOTpaHCNopToM abo iHWnMK
MexaHiamamu", "TobivHi peakuii” BignosigHoO
[0 OHOBIEHOI iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby EHO®ANNbK, nopoLuok
ANs OpanbHOro PO34uHY.
MepioanyHicTb NogaHHs perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHoO 3i CTpOKamu, 3a3HavYeHUMn y
nepioaNYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
Besneku.
11. | AOKCUUMUKIIH | kpuctaniyHui TOB YkpaiHa Xeben [JoHrcpeHr Kutan MepepeecTpaLisi Ha HEOOMEXEHWI TEPMIH - He UA/15528/01/01
Y XIKINAT MOPOLLIOK "XapkiBCcbke dapmachbtoTikan nidnszae
(cybecTaHuisa) y hapmaueBTuy Ko., ITA.
noaBsivHNX He
nonieTuneHoBmxX nianpueMcTBO
MilLKax ons "300poB's
dapmaueBTUYHOro Hapogay"
3acTocyBaHHs
12. | EPOTEKC ANA | tabnetku, BKpUTI CninbHe YkpaiHa AxTasic N14. ManbTa MepepeecTpadis Ha 5 pokis 3a He UA/15460/01/01
YONOBIKIB NniBKOBOO YKpaiHCbKO- OHoBneHo iHopMaLlito B iHCTPYKUiT Ans peuenmom nidnseae
oboroHkoto, no 50 icnaHcbke MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
mr no 1 abo 4 nignpueMcTBO y po3ginax "lNokasaHHs" (peaaryBaHHsi
TabneTku y 6nictepi; "CIMEPKO iHdpopmalii), "MpoTunokasaHHs", "B3aemogis 3
no 1 Gnictepy y YKPAIHA" iHWMMK nikapcbkumm 3acobamu Ta iHWi Buan

KapTOHHIN nayui

B3aemogin", "3gaTHicTb BNIMBaTK Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCNOPTOM abo iHLWMMK MexaHiamamn",
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamyes
aHHSsA

Homep
peecmpauiliHo2o
noceid4yeHHs

"Mo6iuHi peakuii" BignosigHo o iHpopmauii
pechepeHTHOro nikapcbkoro 3acoby (BIATPA®,
TabneTku, BKPWTI NNIBKOBOIO OOOMOHKOLO, NO
50 mr, no 100 wmr).
MepioanyHicTb NogaHHs perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiAnoBigHO A0
Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepAkeHoro Hakasom MiHicTepcTea
OXOPOHU 340POB’s YKpaiHu Big 27 rpygHs
2006 poky Ne 898, sapeecTpoBaHoOro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMU, 3a3Ha4YEHUMU Y
nepioaMYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6esneku.

13.

EPOTEKC AnA
YONOBIKIB

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 100
mr no 1 a6o 4
TabneTkn y 6nictepi;
no 1 6nictepy y
KapTOHHIN navui

CninbHe
YKPaiHCbKO-
icnaHcbke
nignpueMcTBo
"CIMNEPKO
YKPAIHA"

YkpaiHa

AxTasic Jlta.

ManbTa

MepepeecTpauis Ha 5 pokiB
OHoBneHo iHbopMmaLito B iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
y po3ginax "lNokasaHHs" (pegaryBaHHsi
iHdbopmalii), "MpoTunokasaHHs", "B3aemogis 3
iHLLIMMK nikapcbkuMn 3acobamu Ta iHLWi Buam
B3aemogin", "3gaTHicTb BNNMBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMK MexaHiamamu",
"MobiuHi peakuii" BignosigHo o iHpopmauii
pedepeHTHOro nikapcbkoro 3acoby (BIATPA®,
TabneTku, BKpUTI MiBKOBOK 0BOMNOHKO, MO
50 mr, no 100 wmr).
MepioanyHicTb NogaHHs perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKamMMu, 3a3HavYeHUMn y
nepioAMYHOCTI NoAaHHS perynsipHyX 3BiTiB 3
Besneku.

3a
peuernmom

He
nionsieae

UA/15460/01/02

14.

IBYNPO®EH-
3[10POB'SA

kancynu rno 400 mr
no 10 kancyn y
6nictepi, no 1 abo 2
Gnictepu B kopobui

ToBapucTBO 3
oBMexeHo
BignoBiganbHi
CTHO
"®apmaLeBTu
YHa KOMMaHis

YkpaiHa

BCi cTaaii
BMPOGHMLTBA,
KOHTPOIb SKOCTI,
BMNYCK cepii:
ToBapwucTtBo 3
0BMEXEHOI

YkpaiHa

nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH
OHoBneHo iHopMaLlito B iHCTPYKUiT Ans
MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
y po3ginax "®apmakonoriyHi BnacTMBocTi",
"MpoTunokasaHHsa", "Baaemogis 3 iHWMMKn
niKapcbkumm 3acobamu Ta iHLWi BUam

