MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
13.03.2018 Ne 467
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, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
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

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IOINYHUX MPEMNAPATIB), AKI

NMEPENIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

13.03.2018 Ne 467

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

Ne Hasga snikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
1. ATA3AHABIPY MOPOLLIOK KpUCTauTIYHWIA BE3 ®apmaxem Xopsartis Naypyc Na6e IHAis peecTpauisi Ha 5 pokis - He UA/16611/01/01
CYNb®AT (cybcTaHuis) y noagiliHMX 4.0.0. Nimiten nionsizae
nonieTMNeHoBUX NakeTax
ans dapmauleBTUYHOro
3acTOCyBaHHSA
2. BA3AP A TabneTtkn, BKPUTI TOB "TeBa YkpaiHa BankaHdapma- Bonrapis peecTpauist Ha 5 pokis 3a He UA/16612/01/01
NAiBKOBOK 060/I0HKOLO, MO Ykpaina" Oynunus AT peyenmom nionsizae
5 mr/80 mr, no 7 a6o 10 MepioAnyHICTb NOAAHHSA
Tabnetok y 6nictepi; no perynsipHoO OHOBJ/IHOBAHOr0 3BIiTY
14 Tabnetok (7x2), abo 28 3 6esneku BigNOBIAHO A0
Tabnetok (7x4) B kopobu; Mopsaky 34iACHEeHHS
no 30 Tabnetok (10x3), hapmakoHarnagy,
abo 90 Tabnetok (10x9) B 3aTBEP)KEHOr0 HaKa3oMm
Kopoo6ui MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.
3. BA3AP A TabneTku, BKPUTI TOB "TeBa Ykpaina BankaHdapma- Bonrapis peecTpauist Ha 5 pokis 3a He UA/16612/01/02
NiBKOBOK 060/I0HKOIO, MO Ykpaina" Oynunua AT peyenmom nionsi2ae

5 mr/160 mr, no 7 a6o 10
Tabnetok y 6nictepi; no
14 TabneTok (7x2), abo 28
Tabnetok (7x4) B KOpobLy;
no 30 Tabnetok (10x3),
abo 90 Tabnetok (10x9) B
Kopobui

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOIO 3BITY
3 6e3neku BignoBsigHo Ao
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU 340POB’s
Ykpainu Big 27 rpyaHs 2006




4

Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA BionycKky aHHs1 peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHun
19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMmn y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
4. BA3AP A TabneTkn, BKPUTI TOB "TeBa Ykpaina BankaHdapma- Bonrapis peecTpauist Ha 5 pokis 3a He UA/16612/01/03
NiBKOBOK 060/10HKOK, MO YkpaiHa" OynHuua AT peyenmom niosisieae
10 mr/160 mr no 7 a6o 10 MepioAnyHICTb NOAAHHSA
Tabnetok y 6nictepi; no peryasipHO OHOB/IHOBAHOrO 3BITY
14 TabneTtok (7x2), abo 28 3 6esneku BignoBigHO A0
Tabnetok (7x4) B KOpobLy; Mopsaky 34iACHEHHS
no 30 Tabnetok (10x3), thapmakoHarnsgy,
ab6o 90 Tabnetok (10x9) B 3aTBEpXEHOro Haka3om
Kopobui MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO
3i CTpOKaMK, 3a3HaYeHUMK y
nepioguYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku.
5. BEHNA®AKCUHY MOPOLLIOK (CybCcTaHLis) y ToBapucTBo 3 YkpaiHa KALOINA IHAi peecTpauist Ha 5 pokis - He UA/16613/01/01
riaPOX/10PUA, NoABINHMX 06MEXEHO SAPMACBHOTIK nidnsieae
nosieTUNEeHoBUX NakeTax BiANOBifa/IbHICTIO ANC NTA.
ansa dapmaleBTUYHOro "XapkiBCbke
3acTocyBaHHS dhapmaLieBTNYHE
nigNpPUEMCTBO
"30poB's Hapoay"
6. ANKNO®EHAK - renb 5% no 40, 50 r, 100 MpAT YkpaiHa MpAT YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/7167/01/02
BIO/IA ry 1y6i B nayui dapmMaueBTUyYHa dapmaLeBTUyHa peyenma
habpvka "Biona" habpuka MepiognyHiCTb NoAaHHSA
"Biona" perynsipHoO OHOBJ/THOBAHOIO 3BITY

3 6e3neku BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHY 340POB’SA
YKpainu Big 27 rpyaHs 2006
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA BionycKky aHHs1 peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHun
19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMmn y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3 6e3nekun
7. 3UNAKCEPA® Tabnetkun no 15 mr Ne30 KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoseHis peecTpaduist Ha 5 pokis 3a He UA/16614/01/03
(10x3), Ne60 (10x6) y MecTo bulk", nepsuHHe peyenmom niosisieae
6nictepax Ta BTOPUHHE MepioAnyHICTb NOAAHHSA
nakyBaHHs, peryasipHO OHOB/IHOBAHOrO 3BITY
KOHTPO/Ib Ta 3 6e3neku BiANOBIAHO A0
BMNYCK cepil: Mopsaky 34iACHEHHS
KPKA, 4.4., thapmakoHarnsgy,
HoBo mecTo, 3aTBEPAKEHOIO HakasoM
CnoseHis; MiHicTepcTBa OXOpPOHU 340POB’A
BignoBigabHW Ykpainu Big 27 rpyaHs 2006
3a NnepBuHHE Ta poky Ne 898, 3apeecTpoBaHuii B
BTOpPUHHE MiHicTepcTBi tocTuLii YkpaiHu
nakyBaHHA: 19 rpyaHs 2016 poky 3a Ne
KPKA, a.a, Hoso 1649/29779 (y peakuii Hakasy
MecTo, MiHicTepcTBa OXOPOHM 340POB’A
CnoseHis; YkpaiHu Big 26 BepecHs 2016
BiANOBigabHNI poky Ne 996), Ansa nikapcbkoro
3a KOHTPO/1b 3acoby CTaHOBUTL: BiANOBILHO
cepii: [0 NepioanyHOCTI CKNagaHHs
KPKA, a.4., perynisipHo OHOBJ/IIOBAHOTO 3BITY
HoBo mecTo, 3 6e3nekun nikapcbkoro 3acooby,
CnoseHis [,03BOJIEHON0 0 MEANYHOrO
3aCTOCyBaHHS, Ha
LLeHTPa/IbHOMY PIBHi.
8. SUNAKCEPA® Tabnetku no 30 mr Ne30 KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoBeHis peecTpauist Ha 5 pokis 3a He UA/16614/01/04
(10x3), Ne60 (10x6) y MecTo bulk", nepsuHHe peyenmom niossieae

6nictepax

Ta BTOPUHHE
nakyBaHHs,
KOHTPONb Ta
BUMYCK Cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis;
BignoBigabHW
3a NepBuHHE Ta
BTOPUHHE
nakyBaHHs:

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IIOBAHOTO 3BITY
3 6e3neku BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHY 340POB’SA
Ykpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA BionycKky aHHs1 peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KPKA, a.a, Hoso 1649/29779 (y peakuii Hakasy
MecCTO, MiHicTepcTBa OXOpPOHM 340POB'A
CnoBeHis; Ykpainu Big 26 BepecHs 2016
BiANOBigabHNI poky Ne 996), Ansa nikapcbKoro
3a KOHTPO/1b 3ac0o6y CTaHOBUTL: BiAMNOBIAHO
cepii: [0 NepiognyHOCTI CKNagaHHs
KPKA, a.4., perynsipHoO OHOBJ/IHOBAHOIO 3BIiTY
HoBo mecTo, 3 6e3nekun Nikapcbkoro 3acooby,
CnoseHis [,03BOSIEHOTO 10 MEANYHOrO
3aCTOCyBaHHS, Ha
LLEHTPa/IbHOMY PiBHi.
9. SUNTAKCEPA® Tabnetkn no 5 mr Ne30 KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoseHisa peecTpauist Ha 5 pokis 3a He UA/16614/01/01
(10x3), Ne60 (10x6) y MecTo bulk", nepsuHHe peuyenmom nionsieae
6nictepax Ta BTOPVHHE MepioanyHiCTb NoAaHHSA
nakyBaHHs, perynsipHo OHOB/IIOBAHOTO 3BITY
KOHTPONb Ta 3 6e3neku BiANOBIAHO A0
BUMYCK Cepii: Mopsaky 34iicHeHHS
KPKA, a.4., thapmakoHarnagy,
HoBo mecTo, 3aTBEPAKEHOIO Haka3oM
CnoseHis; MiHicTepcTBa OXOpPOHY 340POB’SA
BignoBiganbHWi Ykpainu Big 27 rpyaHsa 2006
3a NepBuHHE Ta poky Ne 898, 3apeecTpoBaHuii B
BTOPUHHE MiHicTepcTBi tocTuLi YKpaiHu
nakyBaHHs: 19 rpygHs 2016 poky 3a Ne
KPKA, a.a, Hoso 1649/29779 (y peakuii Hakasy
MecCTO, MiHicTepcTBa OXOpPOHM 340POB'A
CnoseHis; Ykpaiuu Big 26 BepecHsa 2016
BiANoOBigabHNI poky Ne 996), ansa nikapcbKoro
3a KOHTPO/1b 3aco6y CTaHOBUTL: BiAMOBIAHO
cepit: [0 NepiognuyYHOCTI CKNafaHHs
KPKA, a.4., perynsipHoO OHOBJ/IHOBAHOr0 3BIiTY
HoBo mecTo, 3 6e3nekun Nikapcbkoro 3acooby,
CnoseHis [,03BOSIEHOTO 10 MEANYHOIO
3aCTOCyBaHHS, Ha
LLlEHTPa/IbHOMY PiBHi.
10. SUNAKCEPA® Tabnetku no 10 mr Ne30 KPKA, a.4., Hoso CnoBeHis BMPOGHMLTBO "in CnoseHisa peecTpauist Ha 5 pokis 3a He UA/16614/01/02
(10x3), Ne60 (10x6) y MecTo bulk", nepsuHHe peyenmom nionsi2ae

6nictepax

Ta BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta
BMNYCK Cepil:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
BiANOBIgAbHNI
3a nepBuHHe Ta
BTOPUHHE

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOIO 3BITY
3 6e3neku BignoBsigHo Ao
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’s
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHiCTepCTBi ocTuuii YkpaiHu
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Ne Hasga snikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA BionycKky aHHs1 peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHs: 19 rpyaHa 2016 poky 3a Ne
KPKA, 4.4, Hoso 1649/29779 (y peaakuii Hakasy
MecTo, MiHicTepcTBa OXOPOHM 340POB’A
CnoseHis; Ykpaiuu Big 26 BepecHs 2016
BignoBigabHW poky Ne 996), ansa nikapcbKoro
3a KOHTPO/b 3aco0y CTaHOBWTL: BifNOBIAHO
cepit: [0 NepioguyHOCTi CKnafaHHs
KPKA, g.4., perynsipHO OHOB/IHOBAHOTrO 3BITY
HoBo mecTo, 3 6e3neku nikapcbkoro 3acoby,
CnoseHis [,03BOSIEHOTO 10 MEANYHOr0
3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
11. HEBIBONONY NopoLUOK (cybeTaHLis) y MpAT YkpaiHa Kagina IHais peecTpauist Ha 5 pokis - He UA/16615/01/01
rigPOXNoOPUA, nakeTax noABiNHUX "®apmavueBTuyHa dapmec'toTikanc nionsizae
nonieTnNeHoBUX Ans hipma "dapHuus” nra.
chapmaLeBTUYHOro
3acToCyBaHHs
12. ®/TYKOHA30/ KpucTaniyHWii NopoLLIoK ToBapucTBO 3 Ykpaina IOKEHHEKC IHais peecTpauist Ha 5 pokis - He UA/16616/01/01
(cybeTaHuis) y nakeTax 3 06MEeXEHO0 NNABOPATOPI3 nionsieae
noslieTUNEHy HN3bLKOT BiAMOBIQa/TbHICTIO NIMITEL
LWiNbHOCTI Ans "®apmMaLueBThYHa
hapmaueBTU4HOro KOMnaHis
3aCcToCyBaHHA "3popos's"”

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUA




Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu

13.03.2018 Ne 467

MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
1. L-OPHITUHY - L- NnopoLUoK (cybcTaHUis) y TOB "HIKO" YkpaiHa KioBa Xakko bio AnoHis MepepeecTpauis Ha - He UA/12834/01/01
ACNAPTAT noABinHMX Ko. 1174, HeoOMeXeHWn TepMiH nionsizae
nonieTUIEHOBNX NakeTax
ans chapmaueBTUUHOrO
3acTOCyBaHHsA
2. ANMATENb® HEO cycneHsis gns BaskaHtapma- Bonrapis Bankandapma- Bonrapis MepepeecTpauis Ha bes niosnsieae UA/7938/01/01
nepopasnbHoro TposiH AT TposiH AT HeobMeXeHuli TEPMIH. peyenma

3acTocyBaHHs no 170 mn
abo no 200 mny
CKnstHomy abo
nonieTuneHgTanaTtHomy
dhnakoHi; no 1 dpakoHy
pa3oM 3 MipHOIO JTOXKOIO B
KapTOHHI nayyi; no 10 mn
y nakeTuky, no 10 a6o 20
NaKeTWKIB y KapTOHHIi
nauuj

3MiHn | TURY - 3MiHK
oo
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo focnioKeHb
3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3
JocnifxeHb, NpoBeAeHNX
Bif4MNoBIAHO A0 NiaHy
negjiatpuyHux
pocnigkeHb (PIP) (iHwi
3MiHK) - 3MiHW BHECEHO
[0 IHCTPYKUiT Ans
MeJNYHOr0 3aCTOCYBaHHS
npenapary 10 po3ainis
"MpoTunokasaHHa",
"B3aemMogis 3 iHWMMun
niKkapcbknmuy 3acobamu




Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
nocgio4eHHs

ynakoska)

Ta iHWi BUAW B3aemogijin”,
"Oco6nuBoCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "TobivHi
peaxuii” BignosigHoO A0
iHchopmauii wopo
6e3nekun Ailoynx PeyoBUH.
3MiHY | TUNY - 3MiHK
o0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy.
BeegeHHs abo 3MiHun [0
y3arasibHeHUX JaHnX npo
cuctemy
hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX
[AaHuX Npo cuctemy
hapmakoHarnsgy, 3miHa
yMOBHOBaXeHOT 0cobw,
BignoBiganbHoI 3a
3[iiCHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsgy
3as1BHMKA 4119 34iICHEeHHS
chapmakoHarnsgy B
YKpaiHi, KL BOHA
BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy
(BKOYAKOYM KOHTAKTHi
[AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHuX
YMOBHOBAXXEHOT 0COOW.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu. 3MiHa
MicLA 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa
agpecu mactep-cpaina.