6e3
peuenma

nionsieae

UA/11677/01/02




7 [TponoBxxeHHs nomarka 2
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
"3popos'a” BignoBiganbHICTO B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"®apmaueBTuyHa "8acTocyBaHHs y nepioa BariTHocTi abo
KoMMaHia rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
"3gopos'a"”, posn", "MepenosyBanHs", "MobiyuHi peakuii”
YKkpaiHna; Bci cTagii BiAMNOBIAHO A0 iHpopmauii pedepeHTHoro
BUPOBHMUTBA, nikapcbkoro 3acoby HYPO®EH®,
KOHTPOIb SIKOCTi: HYPO®EH® ®OPTE Ta OHOBNEHMX AaHMX
ToBapucTso 3 wozao 6e3neku Aito4oi pevoBMHM.
0oBMeXeHo [MepiognyHicTb NogaHHA perynspHo
BignoBiganbHICTO OHOBMOBAHOIO 3BiTY 3 6e3neku, BiANoBigHO A0
"®APMEKC Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
PYMN", Ykpaina 3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciynua 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.
15. | IBYNPO®EH- kancynu no 200 mr ToBapwucTso 3 Ykpaina BCi cTagii Ykpaina nepepeecTpauis Ha HeobMeXxXeHn TepMiH bes nidnszae UA/11677/01/01
300POB'A no 10 kancyn y obmexeHo BUPOBHMLTBA, OHoBReHo iHhopMaLto B iIHCTPYKUiT Ans peuenma
6nictepi, no 1 abo 2 BignoBsiganbHi KOHTPOIb SKOCTI, MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
6nictepn B kopobui CTIo BUNYCK cepii: y posainax "®apmakonoriyHi BnactmsocTi”,
"®apmaLreBTu ToBapwucTtBo 3 "MpoTunokasanHs", "Baaemopisa 3 iHWMMKn
YHa KOMMaHis obmexeHow nikapcbknuMu 3acobamu Ta iHWi B1uaun
"3nopos'a" BiAnoBiganbHICTO B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"®apmaueBTnyHa "3acTocyBaHHs y nepio BariTHocTi abo
KOMMaHis rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
"3popos'a”, nosun”, "Mepeno3ysanHs", "MobiyHi peakuii”
YkpaiHa; BiAMOBIAHO A0 iHpopMaUii pedhepeHTHoro
BCi cTagii nikapcbkoro 3acoby HYPOOEH®,
BUPOBHMLTBA, HYPO®EH® ®OPTE Ta OHOBNEHMX AaHMX
KOHTPOIb SIKOCTi: wono 6e3neku Aik04Oi peYOBUHM.
ToBapucTtBo 3
obmexeHoo MepioanyHicTb NogaHHs perynspHo
BiANoBiganbHICTIO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn, BiANoOBigHO A0
"®APMEKC [Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,

FPYM", Ykpaina

3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bi 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHa 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepioAnMYHOCTI NoAaHHS perynspHuX 3BiTiB 3
besneku.




[TpogoBxeHHs nogaTka 2

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
16. | IBYNPO®EH- kancynu no 400 wmr; ToBapucTso 3 Ykpaina ToBapuctso 3 Ykpaina nepepeecTpauis Ha HeobMexXeHWit TepMiH - He UA/14915/01/02
300POB'A in bulk: Ne 3000 y obmexeHo obmexeHot [MepiognyHicTb NogaHHA perynspHo nidnseae
nakeTi BignoBiganbHi BiANOBIgANbHICTIO OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
nonieTmneHosomy y CTIo "®apmaueBTnyHa Mopsaaky 3aincHeHHs hapmakoHarnsgy,
KOHTeWHepi "®apmaneBTn KOMMaHis 3aTBepAkeHoro Hakasom MiHicTepcTea
nnacTMacoBoMy YHa KOMnNaHis "3popos.'s"” OXOPOHU 300POB’A YKpaiHu Big 27 rpyaHst
"3pnopos'a” 2006 poky Ne 898, sapeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MinicTepcTBa 0XopoHM 300poB'a YKpaiHn Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3HavyeHUMn y
nepioaMYHOCTI NOAAHHS PerynspHUX 3BiTiB 3
6esneku.
17. | IBYNMPO®EH- kancynu no 200 wmr; ToBapucTBo 3 YkpaiHa ToBapucTeo 3 YkpaiHa MepepeecTpalisi HA HEOOMEXEHUIA TEPMIH. - He UA/14915/01/01
300POB'A in bulk: Ne 4000 y obmexeHo 0obMexeHo [MepiognyHicTb NogaHHA perynsapHo nidnseae
naketi BignoBiganbHi BiAnoBiganbHICTO OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
nonieTuneHoBomy y CcTHO "papmaueBTnYHa [Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
KOHTEWHepi "®apmaneBTn KOMMaHis 3aTBepkeHoro Hakasom MiHictepcTBa
nnacTMacoBomy YHa KOMMaHis "3popos's” OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
"3popos's" 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMn y
nepioAMYHOCTI NOAAHHSA perynspHuX 3BiTiB 3
Besneku.
18. | IHGAHPUKC™ cycneHsisi ansi nakcoCmiTKn Benuka nakcoCmiTKnsinH Benbris nepepeecTpawis Ha HeobMeXeHU TEPMiH 3a He UA/15120/01/01
KOMBIHOBAH iH’ekuin no 1 gosi snH Ekcnopt BpuTtaHis Bionogxikans C.A. OHoBneHo iHopMaLlito B iHCTPYKUii Ans peuenmom nidnsicae
A BAKLUUHA 0,5mn)y Timiteq MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
ana nonepegHL0 B po3ginax "®apmakoTepanesTuyHa rpyna.
NMPO®INAKTUK | 3anoBHeHOMY Kop ATX" (peparyBaHHsi TekcTy 6e3 3MiHu
1 OUDTEPII, wnpuui Ne1 y koay ATX), "IMmyHonoriyHi i GionorivHi
NMPABLA, KOMMNIEKTi 3 OfHIED BNacTMBOCTI" (peaaryBaHHS TEKCTY),
KALLUTOKY abo gBoma ronkamu; "MpoTunokasaHHs", "B3aemopis 3 iHWMMK
AUENIONAPHA | no 1 nonepeaHso nikapcbkumm 3acobamu Ta iHWi BUuam
OYULLEHA HanoBHEHOMY B3aemogin", "MobiuHi peakuii” BignoBigHo Ao
IHAKTUBOBAH | wnpuui y koMnnekTi marepianis peecTpauinHoro JockE.
A PIOKA 3 ofHieto abo aBoma MepioanyHiCTb NogaHHs perynsipHo

rornkammu y
nnacTKoBOMy
KOHTeWiHepi; no 1
nnacTyKoBOMY
KOHTelHepy B
KapTOHHiIl kopobui