Ha3sBsa nikapcbko2o

10

n/n

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o

noceio4YeHHs

AHANbIIH

3MiHa Homepa MacTep-
thaiina.

MepioAnyHICTb NoAaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

Tabnetkv no 500 mr o 10
TabneTtok y 6nicrepax

NAT
"ly6Hnhapm"

YKpaiHa

NAT
"Jly6HMhapm"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3MiHn | TURY - 3MiHK
oo
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi
perynsipHo

OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo focnioKeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynbTar

OLIiHK/ 3BITY 3

bes
peuenma

niosnsiecae

UA/8374/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

JocnifxeHb, NpoBeaeHnx
BiANOBIAHO A0 NnaHy
negjiatpuyHuX
pocnipkeHb (PIP) (3MiHY
Y3rOKEeHO 3
KOMNETEeHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKL,i
AN MeauyHoro
3acTOCyBaHHSA
nikapcbkoro 3aco6y Ao
po3ainis "MNoka3aHHA"
(YyTOUHEHHSA
3acTocyBaHHA npu
rineptTeMiyHomy
cuHApomi), "B3aemogis 3
HLIMMKW NiKapCbKNMn
3acob6amu Ta iHLWi Buan
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOB/IEHOT
iHchbopmaw,ii 3 6esnekn
Lil040T pEYOBYHN
MeTaMi30/ HaTpito.

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsiaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.
4. AHANbIH Tabnetkv no 0,5 r, mo 10 MAT "MoHpapm” Ykpaina NAT YkpaiHa MepepeecTpauis Ha bes Ne 10 — UA/7331/01/01
Tabnetok y 6nictepax; no "MoHdpapm" HeobMeXeHuli TEPMIH. peyenma — nionsieae;
10 TabneTok y 6nictepi; 3MiHu | TUNY - 3MiHK Ne 10. Ne 20, Ne
no 2 a6o 10 6nicTepiB y oo 3a 100 — He
naJui 3 KapToHy 6e3nekn/edpeKTUBHOCTI Ta | peyernmom — | nidssieae
thapmakoHarnagy. 3miHa Ne 20, Ne
Y KOpOTKiiA 100
XapakTepucTuLi

nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo focnioKeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3
JocnifxeHb, NpoBefeHnx
Bi4MNOBIAHO 0 NiaHy
negjiatpuyHux
pocnigpkeHb (PIP) (3MiHy
Y3rO[KeHo 3
KOMMETEHTHUM
YNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO A0 IHCTPYKL,i
ANA MeuyHoro
3aCcTOCyBaHHSA
nNiKapcbKoro 3acoby Ao
po3ainy
"Moka3saHHA"(BUganeHi
nokasaHHs "Tpasmu,
Onikn" Ta YTOYHEHHSA
010 3aCTOCYBaHHA Npu
rinepTepmiyHomMy
CUHAPOMI), a TaKoX A0
po3ginis "B3aemogis 3
HLUMMK NiKapCbKnMmn
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acob6amu Ta iHLWi Buan
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"MobiuHi
peakuii"BignosigHo [0
OHOB/IEHOT iHhopMaLii 3
6e3nekun Ailo4oi pevoBUHN
MeTaMi3on HaTpito.

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6esneku.

AHANbIIH

Tabnetku no 500 mr, no 10
TabneTtok y 6nictepi, no 1
6nictepy B nayui; no 10
TabneTok y 6nictepax

TOB "Arpochapm”

Ykpaina

TOB
"Arpochapm”

Ykpaina

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.

MepiognyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,

bes
peyenma

nionsieae

UA/7018/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTB: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHMU
y NepioAnYHOCTI NoOAaHHS
perynsipHux 3BiTiB 3
6esneku.

BA30MNMPO®

kancynu no 250 wr, no 10
kancyn y 6nictepi; no 4
6nictepn y nauui 3
KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak”

Ykpaina

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
3MiHu | TUnY - 3MiHK
oo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHu
Y KOPOTKilA
XapaKkTepucTuLl
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTPYKUIT N8 MeguyHoro
3acTOCyBaHHSA
reHepuyHUX/ri6puaHNX/6i
0noAibHMX NiKapCbKNx
3ac06iB Nicnsi BHECEHHSA
Tiei camoi 3MiHM Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye
HafaHHS XXOAHWUX HOBUX
[0AAaTKOBUX JaHunX) -
3MiHV BHeceHi Ao
IHCTPYKLi y po3gain
"lMoka3zaHHA"; a TakoxX y
po3ainu: "dapmakonoriyHi
BnacTmsocCTi",
"lMpoTunokasaHHa",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi B1AK B3aemogiin"”,
"OcobnnBOCTi
3acTocyBaHHs",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHsA
rpyaar”, "3aaTtHicte

3a
peyenmom

He
niosnsiecae

UA/11505/02/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BN/IMBATW Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
HWMKU MeXaHi3mamn®,
"Cnocib 3acTocyBaHHs Ta
nosn”, “ditn"
(YyTOYHEHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii™
BiANOBIAHO A0
iHchopmaii
pedhepeHTHOro
nNiKapcbKoro 3acoby
(MingpoHar, kancynv no
250wmr, no 500 wr).

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

BA30MNPO®

kancynu no 500 wmr, no 10
Kancyn y 6nictepi; no 6
6nicTepiB y navuj 3
KapTOHY

MAT "®apmak”

YKpaiHa

MAT "®dapmak”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHW | TUnY - 3MiHK
oo
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu
Y KOpOTKili
XapaKkTepucTui

3a
peyenmom

He
nionseae

UA/11505/02/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKUii ANns MeguyHoro
3acTOCyBaHHS
reHepuyHUX/ri6puaHNX/6i
0noAibHNX NiKapCbKNX
3ac06iB nicnst BHECEHHSA
Tiei camoi 3MiHM Ha
pedhepeHTHWI npenapat
(3MiHa He noTpebye
HafaHHS XXOAHWUX HOBUX
[08aTKOBUX AaHWX) -
3MiHV BHeceHi Ao
IHCTPYKLi y po3gain
"lMoka3zaHHA"; a TakoxX y
po3ainu: "dapmakonorivHi
BnacTmsocTi",
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi B1AK B3aemogiin"”,
"OcobnnBoCTi
3acTocyBaHHs",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaat”, "3aaTtHictb
BMN/IMBATY Ha LIBUAKICTb
peakuii npu kepyBaHHi
aBTOTPaHCMOPTOM ab0o
iHLWMMK MexaHi3mamn',
"Cnoci6 3acTocyBaHHs Ta
posun”, "ditn"
(YTOYHEHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
iHbopmauii
pedoepeHTHOoro
nikapcbKkoro 3acoby
(MingpoHart, kancynu no
250mr, no 500 wr).

MepioAnyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0

Mopsigky 34iicCHEHHS
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

hapmakoHarnagy,
3aTBEPPKEHOrO Haka3oM
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnMmn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

BA/NICAPTAH

NnopoLUOK (cybcTaHLis) y
naketax nonieTUIeHoBUX
ans chapmaueBTMyHOro
3aCTOCYyBaHHSA

TOB "®apma
Crapt"

YKpaiHa

XKelizsH Xyaxaii
dapmacbioTikan
Ko., Nitg

Kutaii

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

He
nionseae

UA/7624/01/01

BITPYM® KAPAIO

TabneTkn, BKPUTI
060n0HKot0, No 60 abo
100 TabneToK y chnakoHi;
no 1 chnakoHy B KOpPOOLi

HOHipapM, IHK.

CLUA

FOHidhapm, IHK.

CLA

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
3MiHu | TURNY - 3MiHK
o0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOPOTKii
XapakTepucTuLj
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHA Ha nigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo AocimKeHb
3 6e3nekun 3aCToCyBaHHSA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo K pesynbTar
OLIiHKM 3BITY 3
JocnifpKeHb, NpoBefeHnx
BifNoBIgHO [0 NnaHy
negjiatpuyHnX
pocnimpkeHs (PIP) (3MiHy

6e3
peyenma

nionsieae

UA/12788/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
nocgio4eHHs

ynakoska)

Y3rofKeHo 3
KOMMETEHTHUM
YMOBHOBaXKEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ON15 MeuyHoro
3acTOCyBaHHsA
NiKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3
IHLIMMK NiKapCbKMn
3acobamu Ta iHLWi BUAN
B3aemMogiji",
"Oco6nmBoCTI
3acTocyBaHHs",
"3paTHiCTb BNMBaTU Ha
LIBMAKICTb peakLiiii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMKU MexaHi3mamm",
"Mepeno3yBaHHA"BigNOBI
[HO [0 OHOBJIEHOT
iHhopmaLii 3 6e3neku
Ai0UMX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
10. BITPYM® LUEHTYPI | Tabnetku, BKpUTI HOHihapM, IHK. CWA FOHichapm, IHK. CWA MepepeecTpauis Ha 6e3 niosnsieae UA/12786/01/01
o060n0Hkoto, no 30 abo HeobMeXeHW TEPMIH. peyenma

100 TabneTok y chnakoHi;
no 1 chnakoHy B KOPO6L

3MiHu | TURY - 3MiHK
o0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOpOTKilA
XapaxkrepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUii 4Nns MegnyHoro
3aCTOCyBaHHA Ha MigcTasi
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekn NikapcbKoro
3acoby, abo focnimpKkeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sik pesynoTar
OLIiHKM 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO A0 NnaHy
negjiatpuyHuX
pocnigpkeHb (PIP) (3MiHy
Y3rOKEHO 3
KOMNETEeHTHUM
YNOBHOB&XXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKL,iT
ONA MeauyHoro
3acTOCyBaHHS
nikapcbkoro 3acoby Ao
po3ainis "B3aemogis 3
HLUIMMKN NiKapCbKMmn
3aco6amu abo iHWi B1uan
B3aemopiji”,
"Oco6nuBocCTi
3acTocyBaHHA",
"MNepeno3yBaHHSA"
BiAMNOBIAHO A0 OHOBNEHOI
iHcbopmaw,ii 3 6e3nekn
Lit04nX PeYOBUH.

MepiognyHicTb NoAaHHA
perynsipHo

OHOB/1OBAHOIO 3BITY 3
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Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayitiHo2o
nocsio4eHHs1

6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
cTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

UA/8463/01/01

11.

FEAENTNKC®
KPAN/I BE3
cnnPTy

Kpansi opasibHi, pO34unH No
50 mMn 'y donakoHi-
KpanesnbHuui; no 1
hnakoHy-KkpanenbHULi y
Kopobui

Kpesesnb
Moiizenb6ax
m6X

HimeyunHa

Kpesesnb
Molizenbb6ax
mM6X

HimeuunHa

MepepeecTpauis Ha
Heo0bMeXeHW TEPMiH.

MepioAnyHICTb NogaHHSA
perynspHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiAnoBiAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
30,0pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3/10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMmn
y NepiognYHOCTI NoJaHHSA
perynsapHux 3BiTiB 3
6e3neku.

bes
peuenma

bes3

nionsicae

nidnsieae

UA/7366/01/01

renb no 301y Ty6i; no 1

TOB "[KOHCOH i

YKpaiHa

"HOHiK

IHAis

MNepepeecTpauis Ha

12.

JVKOPAH®




Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
nntoc Ty6i y KapTOHHiIli KOpoo6Li DKOHCOH YkpaiHa" $apmacbloTukan HeobMeXeHuli TEPMIH. peuenma
Na6opaTtopisz" 3MiHu | TUnYy - 3MiHK
(BipgineHHs woao
ipmu "Ox. B. 6e3nekn/edekTBHOCTI Ta
Kemikans eHp, hapmakoHarnsgy. 3miHa
dapmacbloTrKan Y KOpOTKIiiA
3/114.") XapaktepucTuui

nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT N8 MeguyHoro
3aCTOCYBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo focnimkeHb
3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynoTar
OLIiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHnx
Bi4NoBIAHO [0 NaHy
negjiatpuyHnx
pocnigxeHs (PIP) (3miHy
Y3rO[KeHO 3
KOMMETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3acTOCyBaHHS
NiKapcbKoro 3acoby Ao
po3ginis "dapMakonoriyHi
BnacTuBoCTi"(pefarysaHH
A TEKCTY),
"lMpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi B1AK B3aemogiin"”,
"OcobnnBoCTi
3acTocyBaHHs",
"3acTocyBaHHs y nepiog,
BariTHOCTI Ta rogyBaHHs
rPyAAH0" (YTOUHEHHSA
iHcpopmawii), "Cnocio
3aCTOCyBaHHA Ta
0031"(YTOYHEHHS
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

iHhopmawii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii”
BiANOBIAHO 4,0 OHOB/IEHOT
iHchbopmaw,ii 3 6esnekn
Ail0UnX PeyoBuH Ta
MaTtepianis
peecTpauinHoro focLE.

MepioAnyHICTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YKpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

13.

OVNIPUAAMON

Tabnetku no 25 mr no 20
Tabnetok y 6nictepi, no 2
6nicTepy B nayuyj 3
KapTOHY

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHWYNIA

LleHTp
"BopLuariBcbkuii
XiMmiKoO-
hapmaLleBTUYHNI
3aBog”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYUIA

LeHTp
"BopLyariBcbKuii
XimiKo-
hapmauleBTUYHN

i 3aBoA",

YKpaiHa;

ToBapucTso 3
06MeXeHoto
BignoBigasibHICT
10 "Arpodpapm”,

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3MiHn | TURY - 3MiHK
oo
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro

3a
peyenmom

He
nionsieae

UA/8680/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
YkpaiHa 3acoby, abo focnigKeHb
3 6e3nekn 3acToCcyBaHHs

nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sik pesynoTar
OLIiHKM 3BITY 3
JocnifxeHb, NpoBeAeHnx
BiANOBIAHO A0 nnaHy
negjiatpuyHuX
pocnipkeHb (PIP) (3MiHYy
Y3rOKEHO 3
KOMNETEeHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKL,iT
AN MeauyHoro
3acTOCyBaHHSA
nikapcbkoro 3aco6y Ao
posginis: "B3aemogis 3
HLUIMMKN NiKapCbKMmn
3aco6amu Ta iHwWi Buan
B3aemopiji”,
"Oco6nuBoCTi
3actocyBaHHs", "diTn"
(yTouHeHHs iHdopMmaLii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii™
BiANOBIAHO A0 OHOB/IEHOT
iHchbopmaw,ii 3 6esnekn
Ait040T pEYOBYHN
nikapcbKoro 3acoby.