OHOBMIOBAHOTO 3BiTYy 3 6e3nekn, BiANoOBigHO A0
[Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bi 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:




[TpogoBxeHHs nogaTka 2

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
nepioaNYHOCTI NOAAHHSA PErynsApHUX 3BiTIiB 3
6e3neku.
19. | INIBAKPUHY MOPOLLIOK ToBapucTso 3 Ykpaina ToBapucTtso 3 Ykpaina nepepeecTpauis Ha HeobMeXeHWit TepMiH - He UA/15708/01/01
riAPOXINOPUA | (cyberaHuis) y obmexeHo obmexeHoto nidnseae
MOHOTIIOPAT nonieTuneHoBmx BignoBsiganbHi Bi4noBiganbHICTO
naketax ans CTIo "®APMXIM"
thapmaueBTUYHOro "dapmaneBTu
3acTocyBaHHSA YHa KOMNaHis
"CAJTIOTAPIC
20. | KnoniaorPeN | nopotuok ToBapwucTso 3 Ykpaina IHa-CeidT IHAisa nepepeecTpauis Ha HeobMexXeHn TepMiH - He UA/15709/01/01
1O BICYJNIb®AT | (cybcTaHuis) y obmexeHo JNabopaTopis nionseae
noaBivHNX BignoBiganbHi Jimiten
nonieTuneHoBmx CTIo
naketax gns "[ocnigHun
dapmaLeBTUHHOrO 3aBof
3aCcTOCyBaHHA "rHUIC"
21. | KOMBICAPT TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKNM YkpaiHa MepepeecTpalisi Ha HEOOMEXEHUI TePMIH 3a He UA/15341/01/01
NniBKOBOIO "KUIBCbKUI BITAMIHHUN OHoBReHo iHhopMaLito B iIHCTPYKUiT ANns peuenmom nidnseae
obornoHkoto, 10 BITAMIHHA 3ABOLO" MEeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
mr/160 wmr, no 10 3ABOO" y po3ginax "®apmakonori4Hi BnactusocTi"
TabneTok y 6nictepi; (wopo 6esnekwn), "B3aemopis 3 iHLWMMMK
no 3 6nictepn y nikapcbknuMu 3acobamu Ta iHLWi BUuaun
navuj B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
po3n" (wopo 6e3neku), "MobivHi peakuii
BiNOBIOHO 4O OHOBIEHOI iHhopmaLlii 3
6e3neku gitoyoi pe4oBUHM.
[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTy 3 O6e3neku, BiANoBiAHO OO
Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamMMu, 3a3Ha4YeHUMHn y
nepioAnMYHOCTI NoAaHHS perynspHyX 3BiTiB 3
6e3neku.
22. | KOMBICAPT TabneTtkn, BKpUTI AT YkpaiHa AT "KUIBCbKNM YkpaiHa nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH 3a He UA/15340/01/01
NniBKOBOIO "KUIBCBKUIN BITAMIHHAN OHoBneHo iHopMaLlito B iHCTPYKUiT Ans peuenmom nidnsizae
obornoHkot, 5 BITAMIHHAN 3ABO[O" MEAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby

mr/160 wmr, no 10

3ABOAO"

y po3ginax "®apmakonoriyHi BnacTueocTi"
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Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceiodYyeHHs1
TabneTok y 6nicTepi; (wopo 6esneku), "Baaemogis 3 iHWMK
no 3 Gnictepn y nikapcbkummn 3acobamu Ta iHWi BUan
navuj B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"3acTocyBaHHs1 y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
po3n” (wopo 6e3nekn), "MobivHi peakuii
BiMNOBIQHO 4O OHOBMEHOI iHpopmaLlii 3
6e3neky Aito4oi pevoBUHM.
[MepiognyHicTb NogaHHA perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciynua 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0xopoHu 300poB'a YkpaiHu Bif
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.

JIOPTEH3A® TabneTkn, BKpUTI KPKA, o.4., CnoseHis BiAMOBiAANbHWIA CnoseHis/ MepepeecTpauist Ha HEOBMEXEHWI TEPMIH. 3a He UA/14995/01/01
NniBKOBOIO HoBo mecto 3a BMPOOHULTBO HimeuunHa OHoBReHo iHhopMaLto B iIHCTPYKUiT Ans peuenmom nidnseae
obornoHkoto no 100 "in bulk", MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
mr/5 wmr; no 10 nepBuHHe Ta B po3ainax "®apmakoTepanesTuyHa rpyna.
TabneTok y 6nictepi; BTOPUHHE Kop ATX" (peparyBaHHs TEKCTy 6€3 3MiHM
no 3, no 6 abo no 9 nakyBaHHS, kogy ATX), "®apmakonoriyHi BnactusocTi"
Gnictepi y KOHTpOIb Ta (yTouHeHHs iHdopmalLii), "lMpoTunokasaHHs",
KapTOHHIN kopobui BUNYCK cepii: "B3aemogis 3 iHWm1MKM nikapcbknmMmn 3acobamm

KPKA, a.4a., Hoso Ta iHWi Buaun B3aemogin", "OcobnusocTi
mecTto, CrioBeHis; 3actocyBaHHs", "lNMobiyHi peakuii” BianosigHO
BignoBigansHUn [0 MaTepianiB peecTpauiiHoro 4OChE.
3a NepBuHHE Ta [MepiognyHicTb NogaHHA perynspHo
BTOPUHHE OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
nakyBaHHs1, BUMYCK Mopsaaky 3aificHeHHs hapmakoHarnsgy,
cepii: 3aTBepaKeHoro Hakazom MiHicTepcTBa
TAL ®apma 'mbX, OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
HimeuuunHa; 2006 poky Ne 898, 3apeecTpoBaHoro B
BigNoBiganbHUN MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
3a KOHTPOIb Cepii: poky 3a Ne 73/13340 (y penakuii Hakasy
KPKA, a.a., Hoso MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
mecTto, CrioBeHisi; 26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
BianosiganbHUn 3riHO 3i CTPOKamMMu, 3a3Ha4YeHUMN y
3a KOHTPOIb Cepii: nepioaMYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
TAL ®apma M'vbX, besneku.
HimeuuuHa;
KOHTpPOIb
MikpobionorivyHoi
4YMCTOTU Ccepii (Y
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BUMNagKy
KOHTpOMIo cepii
TAL ®apma
'm6X): JlTabop JIC
CE & Ko. KT,
HimeyuunHa
24. | NOPTEH3A® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BianosiganbHUin CnoseHis/ MepepeecTpalisi HA HEOOMEXEHUI TEPMIH. 3a He UA/14993/01/01
nniBKOBOK HoBo mecto 3a BMPOBOHULTBO HimeuuunHa OHoBneHo iHbopMaLito B iHCTPYKLii Ans peuenmom nionsieae
obonoHkoto no 100 "in bulk", MeANYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
mr/10 mr; no 10 nepBuHHe Ta B po3ainax "®apmakoTepanesTuyHa rpyna.
TabneTok y 6nictepi; BTOPUHHE Kop ATX" (peparyBaHHs TEKCTY 6€3 3MiHM
no 3, no 6 abo no 9 nakyBaHHS, koay ATX), "®apmakonoriyHi BnacTmBocTi"
6nictepi y KOHTpOrb Ta (yTouHeHHs iHdopmaluii), "lMpoTunokasaHHs",
KapTOHHiI kopooLi BUMYCK cepii: "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
KPKA, a.a., Hoso Ta iHWi Bugu B3aemogin”, "OcobnueocTi
mecTto, CrioBeHis; 3actocyBaHHs", "lNMobiyHi peakuii” BiagnoBigHO
BigNoOBiganbHUN [0 MaTepianis peecTpauinHoro 4OChe.
3a NepBuHHE Ta MepioanyHicTb NogaHHs perynspHo
BTOPUHHE OHOBMIOBAHOTO 3BiTYy 3 6e3nekn, BiANOBIAHO A0
nakyBaHHs1, BUMYCK [Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
cepii: 3aTBepaKeHoro Hakasom MiHicTepcTBa
TAL ®apma 'mbX, OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
Hime4vuuHa; 2006 poky Ne 898, 3apeecTpoBaHoro B
BianoBiganbHWn MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
3a KOHTPOIb cepil: poky 3a Ne 73/13340 (y pepakuii Haka3y
KPKA, a.4a., Hoso MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
mecTto, CrioBeHis; 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
BianoBiganbHWn 3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
3a KOHTpOnb cepil: nepioAMYHOCTI NOAAHHS perynspHuX 3BiTiB 3
TAL ®apma M'mbX, 6esnexu.
HimeuuuHa;
KOHTPO~b
MikpobionoriyHoi
4YncToTU cepii (y
BMNagKy
KOHTpOMto cepii
TAL ®apma
'm6X): labop NNC
CE & Ko. KT,
HimeyunHa
25. | TIOPTEH3A® TabneTtkn, BKpUTI KPKA, a.4., CnoBeHis BianosiganbHWin CnoBeHis/ MepepeecTpalisi HA HEOOMEXEHUI TEPMIH. 3a He UA/14993/01/02
NniBKOBOKO HoBo mecto 3a BMPOOHULITBO HimeuyunHa OHoBneHo iHopMaLlito B iHCTPYKLii Ans peuenmom nidnsieae

o6ornoHkoto no 50
mr/5 mr; no 10
TabneTtok y 6nicrepi;
no 3, no 6 abo no 9
onictepiB y

"in bulk",
nepBrHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb Ta

MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
B po3ainax "®apmakoTepaneBTuyHa rpyna.
Kop ATX" (peparyBaHHs TEKCTy 6€3 3MiHM
kogy ATX), "®apmakonoriyHi BnactusocTi"

(yTOYHeHHs iHdopmaluii), "lMpoTunokasaHHs",
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o6onoHkoto no 50
mr/10 mr; no 10

Gnictepi y
KapTOHHiI kopobui

TabneTok y 6nictepi;
no 3, no 6 abo no 9

"in bulk",
nepBrHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOrb Ta
BUMYCK cepii:
KPKA, a.a., Hoso
mecTto, CrnoBeHis;
BigNoBiganbHUN
3a NepBuHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK

cepii:

TAL ®apma M'mbX,
HimeuuuHa;

BianoBiganbHUn

3a KOHTPOIb Cepii:

KPKA, a.4a., Hoso

mecTto, CnoBeHis;

MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
B po3ainax "®apmakoTepanesTuyHa rpyna.
Kop ATX" (peparyBaHHs TEKCTY 6€3 3MiHM
koay ATX), "®apmakonoriyHi BnactusocTi"
(yTouHeHHs iHdopmalLii), "MpoTunokasaHHs",
"B3aemogis 3 iHWK1MKU nikapcbkumMmn 3acobamm
Ta iHWi Buamn B3aemogin", "OcobnuneocTi
3acTocyBaHHs", "lMobivHi peakuii” BignoBigHO
[0 MaTepianiB peecTpauiniHoro 4oChe.
MepioanyHiCTb NogaHHs perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoOBIAHO A0
[Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bi 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 340pOB'A YKpaiHu Big

26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

12
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
KapTOHHiN Kopobui BMNYCK cepii: "Bsaemogis 3 iHWK1MK nikapcbkummn 3acobamm
KPKA, a.a., Hoso Ta iHwWi Buan B3aemogin”, "OcobnmeocTi
mecTto, CrnoseHis; 3actocyBaHHs", "lNobiyHi peakuii” BignosigHO
BignosiganbHUn [0 MaTepianiB peecTpauinHoro 4OChe.
3a NepBuHHE Ta
BTOpPUHHE [MepiognyHicTb NogaHHA perynspHo
nakyBaHHS, BUMYCK OHOBMOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
cepii: Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
TAL ®apma 'M6X, 3aTBepakeHoro Hakasom MiHicTepcTBa
HimeuuunHa; OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
BignoBigansHMn 2006 poky Ne 898, 3apeecTpoBaHoro B
3a KOHTPOrb Cepii: MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
KPKA, a.a., Hoso poky 3a Ne 73/13340 (y pepakuii Hakasy
mecTto, CnoBeHis; MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
BigNoOBiganbHUN 26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3a KOHTPOIb Cepii: 3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
TAL ®apma 'mbX, nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
HimeyumnHa; 6e3neku.
KOHTPOIb
MikpobionoriyHoi
yncToTU cepii (y
BMNagKy
KOHTpOIo cepii
TAL ®apma
'm6X): Tabop NC
CE & Ko. KT,
HimeyuunHa
26. | NOPTEH3A® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis BiAMOBiAANbHWIA CnoseHis/ MepepeecTpauist Ha HEOOMEXEHWI TEPMIH. 3a He UA/14994/01/01
NniBkOBOIO HoBo mecto 3a BUPOBHMLTBO HimeuyunHa OHoBneHo iHopMaLlito B iHCTPYKUii Ans peuenmom nidnsizae
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[TpogoBxeHHs nogaTka 2

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
BignoBiganbHWn 3rigHO 3i CTPOKaMM, 3a3HAYEHUMU Y
3a KOHTPOIb Cepii: nepioaNYHOCTI NOAAHHSA PErynsApHUX 3BiTIiB 3
TAL ®apma 'M6X, 6esnekun.
HimeuuunHa;
KOHTPOIb
MikpoGionoriyHoi
4ncToTU cepii (y
BUMNagKy
KOHTPO-to cepii
TAL ®apma
'm6X): Tabop NC
CE & Ko. KT,
HimeyunHa
27. | NIOKCHEH® Kpansi O4Hi, pO34uH, TOB «BAYLL YkpaiHa TOB "CaHToHika" JlntBa MepepeecTpalis Ha HEOOMEXEHWI TEPMIH. 3a He UA/11660/01/01
2 mr/mn, no 5mny XENC» OHoBReHo iHhopMaLito B iIHCTPYKLiT Ans peuenmom nidnseae
nnsawuyi; no 1 MEeOUYHOro 3aCTOCYBaHHS y po3ainax:
NNSAWLI B KAPTOHHIN "Moka3zaHsa" (pedakuinHi npaBku),
Kopobui "OcobnuBocTi 3actocyBaHHs", "OiTn"
(yTo4HeHHs) wopao 6esneku aitoyoi Ta
[OOMOMiXKHMX PEHOBUH Npenapary.
MepioanyHicTb NogaHHs perynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
[Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTulii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN y
nepioAMYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
28. | MEKCUNMPUM® | po3sunH Ans iH'exuin, On "CTAOA- YkpaiHa K.T. POM®APM PymyHis nepepeecTpadis Ha HeOOMeXeHWIn TEPMIH 3a He UA/10375/02/01
50 mr/mn, no 2 mn YKPATHA" KOMMAHI C.P.J1. 3MiHN Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae

abono 5 mnB
amnyni, no 5 amnyn
y 6nicTtepi; no 1 abo
2 bnictepun y nayui 3
KapToHY

dapmakoHarnsagy. 3miHa y KopoTKii
XapaKTepucTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHS Ha MiAcTaBi perynsipHo
OHOBJIOBAHOIO 3BTy 3 6€3NeKn NikapCcbKkoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnapeecTpauiiHui nepioa, abo sk
pe3ynbTar OUiHKN 3BiTY 3 OCNIOKEHb,
NPOBEAEHMX BigMNoOBIAHO 4O NnaHy
nepiatpuyHux gocnigxexs (PIP) (3miny
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHM BHeCeHi [0 iHCTPYKUiT Ans
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[TpogoBxeHHs nogaTka 2