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0

Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y

pefakuii Hakasy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.
14. I3ONTUH® TabneTku, BKpUTI ABGOTT HimeuyunHa BMPOGHMLTBO, HimeuunHa/ MepepeecTpauis Ha 3a He UA/7175/01/02
NAiBKOBOK 060/I0HKOID, NO Nab6opaTtopi3 nakyBaHHs, peuis HeobMeXeHuli TEPMIH. peyenmom nionsieae
80 mr, no 20 TabneTok y M6X KOHTPO/Ib SIKOCTI 3MiHn | TURY - 3MiHKn

6nicTepi; no 5 6nictepiB y
KapTOHHIA KopobLi; no 10
TabneTok y 6nictepi; no
10 6nicTepiB y KApTOHHIi
Kopobui

Ta BUNYCK cepil:
AG6GBI [oliunaHpg,
v6X i Ko. KT,
HimeuyunHa
abo
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNycK cepil:
damap A.B.E.
AHTOYCCa
MnanT, Mpeuis

oo
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy.
BBegeHHs abo 3MiHu A0
y3arasibHeHUX JaHnX npo
cmuctemy
dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOBaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy
3asBHUKA A9 3MiACHEHHS
thapmakoHarnsgy B
YKpaliHi, fKLLLO BOHa
BiAMIHHA Bif
YMOBHOBAXEHOT 0CO6H,
Bi4nNoBigaNbHOT 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/IKOYAKOYN KOHTAKTHi
AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy) -
3MiHa KOHTaKTHMX AaHnX
KOHTaKTHOI 0co6bm

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJ1HOBAHOIO 3BITY 3
6e3neku BigNoOBIAHO f0
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6e3nekun

15.

IHFANINT-
340POB'S

cnpeii gns poToBol
NMOPOXHUHW No 30 M1y
6an0Hi 3 K1anoHoOM-
Hacocom, no 1 6anoHy 3
HacafiKolo-po3nuoBayem
i 3aXMCHUM KOBMAYKOM Y
KapTOHHIl Kopobui

ToBapucTBO 3
06MexeHo
BiANoBifasIbHICTIO
"®dapmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapucTso 3
06MexeHo
BignoBigasibHICT
10
"GapmaueBTUyH
a KoMnaHis
"3p0pos'a”

Ykpaina

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
3MiHW | TNy - 3MiHK
o0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa
Y KOPOTKilA
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTPYKUiT N8 MeguyHoro
3acTOCyBaHHSA Ha niacTasi
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AocnigKeHb
3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHuii
nepiog, abo K pesynbTar
OL}iHKM 3BITY 3
AOCnigpKeHb, NpoBeAeHNX
BiANoBigHO [0 nnaHy
nefiaTpuyHmx
pocnigxeHb (PIP) (3MiHy
Y3rO[pKeHo 3
KOMNETEeHTHUM
YMOBHOB&XEHUM

6e3
peyenma

nionsieae

UA/3937/02/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ANA MeAuyHoro
3acTOCyBaHHS
nNiKapcbKoro 3acoby Ao
po3ginis "Cnoci6
3acToCyBaHHA Ta Ao3n"
Ta "Mo6iuHi peakwyji"
BiAMNOBIAHO A0 OHOB/IEHOT
iHchopmaLii 3 6e3neku
3aCTOCYBaHHS fjilounx
PEYOoBYH.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiumn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3nekn

16.

KANEHAYNA
MA3b

Ma3sb o 20 r y Ty6i; no 1
Ty6i y mayui; no 20 ry
Ty6ax

TOB
"TepHodhapm"

YKpaiHa

TOB
"TepHodhapm"

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHWn TEPMIH.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOpPOHM

Ees
peyenma

nionsieae

UA/8418/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnMmn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

17.

KAHECTEH®

TabneTkn BariHasibHi No
100 wmr, no 6 TabneTok y
6nicTepi; no 1 6nictepy B
KOMNJIEeKTi 3 annikaTopom
B KapTOHHIi kopo6Lyi

Baiiep KoHcblomep
Kep Al

LLiBeiiuapis

Baiiep Al

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHu Il TUnYy - 3MiHn
oo
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHu
Y KOpOTKili
XapakTepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii ANns MeguyHoro
3aCTOCYyBaHHSA Yy 3B'A3KY i3
HOBUMW J@aHUMW 3 AKOCTI,
LOKMIHIYHUMM, KNIHIYHUMN
JaHuMK Ta AiaHuMK 3
hapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCyBaHHSA
nNiKapcbKoro 3acoby Ao
po3zinis "®apmakonoriyHi
BNacTUBOCTI" (YTOUHEHHS
hopMy toBaHHS),
"Oco6nuBocTi
3acTocyBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTI Ta rogyBaHHs
rpyaat”, "3aaTtHicTb
BNAVBaTU Ha LWBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpPaHCNoOpTOM
iHLWIMMK MexaHi3mammn”

6e3
peuyenma

nionsieae

UA/3588/03/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiAMNOBIAHO O MaTepianis
peecTpaLinHoOro 4oChbe.

MepioAnyHICTb NoAaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

18.

KAHECTEH®

TabneTky BariHabHi No
200 mr, no 3 TabneTkn y
6nictepi; no 1 6nictepy B
KOMMNJIEKTi 3 annikatopom
B KapTOHHI Kopo6Lyi

Baiiep KoHcblomep
Kep Al

LLiBeiuapis

Baiiep Al

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3miHn Il TUny - 3MiHn
oo
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy. 3MiHu
Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHS y 3B'A3KY i3
HOBMMW JaHNMW 3 AKOCTI,
LOKNIHIYHUMMA, KAIHIYHUMUN
JaHVMK Ta JaHUMK 3
cthapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKLT
ONs MeguyHoro
3acToCcyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi

6e3
peuyenma

niosnsiecae

UA/3588/03/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BNacTUBOCTI" (YTOUHEHHS
hopMy toBaHHS),
"OcobnnBOoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTI Ta rogyBaHHs
rpyaar”, "3aaTtHicTb
BN/IMBATW Ha LIBUAKICTb
peakujii mpy KepyBaHHi
aBTOTpPaHCNoOpTOM
iHLIMMKN MexaHizmamn”
BiANOBIAHO A0 MaTepiasnis
peecTpaLiiHoro Aocbe.

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6esneku.

19.

KAHECTEH®

TabneTku BariHasibHi No
500 wr, no 1 TabneTui y
6nictepi; no 1 6nictepy B
KOMMNJIEKTi 3 annikaTopom
B KapTOHHIi kopo6ui

Baiiep KoHcblomep
Kep Al

LLisefiuapis

Baiep Al

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
3MiHu Il TUny - 3MiHn
o0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHu
Y KOPOTKilA
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta

6e3
peyenma

nionsieae

UA/3588/03/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA y 3B'A3KY i3
HOBMMW JaHUMW 3 AKOCTI,
LOKNIHIYHUMMA, KNIHIYHUMUN
JaHVMK Ta JaHUMK 3
hapmakoHarnsgy - 3miHu
BHECEHO A0 IHCTPYKLT
ONs MeguyHoro
3acToCyBaHHSA
nikapcbkoro 3acoby Ao
po3zinis "®apmakonoriyHi
B/1ACTMBOCTI" (YTOUHEHHS
hopMy/ItOBaHHS),
"Oco6nuBocCTi
3acTocyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHOCTI Ta rogyBaHHs
rpyaAar”, "3paartHictb
BN/IMBATW Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpPaHCNopToM
IHLWIMMK MexaHi3mamm”
BIANOBIAHO A0 MaTepiasnis
peecTpauiiHoro 4OChE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

6e3neku.

20.

KMWUHY nnoan

nnogm no 50 ry navuyi 3
BHYTPILLHIM NakeTom

MpAT "NikTpasn”

Ykpaina

MpAT
"NikTpasun"

Ykpaina

MepepeecTpauis Ha
HeobMeXeHWii TEPMIH.

MepiognyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3nekun BiAMOBIAHO A0
MopsaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnMmn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

bes
peyenma

nionsieae

UA/7082/01/01

21.

NEBOKOM
PETAP[,

TabneTky NPOSIOHroBaHoI
4ii, BKpUTI NNiBKOBOKO
060n0Hkoto, 200 mMr/50 mr
no 10 TabneTtok y
6nictepi; no 3 a6o no 10
6nicTepiB y nauuj 3
KapToHY

TOB "dapma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

MepepeecTpauis Ha
HEOOMEXEHU TEPMiH.
3MiHW | TUnNY - 3MiHK
wono
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa
y KOpOTKili
XapakTepucTuui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUii AN MeguyHoro
3acToCyBaHHSA Ha niacrasi
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo fAocnigKeHb
3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpaviiHnii
nepiog, abo sik pesynstart

3a
peyenmom

He
nionsieae

UA/7844/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
OL}iHKM 3BITY 3
AOCnigpKeHb, NpoBeAeHNX

BiANOBIAHO A0 MnaHy
nefiaTpuyHmx
pocnigxeHb (PIP) (3MiHy
Y3rO[pKeHo 3
KOMNETeHTHUM
YNOBHOB&XEHNM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKLT
ONs MeguyHoro
3acTOCyBaHHSA
niKapcbKoro 3acoby y
po3ginu: "Blaemogis 3
HLIMMKW NiKapCbKNMKn
3acob6amu Ta iHLWi Buan
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié
3acTocyBaHHA Ta 4o3un"
(iHchopmauist 3 6esneku),
"OiTn" (YTOYHEHHS
iHchopmawuii),
"Mepepo3yBaHHA",
"Mo6iyHI peakuii”
BiAAMNOBIAHO A0 OHOBMEHOI
iHchbopmaw,ii 3 6e3nekn
Lito40T PeYOBUHN.

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0

Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016

poky 3a Ne 1649/29779 (y

pefakuii Hakasy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

22,

MAKCUTPON®

Kpansi o4Hi no 5 mny
hNakoHi-KpanenbHULL
"Apon-TeitHep®"; no 1
onakoHy-kpanenbHUL
"[Opon-TeiitHep®" B
KOpo6L,i 3 KapTOHY

HosapTic ®apma
Al

LLiBeiuapis

ANKoH - KyBpbop

Benbriga

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3minn [l TUny - 3MiHn

oo
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3MiHu

Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHS y 3B'A3KY i3
HOBMMW J@HVMWU 3 AKOCTI,
LOKNIHIYHUMMA, KAIHIYHUMUN
JaHVMK Ta JaHuMK 3
cthapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKLT
ONs MeguyHoro
3acToCcyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis

"lMpoTunokasaHHa",

"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi B1AK B3aemogiin"”,
"OcobnnBOCTi
3acTocyBaHHs",
"3acTocyBaHHA y nepiof
BariTHOCTI Ta rogyBaHHs
rPyAAH0" (YTOUHEHHSA
iHchbopmawii), "MobiuHi
peaxuii " BignoBigHo A0
marepianis
peecTpaLiiHoro Aocbe.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJ1HOBAHOIO 3BITY 3
6e3neku BigNoOBIAHO f0

3a
peyenmom

He
nionsieae

UA/8329/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6esneku.

23.

MOKCU®DTOP 400

TabneTkn, BKPUTI
060n0Hkoto, Nno 400 mr; in
bulk Ne5x10, Ne5x20,
Ne5x40: no 5 Tabnetok y
6nicTepi; no 10 abo no 20,
a60 no 40 6nicTepiB y
KapTOHHIl Kopobui

ToppeHT
PapmacbloTiKasic
nrg

IHais

ToppeHT
PapmacbioTikasn
c ity

IHais

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
3MiHW | TNy - 3MiHK
oo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy.
BeefeHHs abo 3MiHun [0
y3arasibHeHuX AaHnx npo
cuctemy
hapmakoHarnsgy
(BBEEHHSA Y3arasibHEHUX
[aHvX Npo cuctemy
hapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
hapmakoHarnagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy
3aABHUKa 419 3AiICHEHHS
thapmakoHarnsgy s
YKpaiHi, KL BOHa
BigMiHHA Big,
YNOBHOBaXEHOT 0CcOo6M,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
hapmakoHarnagy
(BK/IKOYAKOYM KOHTAKTHi

He
nionsicae

UA/13738/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

[AaHi) Ta/abo 3MiHW y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy)
MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

24.

MOKCU®DTOP 400

TabneTku, BKPUTI
060/10HKO0, N0 400 Mr; Mo
5 TabneTtok y 6nictepi; no
1 6nicTepy B KAPTOHHI
Kopobui

ToppeHT
dapmacbloTikasc
nTg,

IHais

ToppeHT
dapmacbioTikan
c iTq,

IHAis

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHW | TUnY - 3MiHK
oo
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu
Y KOpOTKili
XapakTepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii 4ns MeguyHoro
3acToCcyBaHHSA
reHepuYHnX/riopuaHnx/6i
0noAibHNX NiKapCbKMNX
3ac06iB Nicns BHECEHHSA
Tiei camo’i 3MiHM Ha
pedoepeHTHUIA npenapaT
(3miHa He noTpebye
Ha/JaHHS XOAHNX HOBUX
[04AaTKOBUX AaHWX) -

3a
peyenmom

He
nionseae

UA/12270/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
nocgio4eHHs

ynakoska)

3MiHV BHeceHi Ao
IHCTPYKLi y po3gain
"MMoka3zaHHA"; a TakoxX y
po3ainu: "dapmakonorivHi
BnacTmsocTi",
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi B1AKM B3aemogiin"”,
"OcobnnBOCTi
3acTocyBaHHs",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTtHictb
BMN/IMBATY Ha LIBUAKICTb
peakuii npu kepyBaHHi
aBTOTPaHCMOPTOM ab0o
iHLWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHs Ta
posun”, "ditn"
(peparyBaHHs),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BiANOBIAHO A0
iHdbopmauii
pedoepeHTHOro
nikapcbKkoro 3acoby
(ABenokc, Tabnetku,
BKPUTI 060/10HKOIO, NO
400 wmr). 3miHu | TNy -
3MiHM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy.
BBeaeHHsA abo 3MiHM A0
y3araslbHeHUX AaHnx npo
cuctemy
chapmakoHarnsgy
(BBEAEHHSA Y3arasibHEHUX
AaHuX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
chapmakoHarnsgy
3asBHMKA AN 3AIVICHEHHSA
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

chapmakoHarnsgy B
YKpaiHi, KL BOHA
BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy
(BK/OYAKOYM KOHTAKTHi
[AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsay)

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiumn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

25.

MOP®O/IHIEBA
CINb TIA3OTHOI
KACNOTHN

NnopoLUOK (cybcTaHLis) y
noABiNHNX
nonieTUIeHOBNX nakeTax
ans chapmaueBTMUHOrO
3acToCcyBaHHsA

NAT
"KuiBmegnpenapa
™

YKpaiHa

Eppenxieppe
C.n.A.