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamyes
aHHSsA

Homep
peecmpauiliHo2o
noceid4yeHHs

MEAMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby
y po3ginu "lpotunokasaHHs", "B3aemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUan
B3aemogin", "3actocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaar”, "Oitn"
(3aTBepokeHo - "He cnig 3acTocoByBaTh";
3anpornoHOBaHo - "MpoTunokasaHo"),
"Mepeno3yBaHHs" BiANOBIAHO 4O OHOBMEHOI
iHdbopMmalii Wwoao 6eanekn Aio4oi pe4yoBmHU.
MepioanyHicTb NogaHHs perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
[Mopsiaky 3diNCHeHHs hapmakoHarnsgy,
3aTBepAkeHoro Hakasom MiHictepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpPOHK 300pOB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
nepioAnMYHOCTI NOAAHHSA perynspHuX 3BiTiB 3
6e3nekn.

29.

HOMITPEH
BOCHAJEK®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 10
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHIW
Kopobui

BocHanek a.a.

BocHis i
epueroBuHa

BocHanek a.4.

BocHis i
epueroBuHa

nepepeecTtpadis Ha HeOOMEXeHUIN TEPMIH
[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4YeHUMn y
nepioaNYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
6e3neku.

3a
peuerimom

He
nidnsicae

UA/2791/01/01

30.

OJI®EH®-50
JIAKTAB

TabneTku
KMLLKOBOPO34MHHI MO
50 mr; no 10
TabneTok y 6nictepi;
no 2 6nictepu B
kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLITBO 32
MOBHUM LIMKIIOM:
AunHo ®apma AT,
LLIseriuapis;
aopartkosa
nabopartopis, Wwo
npuimae yyactb B
KOHTpOri cepii:
YHTEep3yXyHrCiHCT
UTYT Xennenep
'm6X, HimevuuHa;
BUPOGHULTBO
HeposdacoBaHoro

LLiBeviuapis/
Himeyunna

nepepeecTpadis Ha HeOOMeXeHWIn TEPMIH
BHeceHo oHoBreHy iHbopMmaLlito B IHCTpyKLUito
Ansi MEQUYHOTO 3aCTOCYBaHHS MikapCbKOro
3acoby Ao posainy "lMNokasaHHa" (BUNyYeHO:
"lOBEHINbHWUI PEBMATOIAHNI apTpuT"), a Takox
0o posginis "®apmakonorivHi BnactuBocTi"
(yTouHeHHs), "MNMpoTunoka3aHHs", "B3aemogis 3
iHWMMK nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rofgyBaHHs rpyaak” (besneka), "3gaTHicTb
BMMAMBATU Ha WBUAKICTb peakuii Npy KepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLWMMUK MexaHiamamn",

3a
peuenmom

He
nionsieae

UA/5123/01/01
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[TpogoBxeHHs nogaTka 2

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamyes
aHHSsA

Homep

peecmpauiliHo2o
noceid4yeHHs

npoAaykty,
KOHTPOIb SIKOCTI,
[03BiN Ha BUMyCK
cepii: AumHo
®apma AT,
LLisenuapis;
nepBrHHa Ta
BTOPUHHA
ynakoBka:
AunHo ®apma AT,
LLiseninapisa

"Cnoci6 3acTocyBaHHs Ta fo3u" (Gesneka),
"MepenosyBanHs", "MobiuHi peakuii”
BiNOBIOHO 4O OHOBMEHOI iHchbopmaLlii 3
6e3neku Aito4oi Ta AOMOMIKHUX PEYOBUH
nikapcbkoro 3acoby.
[MepiognyHicTb NogaHHA perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciyua 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.

31.

NAPAJIEH®
TUM'AH-
NMPUMYNA

piavHa opanbHa Ne
1: no 100 mn (130 1)
y chnakoHi; no 1

hnakoHy y
KapTOHHiIN kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

Ykpaina

En. HattepmaHH
eHg Cani. Tm6X

Himewumna

[MepepeecTpalisi Ha HEOOMEXEHWI TEPMIH
OHoBneHo iHbopMmallito y posainax
"MpoTunokasaHHs", "Ocobnuei 3axoau
6e3nekun”, "OcobnUBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHs Ta [03W"(YTOYHEHHS
iHdpopmauii), "Mobivni peakuii” iHCTpyKUii aAns
MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
BiJNOBIQHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3neky 3acToCyBaHHS Ailo4nxX Ta AONOMDKHUX
PEYOBVH.

MepioanyHicTb NogaHHs perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku, BiANoBigHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTulii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTpPOKaMU, 3a3Ha4YeHUMU Y
nepioaMYHOCTI NOAAHHS PErynsapHUX 3BiTiB 3
Besneku.

6e3
peuenma

nionsieae

UA/10764/01/01

32.

NACK
HATPIEBA
Cilb

MOPOLLIOK ANsi
opanbHOro Po34nHy
no552r,no12,5r
npenapary y
nakeTuky 3
naminaty; no 25 a6o
300 nakeTukiB B
KapTOHHIN kopobui

AT
"OnaviHcpapm”

IartBia

AT "OnainHdapm”

JartBis

nepepeecTpaLis Ha HeobMeXeHU TEPMiH
OHoBneHo iHbopMaLlilo y po3sainax:
"dapmakonoriyHi BnactmeocTi",
"MpoTunokasaHHs", "Baaemopais 3 iHWMMKn
nikapcbkumm 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHSA",
"8acTocyBaHHs1 y nepiof BariTHocTi abo
rogyBaHHs rpyaar” (yrouHeHHs), "MoBiyHi

3a
peuenmom

He
nionsieae

UA/11571/01/01
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Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceiodYyeHHs1

peakuii" iIHCTpyKLUii Ana MeanvHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby BiAmnoBigHO
0o 6e3nekn 3acTocyBaHHS Ait040i PEHYOBUHMU.
MepioanyHicTb NogaHHs perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
[Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
nepioAMYHOCTI NOAAHHSA perynspHuX 3BiTiB 3

Besneku.

PENBAP™ NMOPOLLOK AN nakcoCmiTKn Benvka nakco Benvka nepepeecTtpadis Ha HeOOMeXeHWIN TEPMIH 3a He UA/14564/01/01
ENNINTA iHransauin, SAMH Ekcnopt BpuTaHis OnepenwHc 0K BpuTaHis OHoBneHo iHopMaLito B iHCTPYKUii Ans peuenmom nidnsizae

[o30BaHui no 184 JlimiTen Jlimiten MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby

MKI/22 MKr/[o3y; no B po3ainax "®apmakoTepanesTuyHa rpyna.

14 a6o 30 go3 y Kop ATX" (peparyBaHHs TEKCTY 6€3 3MiHM

MOpPOLLKOBOMY koay ATX), "B3aemogis 3 iHWMMU flikapCbKuMm

iHransiTopi; no 1 3acobamu Ta iHWi Buan B3aemopain",

iHransaTopy y "OcobnusocTi 3actocyBaHHs", "lM0obiYHi

KapTOHHIN kopobui peakuii" BignoBigHO Ao MaTepianis

peecTpaLiiHOro 4OCheE.
[MepiognyHicTb NogaHHsA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciyHs 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN y
nepioaMYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3

6e3neku.

PUH3A® MOPOLLIOK AN TOB YkpaiHa FOHik IHAisa nepepeecTpauis Ha HeobMexXeHui TepMiH Ne 5, Ne 10 Ne 5, Ne UA/4336/01/01
xoTcun 3 oparnbHOro PO34nHy "[I>KOHCOH i PapmacbloTukan MepioanyHicTb NogaHHs perynsipHo - 6e3 10 -
BITAMIHOM C no 5 r nopoLuky y [>XOHCOH JlabopaTopis OHOBIIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO 4O | peuenma; nionseae;
31 CMAKOM nakeTuky; no 5 abo YkpaiHa" (BipgineHHst ipmun Mopsaky 3aiicHeHHs hapmakoHarnsgy, Ne 25 - 3a Ne 25 — He
ANENbCUHY 10, abo 25 "x. B. Kemikana 3aTBepaKeHoOro Hakazom MiHicTepcTBa peuenmom nidnsieae

nakeTuKiB y eHg OXOPOHU 340pOB’s YKpaiHu Bifg 27 rpyaHs

KapTOHHiIN kopooLj dapmacbioTukana 2006 poky Ne 898, 3apeecTpoBaHoro B

Nra.") MiHicTepcTi tocTudii Ykpainm 29 ciuna 2007

poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu Big
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
nepioAMYHOCTI NOAAHHA perynspHux 3BiTis 3
6e3neku.
35. | CUNIMAPUH amMmopdHuIA nopowwok | ToBapucTBO 3 YkpaiHa TEBA YEX Yecbka MepepeecTpalisi Ha HEOOMEXEHMUI TEPMIH - He UA/15672/01/01
(cybcTaHuis) y obmexeHo IHOACTPIC Pecnybnika nidnsizae
noaBinHMX BignoBiganbHi C.P.O.
nonieTuneHoBnx CTio
naketax gns "dapmaneBTu
chapmaLeBTUHHOIO YHa KOMNaHisi
3acToCyBaHHS "3popos's"
36. | cupon BIg cupor, no 100 mn Op. Tancc HimeuunHa [Op. Taiicc HimeuunHa nepepeecTpadis Ha HeOOMeXeHUIn TEPMIH 6e3 nidnseae UA/15367/01/01
KALLJIO AP. abo no 250 mn y HaTtypBapeH HatypapeH M'm6X OHoBneHo iHopMaLito B iHCTPYKLii Ans peuenma
TAUCCA 3 conakoHi; no 1 m6X MeONYHOro 3aCToCyBaHHS y po3ginax:
EKCTPAKTOM hnakoHy 3 MipHUM "MokasaHHsA" (yTo4HeHHs ), "lpoTunokasaHHs",
NNIOLWA CTakaH4YMKOM y "OcobnusocTi 3acTocyBaHHA", "Crocio
KapTOHHiI kopooLi 3acTocyBaHHs Ta 4o3K" BignoBigHoO A0
marepiarnis peecTpauinHoro 4ocbe
[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMW, 3a3Ha4YEeHUMU Y
nepioaNYHOCTI NOAAHHSA PErynApHUX 3BiTiB 3
6e3neku.
37. | CNUPT pO34uH Ansi MAT YkpaiHa MAT YkpaiHa nepepeecTpawis Ha HeobMeXeHU TEPMiH 3a He UA/15513/01/02
ETUNOBUA 30BHILUHLOIO "Ximbapm3as "Ximdapmsasog peuenmom nidnsizae
96% 3acTocyBaHHs 96 % op "YepsoHa "YepsoHa 3ipka"
no 100 mny 3ipka"
dnakoHax CKNSTHUX
38. | TU3AHIANHY MOPOLLIOK AT YkpaiHa Cimep Nabe IHAis nepepeecTpaLis Ha HeobMeXeHU TEPMiH - He UA/15674/01/01
raPOXNOPUL | (cy6cTaHuis) y "KNIBCbKUW NimiTen, nidnszae
nakeTax noasiiHMUX BITAMIHHAW
nonieTuneHoBmx 3ABO"
ans
hapmaLeBTUYHOro
3aCTOCYBaHHS
39. | ®Y3IOAEPM®-b Kpem no 15rB dapma WMoppaaHis dapma WoppaaHis MepepeecTpalisi HA HEOOMEXEHUI TEPMIH 3a He UA/3094/01/01
antoMiHiesin Tybi; no | IHTepHeweHan IHTepHelweHan OHoBneHo iHdopMmaLito B IHCTpyKLUii Ans peuernmom nidnsizae
1 Ty6i B KAPTOHHIl KomnaHi KomnaHi MEAMYHOrO 3aCTOCYBaHHsI NikapcbKkoro 3acoby