ITanisa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

He
nionseae

UA/12856/01/01

26.

HATPIIO X/10PUA

pO34uH ANs iHgysili, 9
mr/mn no 100 mn a6o 200
mn a6o 400 mn 'y
nnswekax; no 100 mn a6o
200 mn a6o 250 mn abo
400 mn a6o 500 ma abo

TOB "tOpis-Papm”

YKpaiHa

TOB "lOpis-
Papm"”

YkpaiHa

MepepeecTpais Ha
Heo6MeXeHU i TepPMiH.

MepioAnyHICTb NofaHHSA
perynsipHo
OHOB/IIOBAHOIO 3BITY 3

3a
peyenmom

He
nionsieae

UA/8331/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
1000 mn a6o 2000 mn a6o 6e3neku BiANOBIAHO A0
3000 mn abo 5000 mny Mopsaaky 34iiCHeHHS
KOHTeliHepax noniMepHuX hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHM
3[,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
cTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

27. OKYNOXEENb Kpanni o4Hi no 0,45 mn Bionoriwe HimeuyunHa Brpo6HWK, LWo HimeyunHa MepepeecTpauis Ha 6e3 niosnsieae UA/8258/01/01
PO34MHY B NONiETUNEHOBIl XanbMmiTTens Bignosigae 3a HeobMeXeHuli TEPMIH. peuenma
kancyni; no 15 (5x3) Xeenb TM6X BTOPVIHHE 3MiHu | TUNY - 3MiHK
Kancyn y kapTOHHIl nakyBaHHSA Ta oo
Kopobui BUNYCK cepil: 6e3nekn/edpekTBHOCTI Ta

Bionoriwe thapmakoHarnsgy.
Xahnbmitre b BBepgeHHs abo 3MiHM A0
Xeenb M'M6X, y3arasibHeHUX AaHux npo

HimeuumnHa; cuctemy
Bnpo6HmK dhapmakoHarnsgy
Hepo3dacoBaHo (BBEAEHHS y3araslbHEHNX
ro NpoaykKTy, [AaHvX Npo cuctemy
nepBuHHe thapmakoHarnagy, 3miHa
nakyBaHHS: yNOBHOBaXeHOi 0cobu,

Xononak BigNoBigasIbHOI 3a

depnakyHrcTekH 3AiiCHeHHA
ik TM6X, hapmakoHarnagy;
HimeuumnHa; KOHTaKTHOI ocobm 3

MepBuHHE dhapmakoHarnsgy

nakyBaHHS: 3asBHUKA A9 3MiACHEHHS

Xononak thapmakoHarnsgy B

depnakyHrcTekH YKpaliHi, AKLLO BOHa
ik TM6X, BiAMIHHA Bif
HimeuumnHa; YMOBHOBAXEHOT 0CO6H,
Brpo6HMK Bi4NoBigaNbHOT 3a
Hepo3giacoBaHO 3[jiiCHEHHS

ro NpoAyKTY,

dpapmakoHarnsay
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nepBuHHe
nakyBaHHs:
®dapma LUTyNnLH
vo6X,
HimeuunHa

(BK/KOYAKOYM KOHTAKTHi
fAaHi) Ta/abo 3miHW y
PO3MiLLieHHI MacTep-

(paiina cuctemu
hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHuX

YMNOBHOBaXEHOI 0co6u

3asBHVKa

MepioAnyHICTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YKpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

28.

MNO3UNHEI

MOPOLUOK /151 PO3UMHY
Ans iH'ekuii no 2000 wr, 1
ch1aKkoH 3 NOPOLLKOM Y
KapTOHHIA KopoobLi

AypobiHgo ®apma
nrg

IHAjA

AypobiHao
dapwma fimiten,
FOHIT-VI

IHAjA

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3MiHn | TURY - 3MiHK
oo
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro

3a
peyenmom

He
nionsieae

UA/12820/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

3acoby, abo focnigKeHb

3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sik pesynoTar
OLIiHKM 3BITY 3
JocnifxeHb, NpoBeAeHnx
BiANOBIAHO A0 nnaHy
negjiatpuyHuX
pocnipkeHb (PIP) (3MiHYy
Y3rOKEHO 3
KOMNETEeHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO A0 iIHCTPYKLi y
po3zainu "®apmakonoriyHi
BractmsocTi", "B3aemogis
3 HWKMK NiKapCbKMU
3acob6amu Ta iHLWi Buan
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHA",
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCMOPTOM ab0o
iHWMMK MexaHi3smamn',
"Cnoci6 3acTocyBaHHs Ta
fo3n", "Mob6iuHi peakwyii”,
"HecymicHicTb"
(peparyBaHHs)
BiAMNOBIAHO A0 OHOBNEHOI
iHcbopmaw,ii 3 6e3nekn
Lito40i pevOBUHN.

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsaaky 34iACHEHHS
thapmakoHarnsgy,
3aTBEPMAKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B

MiHicTepcTBi tocTuii
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

29,

MNO3UNHEI

MOPOLLOK /151 PO3UMHY
Ans iH'exuii no 1000 wr, 1
ch/1aKoH 3 NOPOLLKOM Y
KapTOHHIlA KopoobLi

AypobiHgo ®apma
nrg

IHAjA

AypobiHao
dapwma Nimiten,
FOHIT-VI

IHAjA

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3MiHn | TURY - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa
Y KOpOTKiiA
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo focnioKeHb
3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3
JocnifpxeHb, NpoBeAeHnX
Bi4MNOBIAHO 0 NiaHy
negjiatpuyHux
pocnigpkeHb (PIP) (3MiHy
Y3rO[KeHo 3
KOMMETEHTHUM
YNOBHOB&XXEHNM
opraHom) - 3MiHn
BHECEHO 0 IHCTPYKLi y
po3gainu "®apmakonoriyHi
BnactueocTi", "B3aemopis
3 iHWMMK NiKapCbKUMu
3aco6amu Ta iHLWi Buan

B3aemoain-,

3a
peyenmom

He
nionsieae

UA/12820/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"Oco6nmBoCTi
3acTocyBaHHs",
"3paTHiCTb BNMBaATU Ha
LWBMUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopToM abo
HLWIMMKU MexaHi3mamm",
"Cnocib 3acTocyBaHHs Ta
[o3n", "To6iuHi peakuyii”,
"HecymicHicTb"
(peparyBaHHs)
BiAMNOBIAHO A0 OHOB/IEHOT
iHchopmadii 3 6e3neku
Lit040T PEYOBMHN.

MepioAnyHICTb NoAaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
cTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.

30.

CONMNAJAEIH®

Tabnetku, no 12 TabneTok
y 6nictepi; no 1 6nictepy
B KapTOHHI kopo6Lyi

nakcoCmiTKnsiiH
KoHcbromep
Xenckep (KOK)
Tpenginr Nimites

Benuka
BpuTaHis

"nakcoCwmitKna
H [aHrapeaH
Niviteq

IpnaHgis

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.
3miHn Il TUny - 3MiHn
oo
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3MiHu
Y KOpOTKiiA
XapakTepucTuLi

3a
peyenmom

He
nionsieae

UA/4740/03/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKUii ANns MeguyHoro
3aCTOCYyBaHHSA Y 3B'A3KY i3
HOBUMW JaHUMWU 3 SKOCTI,
LOKNIHIYHUMMA, KNIHIYHUMMN
JaHuMU Ta AaHuMK 3
thapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKL,i
AN MeauyHoro
3acTOCyBaHHSA
nikapcbkoro 3aco6y Ao
po3ainis
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMmn
nikapcbknmy 3acobamu
Ta iHWi BMAW B3aeMOgjin",
"Oco6nuBocTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwji "
BiANOBIAHO O MaTepianis
peecTpaLiniHoOro 4oChbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

31.

CODOPU
‘i-lI'IOHC“bKO'I'
HACTOUMKA

HacToiika no 40 mn y
onakoHax; no 40 mny
chnakoHi; no 1 chnakoHy B
nauui

MpAT
dapmaLeBTnyHa
chabpvka "Biona"

YKpaiHa

MpAT
PapmaneBTUYHa
habpuka
"Biona"

YkpaiHa

MepepeecTpaLis Ha
HeobMeXeHW TEPMIH.

MepioAnyHICTb NoAaHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iicCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3Ha4eHnMmn
y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3nekun

6e3
peuyenma

nionsieae

UA/0366/01/01

32,

TPAHEKCAM

pO34nH ANA iH'ekuiid, 50
mr/mn no 5 mn B amnynax
Ne5 (5x1), Ne10 (5x2) y
KOHTYPHIli YapyHKOBIl
ynakoBLi B nayi

AT "Hwxdapm"

Pociiicbka
bepepauis

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YkpaiHa

MepepeecTpavis Ha 5
pokKiB. 3MiHY | TVNYy -
Ceprtucpikat
BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/CepTudiikaT
BiANOBIQHOCTI
€Bponelicbkiit
hapmakonei Wwoao
rybuaroi eHuedanonarii.
3MiHW, NOB’A3aHi 3
HEOOXiAHICTIO
npuBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii lepxxasHoi
hapmakonei YkpaiHu abo
€BponelicbKoi
thapmakonei (3miHa y
cneumagikauinx,
nos’sA3aHa 3i 3miHamu B
[lepxasHiin chapmakonei

3a
peyenmom

He
nionsieae

UA/7884/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
Ykpainu abo

€Bponelicbkiii
thapmakonei) —
nprBeAeHHA
cneuudikavii Ta MeTogiB
KOHTPOIO AKOCTi BOAW
0N iH'eKUii 1o BUMOT
MOHorpadii «Water for
injection» gitouoro
BUAaHHA €P. 3MiHn |
Tuny - FoToBMi
nikapcbknii 3aci6.
KoHTponb rotoBoro
nNikapcbKoro 3acooby.
3miHa napameTpiB
cneuudikauii Ta/abo
[OMYyCTUMNX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (L0NOBHEHHS
cneyudikaLii HOBUM
MOKa3HNKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) -
BBEJEHHS MOKa3HWKIB
«BbakTepianbHi
€HOO0TOKCUHWN»,
«MexaHi4Hi BKOYEHHS:
HEBUAUMI HaCTKU». 3MiHN
| Tuny - FoToBMi
nikapcbknii 3aci6.
KoHTponb rotoBoro
nNikapcbKoro 3acooby.
3miHa y MmeToaax
BUMNPOOYBaHHA rOTOBOr0
nikapcbkoro 3acoby
(He3HayHa 3miHa y
3aTBEPMXKEHNX MeToAaxX
BMNpo6yBaHHSA). CynyTHSA
3MiHa
- FoToBWMIA NnikapcbKkuii
3aci6. KoHTposib roToBoro
nikapcbKoro 3acoby.
3MmiHa napameTpis
cneundikauivi Ta/abo
[OMYyCTUMMX MEX
roTOBOrO /iKapCbKoro
3aco6y (iHWi 3MiHWK) -
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
3MiHM KpUTeEpIiB
NPUAHATHOCTI 3a
nokasHukom «CynpoBigHi

[LOMIiLLKM» BIANOBIAHO A0
Bractmsoctein Ad|
(«TRANEXAMIC ACID»
€¢.8.0.). 3miHu | TVNY -
[oTOBMIA NiKapCbKuii
3aci6. KoHTposb roToBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneundikauii Ta/abo
[OMYyCTUMNX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (BUNyYEHHS
He3Ha4yHOro nokasHuka
(ranpuknag, BUNyYeHHS
3acTapinoro nokasHuka)) -
BU/TYYEHHS NOKa3HMKa
«[liporeHuns», ockinbkn
BBOANTLCA NMOKa3HWK
«BbakTepianbHi
€HOO0TOKCUMHUY». 3MiHK |
MRy - AAMiHICTpaTWBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
afipecu 3asBHUKa
(BnacHvka
peecTpauinHoro
nocBigyeHHs)- 3MiHa
Ha3BuW Ta agpecu
3asBHUKA. 3MiHW | TUny -
3MiHK 3 SKOCTi. FoTOBWIA

BBELEHHA 404aTKOBOT
LOiNbHULL BUPOBHULTBA

BUPOGHMYOro npouecy
rOTOBOrO NiKapCbKoro
3acoby (ginbHUUA ans

nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo

AN YacTnHU abo BCbOro

BTOPVHHOIO NakyBaHHS) -
BBefeHHA AinbHUL Ans
BTOPVHHOTIO NakKyBaHHS1.

3MiHu | TUnYy - 3MiHM 3
AKocTi. FoToBUIA

nikapcbkuii 3aci6. 3MiHn y




dopma sunycky

3asiBHUK

KpaiHa
3asiBHUKa

47

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa Ymosu
Bionycky

npoyeoypa

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

n/n

Ha3sBsa nikapcbko2o
3acoby

(nikapcbka chopma,
ynakoska)

BMPOBGHUUTBI. 3amiHa abo
BBE[EHHS [OAATKOBOI
OiNbHULI BUpO6HULTBA

[N YacTUHM 260 BCbOTO

BMPOBHMYOro npouecy
roTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
NepPBMHHOIO NakyBaHHS) -
BBepgeHHs AinbHuLi Ans
NepBUHHOTO NaKyBaHHS.
3MiHn | TUnYy - 3MiHn 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBELEHHA 404aTKOBOT
LOiNbHULL BUPOBHULTBA
AN YacTnHU abo BCbOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKoro
3aco6by (ginbHMUSA, Ha SKil
npoBoAATLCS 6yab-SKi
BUPOGHMUI cTajji, 3a
BWHATKOM BUMYCKY Cepii,
KOHTPO/IIO AKOCTi Ta
BTOPVHHOIO NakyBaHHS
015 CTePUNbHUX
nikapcbKknx 3acobis
(BKOUAOUM BUPOOGIEHI
acenTUYyHUM MeToAoM),
KpiM nikapcbKnx 3aco6iB

TMNy - 3MiHN 3 SKOCTI.
FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo

6ionoriyHoro/iMyHoNOriYH
Oro NOXOKEHHS). 3MiHu |

CTOCYHOTbCS BUMYCKY cepil
Ta KOHTPOSIIO AKOCTI
roTOBOrO /iKapCbKoro
3acoby (3amiHa abo
JofaBaHHsA BUPOGHMKa,
Lo Bignosigae 3a
BBE3€EHHA Ta/abo BuMMycK
cepii) - Bknoyatoun
KOHTPO/1b/BUNPOBYBaHHSA

cepii. 3miHn Il Tuny - Ad|
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Peknamys

Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

aHHs

peecmpayitiHo2o
nocsio4eHHs1

ynakoska)

a6o fitoya pevoBuHa.
Brpo6HMUTBO. 3MmiHa
BMPOGHMKa
BUXIQHOTO/NPOMIXXHOTO
npoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y
BUPOBHMYOMY NpoLieci
A®l| abo gjroyoi
peyoBUHM, abo 3MiHa
BMpOGHUKa (BK/IHOYAUN,
e HeobxiaHo, micue
npoBeAeHHs1 KOHTPO/I0
[aKocTi) APl abo aitouoi
peyoBuUHM (3a BiACYTHOCTI
cepTudiikata
BignoBigHOCTI
€Bponelicbkiii
hapmakonei y
mMaTtepianax
peecTpauiniHOro 4OChE)
(BBEAEHHS HOBOTO
BMpO6HUKa AdDI abo
Ait040T peyvoBUHN 3
HaJaHHAM matepianis
peecTpauiiHoro Aocbe
(macTep-thaiina) Ha
Ailo4y peyoBuHY) -
BBegeHHS BUPOBHMKa
Aitoyoi pevoBnHN Kariosa
dapma Kemikan Ko.J114.,
ANoHis.