Kopobui

y po3ginax "B3aemogis 3 iHWUMuM nikapCbKuMmn
3acobamu Ta iHWi B1av B3aemopnin",
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Peknamyes
aHHSsA

Homep
peecmpauiliHo2o
noceid4yeHHs

"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS
y nepioa BariTHOCTi abo ropyBaHHs rpyan"
(monoBHeHHs iHdopmalLii), "3aaTHicTb
BMMMBATU Ha LLUBUAKICTb peakLii Npy KepyBaHHI
aBTOTpPaHCNopToM abo iHWMMKU MexaHi3mamu",
"Mepepno3yBaHHa", MMobivHi peakuii”
BiMNOBIQHO 4O OHOBMEHOI iHpopmaLlii 3
6e3neky 3acTOCyBaHHs! Ail04NX PEYOBUH.
[MepiognyHicTb NogaHHA perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aifcHeHHsa hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciyua 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3Ha4YeHUMN y
nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.

40.

LLE®A3OJIH

MOPOLLIOK AN
PO34MHy AN iH'eKuin
no 1,0r, 1ab6o 5,
ab6o 50 cpnakoHiB 3
MOPOLLIKOM Yy nayui 3
KapToHy; 1 crakoH 3
nopotukom Ta 1
amnyrna 3
PO34MHHMKOM (BoAa
ans iH'ekuin) no 10
mn B 6riictepi; no 1
6nictepy B nayui 3
KapTOHY

MpuBaTHe
akuioHepHe
TOBapUCTBO

«Jlekxim-
XapkiB»

YkpaiHa

MpuBatHe
akuioHepHe
TOBapWCTBO

«Jlekxim-XapkiB»
YkpaiHa
(nakyBaHHs i3
dopmum in bulk
dipmMun-BUpOOHYMKa
Keiny
dPapmaueyTikan
Ko., NNTa., Kutain)

YkpaiHa

nepepeecTtpadis Ha HeOOMEXeHWIn TEPMIH
OHoBneHo iHdopmaito B IHCTpyKuii Ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
y po3ginax "B3aemogis 3 iHWUMK nikapCbKuMmn
3acobamu Ta iHWi Buam B3aemonin",
"OcobnusocTi 3actocyBaHHs", "Crocib
3acTocyBaHHA Ta [03n" (YTOYHEHHS
iHdpopmauii), "AiTn" (yTouHeHHs iHdopmaLyii),
"Mo6iyHi peakuii" BigNoBigHO 4O OHOBMEHOT
iHdbopMmalii 3 6e3nekn 3acTocyBaHHSA Lito4oi
PEYOBUHM.

[MepiognyHicTb NogaHHA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamMMu, 3a3Ha4YeHUMN y
nepioaMYHOCTI NOAAHHS PerynspHUX 3BiTiB 3
6esneku

3a
peuernmom

He
nionsieae

UA/15387/01/01

41.

LIE®IKC

MOPOLLIOK ANs
oparnbHOi cycneHasii,
100 mr/5 mn, 1
(PNakoH 3 MOPOLLKOM

dapma
IHTepHelueHan
KomnaHi

WMoppaHis

Papma
IHTepHelweHan
KomnaHi

MoppaHis

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH.
OHoBneHo iHbopMaLlito y posainax
"MpoTunokasaHHs", "OcobnmeocTi

3actocyBaHHs", "MobivHi peakuii” iHCTpyKUil

3a
peuenmom

He
nionsieae

UA/4151/02/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1

(ans 30 mn abo 60
MI cycreHsii) 3
NOXKO0-[03aTOPOM
Y KapTOHHIN kopobui

AN MEAUYHOTO 3aCTOCYBaHHS NikapCbKOro
3acoby BiANOBIAHO [0 OHOBMEHOI iHchopMaLLii
Lono 6e3nekn 3acTocyBaHHA OitoYOi
PEYOBUHN.

MepioanyHicTb NogaHHs perynspHo

OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiAnoBigHO A0

Mopsaaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepAkeHoro Hakasom MiHicTepcTea
OXOPOHU 340POB’s YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMU, 3a3Ha4YEHUMU Y
nepioaMYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6esneku.

B.o. leHepanbHOro aoMpeKkropa
OupekTopaTy hpapmaueBTUYHOro 3abe3neyeHHs

Onekcangp NPILEHKO