3a

He

UA/3850/01/02

33.

YPOKIHA3A
MEAAK

MOPOLLIOK A1 PO3UMHY
Ans iH'ekuili Ta iHdys3il, no
10 000 MO, 1 cknsHwiA
ch1akoH 3 NOPOLLKOM B
KapTOHHIA KopoobLi

Megak
lesenbwadT throp
KniHiwe
LLineuianbnpenapa
Te M6X

HimeyunHa

Brpo6HuK, Lwo
BignoBsigae 3a
nakyBaHHs,
MapKyBaHHS Ta
3a BUNYCK cepil:
Mepak
esenbadT
hrop KNiHiwe
Lneuianbnpena
pare M6X,

HimeuuunHa,;
Bupo6Huk
roToBol
niKapcbKoi
¢opmum in bulk:

I"piH Kpocc

Himeyuunna/
Kopes

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.
3MiHW | TUnY - 3MiHK
o0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa
Y KOPOTKilA
xapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTPYKUIT N8 MeguyHoro
3acTOCyBaHHSA Ha niacTasi
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro

3acoby, abo AocaimKeHb

peyerimom

nionsiecae
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
KopnopeWLuH, 3 6e3nekn 3acToCyBaHHs
Kopest nikapcbKoro 3acoby B

nicnsapeecTpauiiiHnii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3
JocnifKeHb, NpoBeAeHUX
Bi4NoBIAHO [0 NaHy
negjiatpuyHnx
pocnigxeHs (PIP) (3MmiHy
Y3rO[KeHO 3
KOMNETEHTHUM
YMNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO A0 IHCTPYKL,i
ANA MeuyHoro
3acToCyBaHHSA
NiKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3
IHLIMMK NiKapCbKuMn
3acobamu Ta iHLWi BUam
B3aEMOgiit", "3aaTHicTb
BN/IMBATW Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopToM abo
HWMK MeXaHi3mamn®,
"Cnocib 3acTocyBaHHA Ta
[03n" (YyTOUHEHHS
iHdhopmawtii), "Mo6GiyHi
peakuji " BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3
6e3neku gjtoyoi
peyoBuHW. 3MiHu | TNy -
3MiHM Wwoao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy.
BBepggeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHnX npo
cmuctemy
dhapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX
[OaHvX Npo cuctemy
hapmakoHarnsgy, 3amiHa
YNOBHOBAaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
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Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayitiHo2o

noceio4YeHHs

ynakoska)

chapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
chapmakoHarnsgy B
YKpaliHi, SIKLLLO BOHa
BiAMiHHA Bif,
yMOBHOBaXeHOT 0cobwm,
BignoBiganbHoI 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BK/KOYAKOYM KOHTAKTHi
fAaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-
(paiina cuctemu
hapmakoHarnsay)
MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6esneku.

3a

He

UA/3850/01/03

34.

YPOKIHA3A
MEAAK

MOPOLLIOK A1 PO3UMHY
Ans iH'ekuili Ta iHdys3il, no
500 000 MO, 1 cknsaHwuit
ch1akoH 3 NOPOLLKOM B
KapTOHHIlA KopoobLi

Megak

lesenbwadT dhrop

KNiHiwe

LLineuianbnpenapa

Te M6X

HimeyunHa

Brpo6HuK, Lwo
BiAnoBsigae 3a
nakyBaHHs,
MapKyBaHHS Ta
3a BUNYCK cepil:
Mepak
esenbadT
hrop KNiHiwe
Lneuianbnpena

pare mM6X,

Himeyuunna/
Kopes

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.

3MiHW | TNy - 3MiHK

o0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa
Y KOPOTKilA
XapakTepucTuLi

nikapcbKoro 3acoby,

TEKCTi MapKyBaHHs Ta

peyerimom

niosnsiecae




n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

HimeuuunHa;
Brpo6HMK
roToBoI
niKkapcbkoi

opmum in bulk:

I"piH Kpocc
KopnopeiiiH,
Kopes

IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA Ha MigcTasi
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo focnimkeHb
3 6e3nekn 3acCToCyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3
AocnifKeHb, NpoBeAeHNX
Bi4NoBIgHO A0 NaHy
negjiatpuyHnx
pocnigxeHs (PIP) (3miHy
Y3rO[KeHO 3
KOMNETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ANA MeAuyHoro
3acTOCyBaHHS
nNiKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3
IHLIMMK NiKapCbKMn
3acob6amu Ta iHLWi BUAN
B3aEMOgiit", "3aaTHicTb
BN/IMBATW Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
HWMKU MeXaHi3mamn®,
"Cnocib 3acTocyBaHHA Ta
[03n" (YyTOUHEHHS
iHdhopmawtii), "Mo6GiyHi
peakuji " BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun gjtoyoi
peyoBuHW. 3MiHu | TNy -
3MiHM Wwoao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy.
BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHnX npo
cmuctemy
dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX
[aHvX Npo cuctemy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

thapmakoHarnagy, amiHa
YNOBHOBAXXEHOT 0CO6H,
BignoBigasibHOI 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
chapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
chapmakoHarnsgy B
YKpaliHi, SIKLLLO BOHa
BiAMiHHA Bif,
yMOBHOBaXeHOT 0cobw,
BignoBiganbHoI 3a
3[iiCHEHHSA
dhapmakoHarnsgy
(BK/KOYAKOYM KOHTAKTHi
[AaHi) Ta/abo 3miHn y
PO3MiLLieHHI MacTep-
tpaiina cuctemu
hapmakoHarnsay)
MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsiaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTB: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6esneku.

35.

YPOXONYM

Kpanni opasibHi no 25 mn
a6o no 40 mn y chnakoHi;
no 1 chnakoHy B nayui

TOB "OKnM
"®GapmaueBTnyHa
habpuka"

Ykpaina

TOB "OKn

"GapmaueBTUyH

a habpuka"

Ykpaina

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.
MepiognyHiCTb NoAAHHSA

perynsipHo

6e3
peyenma

nionsieae

UA/11755/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oM
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiumn 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn
y NepioAnYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

36.

LUMHKTEPAN

TabneTku, BKPUTI
060/10HKO0, N0 124 Mmr, no
25 TabneTok y 6nicTepi,
no 1 abo 2 6nictepn y
Kopobui

TeBa
dapmauesTikan
IHpacTpi3 114,

I3painL

TOB TeBa
OnepeiH3
MNonang

MonbLa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
3MiHW | TUnY - 3MiHK
oo
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa
Y KOpOTKili
XapakTepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii 4ns MeguyHoro
3aCTOCyBaHHA Ha MigcTasi
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo fAocnimKeHb
3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk pesynoTart
OL}iHKM 3BITY 3
JocnifxeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negiaTpuyHmx
pocnipkeHb (PIP) (3MiHy
Y3rofKEHO 3

3a
peyenmom

He
nionseae

UA/8359/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
KOMMETEHTHUM
YNOBHOBaXEHUM

opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT Y
po3ginu "B3aemogis 3
HLIMMKW NiKapCbKNMKn
3acob6amu Ta iHLWi Buan
B3aemMogijin",
"Oco6nmBocCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar” (peparysaHHs),
"Cnocib 3acTocyBaHHA Ta
[031" (YTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BiAMNOBIAHO A0 OHOB/IEHOT
iHchopmadii 3 6e3neku
LiH0Y0T PEYOBUHN.
MepiognyHicTb NoAaHHA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiANoBiAHO A0
Mopsiaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
30,0pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTB: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHMU
y NepioAnYHOCTI NOJaHHS
perynsipHux 3BiTiB 3
6esneku.
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HauyanbHUK YnpaBniHHA hapMaueBTUUYHOI AiANbHOCTI Ta .
AKOCTI papmaLeBTUUHOT NPOAYKLT T.M. NlackoBCcbKUM



NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONTOINYHNX NPEMAPATIB), LLOAO AKX BY/IN BHECEHI 3MIHU A0 PEECTPALJIAHNX

MEPENIK

Jopatok 3

A0 Haka3y MiHicTepcTBa OXOPOHU

3[4,0pPOB’A YKpaiHu
13.03.2018 Ne 467

MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKMX 3ACOBIB YKPAIHU

Ne Hassa nikapcbko2o Popma surnycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayiliHo
ynakoska) 2o
nocsi0YeHHs1
1. | D-TMOKO3AMIHY nopoLUokK (cybcTaHuis) y MPAT YkpaiHa AHTal JloHryeHr Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHnx - UA/12156/01/01
rigpoxnoprung nonieTuIeHoBmX "®ITOPAPM" Biokemikanc Ko., marepianis:
naketax gns n1g. 3MiHK | TUNy - 3MiHa y MeToAax
hapmaLeBTUYHOIO BUNpo6yBaHHA APl abo BUXigHOrO
3aCTOCyBaHHA marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci
BMpo6OHULUTBA AP (iHLWIi 3MiHK Y MeToAax
BMNpobyBaHHA (BK/IOYaOUM 3amiHy abo
[0NoBHEHHS) AdD| abo BKXiZHOro/NpoMiKHOro
NPOAYKTY); 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeOoOXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTb
00 MoHorpadii 4dY abo EBponeiicbKoi
thapmakonei, abo iHLWOT HaLioHaNbHOT
dapmakonei gepxasu €C (iHLWi 3MiHK)
2. | ANNEPTOKOPT Masb, 1 Mr/rno15ry ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom | UA/16036/01/01
Ty6i; no 1 Ty6i y kopobui 06MeXeHo BUPOGHMLTBA, mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
3 KapTOHY BiANOBIAA/IbHICTIO KOHTPO/Ib SIKOCTI, [oToBMIA nikapcbknii 3aci6. 3MiHK Y
"papmMaueBTNYHa BUNYCK cepil: BMPOGHULTBI. 3amiHa abo BBeAEHHS
KOMNaHis ToBapucTBo 3 [04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
"3popos's" 06MEXEHO YacTuHM abo BCbOro BUPOBHMYOrO npouecy
BignoBigabHICT roTOBOrO Jlikapcbkoro 3acoby (f4inbHUUSA, Ha
10 SIKili NpoBOAATLCA BYAb-siKi BUPOGHMUI cTagii,
"®GapmavueBTuyH 3a BUHATKOM BUMYCKY Cepiii, KOHTPOO
a komMnais AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
"3p0pos'a”, nakyBaHHs1, 411 HECTePU/IbHUX JTiKapCbKUX
YKkpaiHa,; 3aco06iB) CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
BCi cTagii [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBA, BMPOBHUUTBI. 3amiHa abo BBeAEHHS
BMNYCK cepil: [,04aTKOBOI Ai/TbHULi BUPOOHULTBA ANs
ToBapucTBO 3 4yacTuHK abo BCbOro BUPOBHNYOro npouecy
06MEXEHO rOTOBOrO MiKapCbKOro 3acoby (AiNbHUUS oNs
BiANOBIAAbHICT BTOPUHHOIO NakyBaHHs) - 3MiHW 3 AKOCTI.
) [oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
"®apmaueBTUyH BMPOBGHUUTBI. 3amiHa abo BBeAEHHS
a KoMnaHis [04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
"3popos'a"’, YacTvHK abo BCbOro BUPO6GHMYOro npoLiecy
YKpaiHa,; roTOBOrO JIiKAPCbKOro 3acoby (AiNbHUUS ANs
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Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Homep

Ymosu
peecmpayiliHo

Bionycky

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

3asiBHUKa

BUPOGHUKa

20
nocsioYyeHHs

KOHTPO/Ib SIKOCTI:

NEepPBNHHOTO NakyBaHHS) (BBEAEHHS

ToBapucTBo 3
obmexeHoto
BiANOBIAAbHICT
10 "OAPMEKC
rPYN", Ykpaina

CAHO®I-

Benvko6putaH

[04aTkoBoi AinbHuUi M/1® BUpo6HMKa
ToBapuUCTBO 3 06MEXEHO0 BiANOBIAA/TLHICTIO
"apmavneBTMyHa KomnaHia "3g0pos's",
BiANOBIAA/IbHOI 3a yCi BUPO6HUYI cTagji (y
TOMY YnCni NEPBUHHE Ta BTOPUHHE
nakyBaHHs), 3a BUHATKOM KOHTPO/THO SKOCTI
roTOBOrO NlikapcbKoro 3acoby [0
3aTBepKeHol ainbHuui MP1®CIA (uex
®XLl) ToBapncTBO 3 06MEXEHOI
BiAMNOBIAa/IbHICTIO "dapmaleBTnyYHa
KoMnaHis "3g0pos'a” (BCi ctagji
BMPOOHMLITBA, KOHTPOSIb SKOCTI, BUMYCK
cepii) i3 3a3Ha4YeHHSAM (DYHKL BUPOGHMKa)
(TepMmiH BBEAEHHS 3MiH NPOTATOM 3-X
MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHM | Tuny -
3MmiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTbCSA BUNYCKY
cepii Ta KOHTPO/IHO AKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo fofaBaHHS
AINbHUL, Ha AKI 34jACHIOETCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) (BBeAEHHS
[04aTKOBOI Ai/bHULL BUPOBHULITBA TOTOBOIO
nikapcbkoro 3acoby: ToBapucTBO 3
06MeXeHoto BignoBiganbHicTio "GAPMEKC
FPYM", YkpaiHa (KOHTPOsb SKOCTi) (TepMmiH
BBE/EHHS 3MiH NPOTAroM 3-X MicsALiB nicns
3aTBEpMXEHHS); 3MiHM | Tuny - 3MiHK 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/0
SKOCTi FOTOBOrO NiKapcbKoro 3acoby (iHLui
3MiHM) (BBEAEHHSA [0AATKOBOI AinbHNLi MNP
BUPOGHMKa TOBapVCTBO 3 0OMEXEHOI0
BignoBigasbHICTO "dapmaueBThyHa
KomMaHia "340poB'a", BignoBifabHOI 3a
BWMYCK Cepil [0 3aTBEPAXEHOI Ai/TbHUL
MPN®CIA (uex XL) ToBapncTso 3
06MeXeHOoH0 BifnoBiganbHICTIO
"®apmaueBTMYHa KomnaHia "3g0pos'a” (BCi
cTajji BAPOOHULITBA, KOHTPO/b AKOCTI,
BMNYycK cepii) (TepMiH BBEAEHHS 3MiH
npoTsirom 3-X MicsLiB nicais 3aTBepAKEeHHs)
BHECEHHS 3MiH [J0 peecTpaviiiHnx

6e3 peyenma UA/8500/01/01

ANNErPA® 120 MI

TabneTku, BKpUTI

060/10HKO0, No 120 mr

TOB "CaHodi-

ABeHTiC YkpaiHa"

YkpaiHa

CUHTENTIABEO

in/ dpaHuis

marepianis:
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Ne 10, Ne 20 (10x2): no
10 TabneTok y 6nicTepi;
no 1 a6o no 2 6nicrepu
B KApPTOHHIli Kopobu,i

nig.,
BenukobpuTaHis
; CAHO®I
BIHTPOMM
IHOACTPIA -
TYP3, ®paHuis

3MiHK | TRy - 3MiHK Woao0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX
[aHvx nNpo cmuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo
cuctemy thapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiZaIbHOI 3a
3[jiCHEHHST hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka gns
3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsgy (Bkaovarouy KOHTakKTHi
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOB&XeHOT 0cobw, BignoBiganbHOI Ans
3[jicHeHHs1 hapMakoHarnaay: [irova
pepakLisi - BoliTeHko AHTOH eopriioBuy.
MponoHoBaHa pegakuis - KnilwumH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOI 0c06M, BifnoBiganbHOI Ans
3[ifiCHEHHs hapmakoHarnsay

UA/7938/01/01

ANMATENb® HEO

cycneHsis gns
nepopasibHOro
3acTocyBaHHs rno 170
M abo no 200 mny
cknsiHoMy abo
nonieTuneHTanaTtHoOMy
chnakoHi; no 1 dpnakoHy
pa3oMm 3 MipHOH J10XKKOI0
B KapPTOHHI nayui; no 10
M1y nakeTuky, no 10
abo 20 nakeTukis y
KapTOHHI nayui

Bankandapma-
TposiH AT

Bonrapis

BankaHtapma-
TposiH AT

Bonrapis

BHECEHHS 3MiH O peecTpaviiiHnX
marepianis:
3MiHW | TUNYy - BUAYYEHHS BUPOBHUYOT
OinbHUUI (BKNHOYaouM AinbHUL Ana Adl,
MPOMIXHOIO NPOAYKTY abo roToBoro
NiKapcbKoro 3acoby, AinbHuLi ons
NpoBefeHHA NakKyBaHHS, BUPOOHUKA,
BiANOBiAabLHOIO 3a BUMNYCK cepiii, MicLe
nNpoBeAeHHS KOHTPO/O cepii) abo
noctavasibH1Ka BUXIZ4HOTO MaTepiasny,
peareHTy ab0 AONOMIXHOI pe4oBUHY (SKLLO
3a3HayeHo y A0CLE) - BUTYUYEHHS! BUPOGHMKa
Lir0UNX PevyoBUH asTOMIHIIO MigpoKeua renb Ta
MarHito rigpokcug nacta; 3miHu | Tuny - 3miHa
napameTpis cneundikauiii Ta/abo
[OMYCTUMUX MEX NEPBUHHOI YNaKkoBK/
roTOBOro NikapcbKoro 3acoby - 3miHa
KpUTEpIiiB NPUAHATHOCTI «3aranbHuii BMIiCT
OPDKIKOBUX Ta MNICEHEBUX TPMBIB» ANs
nokasHuka «MikpobionoriyHa yncrora» y
cneundikauii BXigHOro KOHTPoso A5
nakyBaslbHUX MartepiasiB (CKIsHa nasLwka,
nonieTuneHoBa NAsLLKa, KpyLka ans

CKNAHOT NAALWKK, KpULLKa ANa

6e3 peyenma
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

nonieTUNEHOBOT M/IALWKM | chosbra gns
calue); 3MiHu | Tuny - 3mMiHa y cknagi
(4ONOMDKHMX peyoBUHAX) rOTOBOrO
niKkapcbKoro 3acoby (cmakoBi fo6aBkn abo
6apBHVKN) - AOAABAHHS, BUTy4YEHHS abo
3aMiHa - 3MiHa y cknaji cMakoBOi f06aBk1
Orange juice 501202 T (o6ymoBneHa
pekomeHAavlielo 415 BUPOOHWKIB Bif
€Bponelicbkoi acoujauii ans
apomaTusaropis (EFFA) BunyyaTtu peuyosuHy
Perilla Aldehyde (p-Mentha-1,8-dien-7-al),
SKLLO BOHa MICTUTbLCA B apomarm3aropi) 3
BIAANOBIAHOK 3MiHOO Y Ha3Bi; 3MiHM | TUny -
3MiHN BUNpo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
BMPOGHULITBA rOTOBOTO NiKapCbKOro 3acoby
(BMyYEHHSt HECYTTEBOTO BUNPOGYBaHHSA B
npoueci BUPOOHULITBA) - BUSTYHEHHS
KOHTPOJTH0 SIKOCTi MiKapCbKOro 3acoby y
chopwi in bulk B npoueci BUpo6HULTBA; 3MiHN
| TMNY - BUyYEHHA BUPOOHUYOT AiNbHAL
(Brntovaroun ainbHuL ans APl NPOMiKHOTO
npoaykTy abo roToBOro ikapcbKoro 3acoby,
AiNbHWL AN NPOBeAeHHA NakyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBeAeHHS KOHTPOSHO cepii)
abo nocTavasibHMKa BUXIGHOTO Matepiasy,
peareHTy abo [ONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y JOCbE) - BUTYUYEHHSA BUPOOHMKA
L0401 pevyoBUHU EMy/bCist CUMETUKOHY

ANbBYMIH-
BIO®APMA

po3unH ans iHdysiii, 10
% no 50 mn, 100 mny
dnakoHi; o 1 dpakoHy
y nauui 3 KapToHy

TOB "BIO®PAPMA
MNA3MA"

Ykpaina

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BWMYCK Cepilf;
BTOPVHHE
nakyBaHHs,
BWMYCK Cepii:
TOB
"BIO®PAPMA
MNJIA3MA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edpeKkTNBHOCTI Ta chapmakoHarnsgy
- 3aTBEPKEHHS KOPOTKOI XapakTepucTUKM
niKkapcbKoro 3acoby

3a peyenmom

UA/15875/01/01

ANNbBYMIH-
BIO®APMA

po3unH ana iHdysil, 20
% no 50 mn, 100 mny
dhnakoHi; no 1 dpnakoHy
y nayui 3 KapToHYy

TOB "BIO®PAPMA
MNA3SMA"

YkpaiHa

BMPOGHMLTBO,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
BMNYCK Cepiit;

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKkTNBHOCTI Ta thapmakoHarnagy
- 3aTBEPKEHHS KOPOTKOI XapakTepPUCTUKMN

3a peyenmom

UA/15875/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BTOPVHHE NiKapcbKoro 3acoby
nakyBaHHs,
BUWMYCK Cepiii:
TOB
"BIO®APMA
MIA3MA"
7. | AHTUCTAKC® TabneTku, BKpUTI TOB "CaHodi- Ykpaina [enbthapm ®paHuis BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/7279/02/01
NAiBKOBOK 000I0HKOH, ABeHTIC YkpaiHa" Peiimc marepianis:
no 360 mr no 15 3MiHM | TUNY - 3MiHK Woa0
TabneTok y 6nictepi; no 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
2 abo no 4 6nictepu B BBefeHHs1 abo 3MiHM [0 y3arasbHeHUX
KapTOHHI Kopoo6Li LaHuX Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cucTemy thapmakoHarnagy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3ilicHEeHHS hapMakoHaria4y; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT
0ocobw, BignoBiganbHOI 3a 34ilACHEHHS
hapmakoHarnagy (BKI4aun KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLleHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOBAaXEHOI 0C06M, BifnoBigansHOI Ans
3gificHeHHs chbapmakoHarnsgy: ditoua
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepgakuis — KnilwmnH AHTOH
MukonainoBny. 3MiHa KOHTaKTHUX JaHWX
yMNOBHOBaXeHOT 0cobw, BignoBigansHoi Ans
3[jiCHEHHs1 hapMakoHarnsay
8. | ANINPOCT kancysnu, no 10 kancyn y ToBapuncTBO 3 Ykpaina ToBapuncTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/8194/01/01
6nicTepi; no 3 abo 6 06MexeHo 06MeXxeHo marepianis: 3miHu | TUny - 3MiHM 3 AKOCTI.
6nicTepiB y KApPTOHHIi BiANOBIAA/LHICTIO BiANOBIAALHICT loTOBWIA Nikapcbkuii 3aci6. Cuctema
Kopoo6ui "hapMaueBTUYHA 10 KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa
KOMNaHis "GapmaueBTUYH napameTpiB cneuudikauiii Ta/abo
"3p0pos'a” a KoMnaHist [0MYyCTUMUX MEX NMepBUHHOT YNaKoBK1
"3p0pos's” rOTOBOrO NiKapCbKOro 3acoby (iHLLi 3MiHM)

(3MiHM y cneumdikadii Ta MeTofgax KOHTPOSIO
AKOCTI NEPBUHHOI YNakoBKu (chosnbra
antoMiHieBa, NiBKa NosiBiHiNX10pnaHA) 3a
nokasHMKaMmn «30BHiLLHIl BUrNaA chonbr»
(AeTanizoaHo BiANOBIAHO A0 BUMOT
HOpPMAaTMBHOI JOKYMEeHTaL|ii BUPOOHUKIB) Ta
«Mikpob6ionoriyHa unctota» (NpMBegeHo A0
3arasibHO AONYyCTUMUX MEX KpUTEpIiB

NPUIAHATHOCTI BUPOGHMKIB NaKyBa/IbHOTO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
matepiany). CynyTHs 3MiHa - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHWii 3aci6. 3MiHa y
mMeTofax BUNPO6yBaHHS NEPBUHHOT yNakoBKM

roTOBOrO JlikapCcbKoro 3acoby (iHLWi 3MiHW y
MeTofax BUNpobyBaHb (BKIOYAKUMN 3aMiHy
abo gogasaHHs)); 3MiHu | TUNY - 3MiHK 3
[KocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHUii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHVUX martepianis
ab0 KOMMNEKTYUMX (AKLLO 3a3HAYEHO B
[ocbe) (3amiHa abo fofaBaHHsA
noctavanbHvka) (BBeAEeHHSA [O0AATKOBOro
noctadyasibH1uKa NepBUHHOTO NaKyBaHHSA
(chonbru antominiesoi) - TOB "AnTpeiig”,
YkpaiHa. Cneuudikauii Ta METOAM KOHTPOSO
SAKOCTi iAEHTNYHI. AKICHI @60 Ki/TbKiCHi 3MiHK
Cknagy nakyBaslbHOro marepiasny BiACyTHi);
3minu | TURY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
crneundikauii Ta/abo JoNyCTUMMX MEX
rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW)
(YTOYHEHHS KpUTEepIiB NPUAHATHOCTI B
cneyudikaLii Ta He3HaYHi 3MiHM y MeToAax
KOHTPOJIH0 SKOCTi FOTOBOTO J1iKapPCbKOro
3acoby 3a nokasHukom "MikpobionoriyHa
yucroTa" — NpUBEAEHHS Y BIANOBIAHICTb A0
Bvmor ®Y gitovoro BugaHHsA. CynyTHs
3MiHa - 3MiHY 3 siKoCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y MeToAax BUNpobyBaHHS
roToOBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpPAKEHNX MeTofax
BMNPOGYBaHHS); 3MiHN | TUNY - 3MiHN 3
sAKocTi. CepTudpikar BignosigHoCTI/TE-
cepTudikaT BiANOBIAHOCTI €BPONENnChKin

[0 MoHorpadii 4®Y abo €sponelicbKoi
thapmakonei, abo iHLWOi HalioHa/IbHOI
thapmakonei gepxasu EC (3miHa y

thapmakonei/mMoHorpadii. 3mMiHu, NoB'A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICT

cneundikauisix, nos'asaHa 3i 3miHamu B 1dY,
abo Esponelicbkiin hapmakonei, abo iHLWiiA

HaLjioHasnbHili hapmakonei gepxasum €C)
(NpviBeAEeHHA NapameTpiB crneumndikaliin Ta
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

MeTOoZIB BUNPOGYBaHHS AOMOMIKHUX
peyoBuH (Lenno3a MikpokpucTaniyHa (3a
nokasHMKaMmn «30BHilLHIl BUrNag» Ta
«Cy6CcTaHLji, po3unHHI B edhipi»,
«CybcTaHLji, po34nHHI B BOAji», «BTpaT B
Maci npv BUCYLLYyBaHHi» Ta «MikpobiosoriyHa
yncToTar; «Baxki meTanm» - BUMy4YeHHs
NoKasHUKa), KPeMHito AioKCu KONoigHWi
6€3B0HWIA (32 NOKA3HUKOM
«MikpobionioriyHa ynctota», «Baxkki
MeTann» - BUIYYEHHS NOKasHuKa) Ta
060/10HKa Kancysu, Lo MIiCTUTb EPUTPO3UH
(E 127), TutaHy giokeung (E 171),
XiHONIHOBWIA X0BTWiA (E 104), iHAUrokapMiH
(E 132), xenatuH (3a NoKa3HUKOM
«MikpobionoriyHa ynctoTa»)) y BignoBiAHICTb
0o Bumor EP a6o AdY gitoyoro BUAaHHs.
CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPONb AOMNOMIKHNX
peyoBuH. 3MiHa y MeToax BUNPOGyBaHHS
[LONOMDKHOT PEYOBUHU (HE3HAUHI 3MiHN Y
3aTBEPMKEHNX MeToAax BUNpobyBaHb);
3miHu | TUny - 3miHK 3 AkocTi. CepTudikar
BignosiaHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii.
3MiHW, NOB'sI3aHi 3 HEOOXIAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MOHOrpadii
[dY abo €sponeiicbkoi hapmakonei, abo
iHLIOT HaLjoHaIbHOT hapmakonel Aepxasu
€C (3miHa y crneuundikaLisx, nos'a3aHa 3i
3miHamu B [1PY, abo €Bponeichbkil
chapmakonei, abo iHLUIA HaLioHaNbHIl
hapmakonei gepxasu €C) (3MiHU y
cneumdikauii Ta MeTogax BXigHoro
KOHTpono A®| deHonbHMIA rigpotho6HWiA
npenapar nponosicy 3a NoKasHMKOM
"Mikpob6ionoriyHa unctoTta" - NpuBeAeHHs 40
BVIMOT fjito40ro BugaHHa AdY. CynyTHs
3MiHa - 3MiHU 3 AKOCTi. A®Il. KoHTponb AdI.
3miHa y meTogax BunpobysaHHsa APl abo
BMXiAHOro Marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
MeToJax BUNPOOyBaHHS (BK/H0HYAKUN 3aMiHy
a60 fonoBHeHHs) APl abo
BMXiHOrO/NPOMIXKHOTO MPOAYKTY); 3MiHM |
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. Onuc Ta cknag, (iHwi 3mMiHn) (YyTOYHEHO
po3giny «Cknag» — NnpuBeAeHHs 40 BUMOT
Haka3y MO3 Ykpainn Ne426 Big 26.08.2005
p. (3a3Ha4YeHHA NOBHOTO CkNagy Kancyn
XenaTuHOBUX Ta BHECEHHS iH(hopMaLiT LLoao
ineHTudbikauii 6apBHUKIB, AKi BXOAATb [0
cknagy kancynu). Cknag kancyn
XenaTuHOBUX 3a/nLLeHO 6e3 3MiH) (TepMiH
BBE/IEHHS 3MiH - NpoTArom 3 micauis nicns
3aTBEPMKEHHS); 3MiHM | Tuny -
AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA
(BKNKOUatoum, 3a HeobXiAHOCTI, Micue
NpOBeLEHHS KOHTPOJIIO SKOCTI), abo
BNacHuka mactep-caiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoOMKHOrO NPOAYKTY,
LLI0 3aCTOCOBYIOTbCS Y BUPOGHULTBI ADI
(AKLLO 3a3HaYeHO Y AOCbE Ha NiKapCbkuii
3acib) 3a BiACYTHOCTI cepTugikata
BiAnoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOOHMKA
HOBOI JONOMDKHOI PEYOBUHY (SIKLLIO
3a3HayeHo y A0Cbe) (3MiHa HaliMeHyBaHHS
Ta agpecy BUpo6HMKa APl DeHoNbHWIA
rigpoco6HMIA Npenapar nponosicy y
nepepaxyBaHHi Ha 100% BMicCT cymu
dheHOobHMX cnonyk ToBapucTeo 3
06MeXeHOoH0 BifnoBiganbHICTIO
"apmaLleBTMYHa komMaHis "340poB'sa".
Brvpo6Huya ainbHuUs, cxema cuHTesy Ta yci
BMPOGHMYI onepadii 3a1mwwaTbes
HE3MiHHUMW)

ACMIPUH KAPAIO®

TabneTku, BKpUTI
KMLUKOBOPO34MHHOIO
060710HKot0, Mo 100 mr,
no 14 tabneTtok y
6nictepi; no 2 abo no 4
6nicTepy B KapTOHHIiA
nauui

Baiiep KoHcblomep
Kep Al

Leiiapis

Bupo6HULTBO
"in bulk":
Baiiep AT,
HimeuyumnHa,;
MepBuHHE,
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepii:
Baiiep
BitTepcensy,
mM6X,

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis: 3miHu | TUny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu

MiCLiA1 NPOBAMKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3aco6y, BK/1OYauM AiNbHNLi BUNYCKY cepil

abo MmicLe NpoBeAEeHHSI KOHTPOIO SKOCTI.

(aisnbHiCTb, 3a AKy Bignosigae

BMPOGHMK/iIMMOPTep, BKIOYAOUN BUMYCK
cepiid) (3miHa Ha3BW BUPOGHMYOI AibHUL
Baliep ®apma, Al, HimeyunHa, 6e3 3MiHu

6e3 peyenma

UA/7802/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20

nocsioYyeHHs

10.

ATOPAANIH

HimeuunHa

Micus BUPO6HULTBA); 3MiHKM | Tuny - 3MiHW
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHun) (3amiHa
rpadiyHoro ohopMIEHHS NEPBUHHOI Ta
BTOPVHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yNakoBOK 3 BignoBigHMMMN 3MiHaMK 0
po3ginie MKA N3 (po3gain «IpadivHe
0hOopMIEHHS» 3aMiHEHO PO34iNoM
«MapkyBaHHs1»); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby (3MiHa Ha3BK
NiKapCcbKoro 3acoby y MeToAax KOHTPOsIo
AKocTi (6yno - ACMIPUH KAPJIO)

TabneTku, BKpUTI
NAiBKOBOK 060/1I0HKOIO,
5 mr/10 mr, no 10
TabneTok y 6nictepi; no
1,2,3,5,6,9, a60 10
6nicTepiB y KAPTOHHIN
Kopob6Li; no 14 TabneTok
y 6nicTepi; no 1, 2, abo
4 6nicTepun B KAPTOHHIl
KopooLi

"Kpka-®apma,
g.0.0."

Xopsaris

BMPOBHULITBO “in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb cepil
Ta BMUNycK cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/b Cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHis

BHECEHHS 3MiH O peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l E-cepTuddikat

BiANOBIAHOCTI EBpONelichKil
hapmakonei/moHorpadii. NMogaHHs HOBOro
abo oHoBneHoro cepTudikata BifnoBiAHOCTI
ab0o BUNyYEHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans
BMXigHOrO Marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPOOHULTBI ADI; Ana ONOMDKHOT peyoBMHN
(cepTudpikat BiANOBIAHOCTI €BpONEChbKil
thapmakonei) - OHoBNEeHUIA cepTuddikaT Big
yXXe 3aTBEPAXEHOro BUPOGHUKa (NoAaHHS
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP
2002-184-Rev 06 ans gito4oi pevyoBuHU
Amlodipine besilate Big Bxe 3aTBEpAXEHOro
BMpo6HMKa Unichem Laboratories Limited 3
BBEEHHSIM HOBOI BUPOGHMYOI AinbHuui Plot
Ne197, Sector 1 District Dhar India-454 775
Pithampur, Madhya Pradesh B fonoBHeHHS
[0 3aTBEPAKEHOT); 3MiHM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi FOTOBOrO /ikapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SKiR
3[iICHIETLCSA KOHTPO/Ib/BUNPOBYBAHHS
cepii) (BBeAEHHSA BUPOBHNYOT AiNbHUL,
BiNOBIAa/IbHOT 38 KOHTPOSb Cepii Ta
BUHECEHHA (DYHKLA ANa 3aTBEPIKEHOT
ainbHuui KPKA, a.4., HoBo mecto, CrioBeHis

3a peyernmom

UA/14543/01/01




Ne
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

11.

(BUpo6HMLTBO "in bulk", nepsuHHe Ta
BTOPUHHE MaKyBaHHS, KOHTPOJIb cepii Ta
BMNYyCK cepii)

12,

ATOPAANIH

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
10 mr/10 mr, no 10
TabneTok y 6nictepi; no
1,2,3,5,6,9 a60 10
6nicTepiB y KAPTOHHIl
Kopobui; no 14 TabneTok
y 6nicTepi; no 1, 2, abo
4 6nicTepun B KAPTOHHiIl
Kopoo6Li

"Kpka-Papma,
0.0.0."

Xopsaris

BMPOBHULITBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOb cepil
Ta BMNYyCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTPO/b cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBpONEChKi
thapmakonei/moHorpadii. NMogaHHs HOBOro
a60 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BMNy4YeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans
BMXIAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA Y
BMPOGHMLTBI API; AN 4ONOMIXHOT pe4yoBUHU
(cepTtudpikaT BignoBigHOCTI EBponeiickkiii
thapmakonei) - OHoBNeHUI cepTudikarT Big,
yXe 3aTBepAKeHOro BUpo6Huka (nogaHHs
OHOB/EHOTO cepTudikaTa BifnNoBigHOCTI
€poneiicbkii hbapmakonei Ne R1-CEP
2002-184-Rev 06 ans gjto4oi pevyoBuHA
Amlodipine besilate Big Bxe 3aTBepIKEHOro
BMpo6HMKa Unichem Laboratories Limited 3
BBE/IEHHSIM HOBOT BUPOGHMYOT AinbHuLi Plot
Ne197, Sector 1 District Dhar India-454 775
Pithampur, Madhya Pradesh B fon0OBHeHHS
[0 3aTBepapkeHoT); 3MiHun | Tuny - 3miHn 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/0
SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
abo gofaBaHHA AibHULI, Ha SKiR
3AIACHIOETLCA KOHTPO/b/BMNPOOYBaHHA
cepii) (BBeAEHHSA BUPOOBHMNYOT AiNbHUL,
BiANOBIAA/IbHOI 3@ KOHTPONb cepii Ta
BUHECEHHA (DYHKLA AN5 3aTBEPAKEHOT
ginbHuui KPKA, a.4., HoBo mecTo, CnoBeHis
(BUpo6HMLTBO "in bulk", nepeBuHHe Ta
BTOPVHHE NakKyBaHHA, KOHTPO/b cepii Ta
BMNYyCK cepii)

3a peyenmom

UA/14542/01/01

ALECO/Nb

PO34MH NS iHdysii no
400 MmN y naawkax

MNpuBatHe
akuioHepHe
TOBapUCTBO

"IHgpy3isa”

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"IHdy3ia"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
martepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA NiKapCbKWiA 3aci6. 3MiHU Yy
BMPOOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
YyacTuHK abo BCbOro BUPOBHNYOrO npoLecy
rOTOBOrO MikapcbKoro 3acoby (AibH1USA, Ha

3a peyenmom

UA/11769/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

AKiIli NpoBOAATLCA ByAb-AKi BUPOGHMYI cTagii,
3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO AKOCTI
Ta BTOPUHHOTO NakyBaHHA 415 CTEPUNBHUX
NiKkapcbKknx 3acobis (BKIOUAKOUM BUPOG/IEHI
acenTUYHUM METOZOM), KPiM JTiKapCbKMX
3aco6iB 6i0/10r4HOro/iMyHON0rYHOIO
noxomxeHHs1) CynyTHs 3MmiHa - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
4acTuHK abo BCbOroO BUPOBHNYOrO npouecy
rOTOBOrO JliKapCbKOro 3acoby (AiNbHUUS oNs
BTOPUHHOIO NakyBaHHS) - 3MiHW 3 AKOCTI.
['oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHW Y MpoLeci BUpo6HMLTBa
rOTOBOrO NikapCbKOro 3acoby, BKIYaK4m
MPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOBHULTBI rOTOBOTO JliKAPCLKOro 3acoby
(iHwWi 3miHK) (BBEAEHHS [,04ATKOBOI AiNbHUL
BMPOGHMUTBA: YKpaiHa, 23219, BiHHMLbKa
0611, BiHHWLbKWIA p-H, C. BiHHULbKI XyTOpW,
Byn. Hemupiscbke Lwoce, 6. 84 A. Cxema,
TEeXHO/OriYHI cTagii BUpoOHNLTBA,
napameTpu KOHTPO/IO B MPOLIEC
BMPOGHMLITBA HE 3MIHIOIOTLCA. HesHauHi
3MiHM B 06/1aHaHHi BiANOBiAATL BUMOram
GMP; 3miHa BUKageHHs iHdhopmauii y cxemi
i onuci BUPOGHULITBA; 3MiHa TEPMIHY
36epiraHHsa NPOMIKHOT MPOAYKLi
3anponoHOBaHO: Yy peakTopi nicns
NPUroTyBaHHA Ta 1ioro po3/iMBYy CyMapHO He
Ginblue 24 roavH; y naswkax go crepunisauii
He 6inbLue 24 rogunH); 3MiHn | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo gopaBaHHS BMPOOHUKA, LU0 BignoBigae
3a BBe3eHHSA Ta/abo Bunyck cepir) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepil
(BBEAEHHA [0OAATKOBOI AiNbHUL
BUPOGHMLTBA: YKpaiHa, 23219, BiHHULbka
0611., BiHHWLbKWIA p-H, €. BiHHULbKI XyTOpWN,
By/1. HemupiBcbke woce, 6. 84 A); 3MiHu |
TUny - 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
cepii (BKIKOYaKOUM gianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3aco6y (3MEHLLEHHS
[0 10 pasiB) - 3MEHLLUEHHA TEOPETUHYHOTO
PO3Mmipy cepii roToBOro NikapcbKoro 3acoby
3aTBepxeHo: 2000,00 n, 3anponoHOBaHoO:
2000,00 n T2 400,00 n); 3miHn | TVNY -
AOMiHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AinbHNL (BKIHOYAKUN AiTbHUL
ons A®l, npoMixXHOro NpoaykTy abo roToBoro
NiKapcbKoro 3acoby, AinbHuui ons
NpoBefileHHA NakKyBaHHS, BUPOOHUKA,
BiANOBiA@NLHOIO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHSA KOHTPO/O cepii) abo
noctavasibH1Ka BUXI4HOTO MaTepiasny,
peareHTy ab0 LONOMIXHOI pe4OBUHY (SKLLO
3a3HayeHo y A0CbE) (BUIyYEHHS BUPOBHNYOT
ginbHUUi ans Ad®l)
13. | BUIE BYT'I1NA® Tabnetkun no 210 mr, no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 6e3 peyenma UA/16126/01/01
10 Tabnetok y 6nictepi; "OMHI®APMA "®APMEKC marepianis: 3miHu | TUny - AgMiHICTpaTUBHI
no 1 6nictepy B KniB" reyn" 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
KapTOHHI nayui; no 12 MiCLiA1 NPOBAMKEHHS AiANbHOCTI
Tabnetok y 6nictepi; no BMPOGHMKa/iMnopTepa roToBOro J1ikapCbKOro
2 6nicTepy B KAPTOHHIi 3aco6y, BK/1OYauM AiNbHNLi BUNYCKY cepil
nauui abo MmicLe NpoBeAeHHsI KOHTPOIO SKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iIMMOPTep, BKIOYAOUN BUMYCK
cepiid) (3mMiHa agpecy BUPOGHMKa, 6e3 3MiHN
MiCLil BUPOGHMLTBA)
14. | BIHOKPUT® PO34uH NS iH'eKUii, 84 CaHpo3 'm6X ABCTpis BiANOBiAabHNI HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/12383/01/01
Mkr/mn no 0,8 mn (8000 3a ABCTpis marepianis:
MQ) a6o 1 mn (10000 BUPOGHMLTBO, BMNPAB/IEHHSI TEXHIYHOT MOMUSIKN Yy Ha3BI
MO) po3unHy gns nakyBaHHs, NiKapCcbKoro 3acoby B TEKCTi MapKyBaHHS Ha
iH'eKUili B nonepeiHbO KOHTPO/b cepii: BTOPWHHIlA ynakoBLji
3anoBHEHOMY, AR 4i Ti
rpagyioBaHoOMy LUMPUL, Bionorika Mm6X,
OCHaLLeHOMY MOpLUHEM, HimeuunHa;
iH'EKLIAHOIO0 TOJIKOIO, BiANOBiAaIbHUI

KOBMAYKOM Ta 3aXUCHUM
NPUCTPOEM A5
3ano6iraHHs
MOLUKOZYKEHHIO O/IKOHO
nicnsa 3acTocyBaHHS,
abo 6e3 Hboro; no 1

3a BUNYCK cepil:
CaHpo3 M'm6X -
Bl KyHans,
ABCTpiS;
BiANOBIAANbHWIA
3a BTOPUHHY

LINPULY Y KOHTYPHIl ynakosky: 1
6nicTepHii ynakosLi; No peHuax
1 KOHTYpHI 6aicTepHii MpoAakwH3
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
YMaKoBLi y KaPTOHHIi v6X,
Kopo6ui; no 0,4 mn HimeuunHa
(4000 MO), a6o 0,6 mn
(6000 MO), a6o no 0,8
M (8000 MO), abo 1 mn
(10000 MO) po3uunHy
A8 iH'ekuii B
nonepeaHL0
3anoBHEHOMY,
rpagyioBaHoMy LMWL,
OCHaLLLeHOMY MOpPLUHEM,
iH’eKUiliHOIO rosKoto,
KOBMAYKOM Ta 3aXUCHUM
NPUCTPOEM A/1A
3anobiraHHs
MOLLKOXEHHIO FOJIKOO
nicnA 3aCTOCYBaHHs,
abo 6e3 Hboro; no 3
LnpuLa y KOHTYpPHii
6nicTepHil ynakosLi; no
2 KOHTYpHI 6nicTepHi
YMNakoBKN B KAPTOHHIl
Kopo6Ui
15. | BIHOKPUT® PO3YUH ANs1 iH'EKLN, CaHpo3 'm6X ABCTpist BiAnoBigabHN Himeuunxa/ BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom | UA/12383/01/02
16,8 mkr/mn no 0,5 mn 3a ABcTpis marepianis:
(1000 MO) a6o no 1 mn BMPOGHMLTBO, BMNPAaB/IEHHS TEXHIYHOT MOMUIIKN Y Ha3Bi
(2000 MO) po3uunHy ans nakyBaHHs, NiKapcbKoro 3acoby B TEKCTi MapKyBaHHA Ha
iH'eKUili B nonepegHbO KOHTPO/b cepii: BTOPWHHII ynakosLii
3aMoBHEHOMY, A Oi Ti
rpagyiioBaHoMy LUMPUL, Bionorika 'M6X,
OCHaLLeHOMY NopLUHEM, HimeuumnHa;
iH'E€KL|IAHOO rO/IKOHO, BiAnoBiganbHWIA
KOBMAYKOM Ta 3aXUCHUM 3a BUMyCK cepii:
NPUCTPOEM A5 CaHpo3 'mobX -
3anobiraHHs Bl KyHanb,
MOLUKOZ)KEHHIO FO/IKOHO ABCTpIS;
nicns 3acTocyBaHHs, BiANOBiAAbHUI
abo 6e3 Hboro; no 3 3a BTOPUHHY
LnNpuLa y KOHTYpPHii ynakosky: 1
6nicTepHii ynakosLi; no peHuax
2 KOHTYpHI 6riicTepHi MpoaakwH3
YMNaKOBKMN Y KapTOHHii vbX,
Kopoo6Li HimeuunHa
16. | BIHOKPUT® PO34uH NS iH'eKLii, 336 CaHpo3 'm6X ABCTpis BiANOBiAabHNI HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/12383/01/03
Mkr/mMn no 0,5 mn (20000 3a ABCTpis marepianis:

MQ) a6o no 0,75 mn

BUPOOHMLTBO,

BUNPaB/IEHHA TEXHIYHOI MOMWIKM Y Ha3Bi
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(30000 MO), abo o 1 nakyBaHHs, NikapcbKoro 3acoby B TEKCTi MapKyBaHHSA Ha
mn (40000 MO) B KOHTPO/b cepii: BTOPUHHI ynakoBL,i
nonepeaHL0 A Oi Ti
3anoBHEHOMY, Bionorika TM6X,
rpagyioBaHoOMy LUMPUL, HimeuyumnHa;
OCHaLLLeHOMY MOpPLUHEM, BiNOBIAANbHWIA
iH'EKLIIHOIO rosIKOHO, 3a BUNycK cepil:
KOBMA4YKoOM Ta 3aX1CHUM CaHpo3 'M6X -
NPUCTPOEM AN1A Bl KyHanb,
3anobiraHHsa ABCTpIS;
NMOLUKOAKEHHIO TOJIKOH0 BiAnoBiAaNbHWI
nicnsa 3acToCyBaHHs, 3a BTOPVHHY
abo 6e3 Hboro; no 1 abo ynakosky: Tl
no 3 nonepeaHbO IpeHuax
3anoBHeHMX Wwnpuua y MpoaakLIH3
KOHTYPHIli 61icTepHii v6X,
ynakosui; no 1 (1 wnpuy, HimeuunHa
Y KOXHii1) abo no 2 (3
Lnpuua y KOXHii)
KOHTYpHIi 6nicTepHi
yNaKoBKN B KAPTOHHIl
Kopoo6ui
17. | BIOBEH MOHO® PO34UH ANS iH EKLA Mo TOB "BIO®APMA YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom | UA/14526/01/01
25 mn, 50 mn a6o 100 MNA3MA" "BIO®APMA marepianis:
My naswLj; no 1 MNA3MA", BUMNpPaBAEHHS TEXHIYHOI NOMUSIKN Y
nnsAwui B navy, 3 YkpaiHa p."BMPOGHMK" B IHCTPYKLii 415 MeauyHoro
KapTOHY (BUPOGHMLTBO, 3aCTOCYBaHHSA NMikapCcbKoro 3acoby
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BVNYCK Cepiit);
TOB
"BIO®APMA
MJA3SMA",
YkpaiHa
(BTOpUHHE
nakyBaHHs,
BUNYCK cepiit)
18. | BICOMPONON-TEBA | TabneTku, BKpUTI TeBa I3painb AT YropwumHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/6407/01/01
NNiBKOBOIO 060/I0HKOIO, dapmaueBTikan dapmaueBTUYHN marepianis:
no 5 mr, no 10 TabneTok IHoacTpi3 /1T14. 1 3aBog TEBA 3MiHM | TUMy - 3MiHW y NpoLeci BUPOGHMLTBA

y 6nicTepi; no 3
6/1icTepn B KAPTOHHIN
KOpooLi

roTOBOrO /liKapCbLKOro 3acoby, BKIoYaoun
NPOMDKHWI MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHMLITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpoOHULTBA) -
He3HayHa 3MiHa y Npoueci HaHeCEeHHs
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
noKpUTTS (BNPOBaAKEHHS HAHECEHHS
NOKPUTTS ABOMa NapTIAMK y 3aTBEPMKEHNX
Mexax); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
[oToBUIA Nikapcbknii 3aci6. Onuc Ta ckiag,
(iHWWIi 3MiHKW) - pepakuiiiHi 3MiHM y po3ginax
pocke (3.2.P.1, 3.2.P.3.3, 3.2.P.3.4), wo
CTOCYETbCS TOTOBOTO NPOAYKTY
19. | BICOMNPOJON-TEBA | Tabnetku, BKpUTI TeBa I3painb AT YropwumHa BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/6407/01/02
NNiBKOBOIO 060/TI0HKOIO, dapmaLeBTikan $PapmaneBTUYHN marepianis:
no 10 wr, no 10 IHaacTpi3 174, 1 3aBog TEBA 3MiHM | TUMy - 3MiHX y NpoLeci BUPO6HMLTBA
TabneTok y 6nicTepi; no roTOBOrO /liKapcbKoro 3acoby, BKIOYaun
3 6nicTepun B KAPTOHHiIl NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MpU
Kopoo6Ui BMPOBOHULTBI FOTOBOTO JliKAPCLKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpOOHNLTBA) -
He3HayHa 3MiHa y NpoLeci HaHeCeHHs
noKpuUTTS (BNPOBaAKEHHS HAHECEHHS
NOKPUTTS ABOMA NapTiaMK y 3aTBEPAKEHNX
Mexax); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
[oToBWIA Nikapcbknii 3aci6. Onuc Ta ckiag,
(iHWWIi 3MiHKW) - pepakuiiHi 3MiHM y po3ginax
nocke (3.2.P.1, 3.2.P.3.3, 3.2.P.3.4), wo
CTOCYETbCS TOTOBOTO NPOAYKTY
20. | bMIMon po3uunH ans iHdoysiid, 10 "HOHiK IHais "HOHiK IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/11931/01/01
mr/mn no 50 mn a6o 100 PapmacbloTUKan PapmacboTukan marepianis: 3MiHu | TUny - AAMIHICTpaTUBHI
M/ Yy dh/1akoHi; no 1 JNlabopaTtopis" NabopaTtopisz” 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby
bN1aKoHY B KapTOHHIl (BipLineHHs pipmun (BipoineHHn (3miHa Ha3Bwu /13 (6yno - IDIMO/); 3miHm |
ynakoBLi "Ix. B. Kemikan3 chipmm "Ox. B. TMNYy - 3MiHK LWoAo 6e3nekn/edekTMBHOCTI Ta
eHa Kemikans eHpg, hapmakoHarnsgy (iHwi 3miHn) (HesHauHi
dapmMacbloTUKaI3 dapmacbloTuKas 3MiHW Y TEKCTi MapKyBaHHS NepBUHHOT Ta
Nt 3 /Itg.") BTOPUHHOI yNakoBOK)
21. | BOHBIBA® po3uunH ANns iH'ekuii no 3 | ®.XoddpmaHH-/15 LlBeiuapis BVMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHx Matepianis: | 3a peyenmom UA/5164/02/01
Mr/3 mn, no 3 mn Pow NTpg, Hepo3sdhacoBaHo 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
pO34KHy B nonepeaHLo T npoAykuji, HaliMeHyBaHHs Ta/abo agpecu micus
HamnoBHEHOMY LUNPUL; nepBuHHe NPOBaPKEHHS AifNbHOCTI
no 1 nonepeaHbO nakyBaHHS: BMPOOGHWKa/iMnopTepa roToBoro Nikapcbkoro

HanoBHEHOMY LUMPULYY B
KomnekTi 3 1
CTEepPUbHOHO TOMKOK
ANA iH'eKUil NOMiLLEeHOt0
B NnjiacTmMacoBuii
KOHTEWHep B KapTOHHIl
Kopoo6Ui

BeTTep ®apma-
®epTuryHr M6X
i Ko. KT,
HimeuyumnHa;
BTOPVHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/0
AKOCTI, BUNYCK
cepii:

Pow

3aco6y, BKIOYaUM AiNbHULi BUNYCKY cepil
ab0o micue NnpoBeAeHHS KOHTPOJTH SKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMIOPTEp, BKIOYAKYMN BUIYCK
cepiii) (3miHa Ha3BW BUPOGHMYOI AiTbHUL
Pow fiarHocTrke MTM6X, HimeuunHa, a came:
BW/IYYEHHS 3 Ha3BW BUPOGHMKA 3a3HaYEHHS
KpaiHu. 3aTBepaKeHo: Poww [liarHocTrke
'M6X, HimeuyunHa) (TepMiH BBe4EHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS); 3MiHu | Tuny -
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

[iarHocTukc
v6X,
HimeuunHa

AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3aco6y, BK/IOYaUM AiNbHNLj BUMYCKY cepil
abo MicLe NpoBeAeHHs1 KOHTPOJHO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, He BK/THOYAKUM BUMYCK
cepiid) (3miHa Ha3BW BUPOGHMYOT AiNTbHUL
BeTttep ®apma-depturyHr F'm6X i Ko. KT,
HimeuunHa ana ®.XoddmaHH-/19 Pow J1Tg,
LiBeliuapia, a came: BUYyUYEHHS 3 Ha3BK
BMPOGHMKA 3a3HAaYEHHS KpaiHu a Takox
thpasu: ana ®.XodmaHH-/15 Pow /114,
LLBeiiuapis) (TepmiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALiB micns
3aTBEpMXEHHS); 3MiHM | Tuny - 3MiHK 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOT AiNbHULI BUPOGHMLTBA 4NN
4yacTuHK abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /1iKapCbkoro 3acoby (iHLLi 3MiHW)
(3a3HaueHHs B peecTpauiiiHnx Matepianax
oyHKLUi BUPOBHUYOI AinbHULi BeTTep
Papma-depturyHr 'mo6X i Ko. K,
HimeuunHa, ik AinbHWLI, WO 3A4iACHI0E
BUPOBHMLTBO Hepo3gacoBaHOi NPOAYKLIT Ta
NMepBNHHOTO NakyBaHHs) (TepMiH BBeAEHHS
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBepXeHHS); 3MiHU | Tuny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta thapmakoHarnsgy
(iHwWi 3miHW) (3amiHa rpadhiuHoro
0hOpMNIEHHS NEPBUHHOI Ta BTOPUHHOT
YNaKkoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BiANOBIAHMMYK 3MiHamu o po3ginis MKA N3
(po3gin «pachiyHe ohopmMIeHHs» 3amiHEHO
po3/inoM «MapKyBaHHs»)

22,

BPOKCIHAK

Kpanni o4Hi, 0,09 % no
1,7 mn kpanens y
dnakoHi, no 1 chnakoHy
3 KpanesibHuLet B
KapTOHHI ynakoBLi

CeHrTicc ®apma
MeT. itA.

IHAjA

CeHrTicc ®apma
MeT. 114

IHAjA

BHECEHHS 3MiH O peecTpavLiiiHnX
marepianis:
BUMNpPaB/IEHHS TEXHIYHUX NOMUIOK B METOAAX
KOHTPOJIHO SIKOCTi Y po3aini Cknag

3a peyernmom

UA/15200/01/01

23.

BPOHXO-MYHAN®

Kancynv Teepai no 7 mr
no 10 kancyn y 6nicTepi;
no 1 a6o 3 6nictepu B
KapPTOHHI KOpoOU;i

CaHpos
PapmacbloTikan3

a.a.

CnoBeHisi

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,

KOHTPO/Ib Ccepil,

CnoseHisi/
LLiBeiiuapis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis:
3MiHY I TURY - 3MiHW [0 IHCTPYKUIT Ans
Me/AMYHOI0 3aCTOCYBaHHs A0 PO3Ainy

6e3 peyenma

UA/14314/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo
20

nocsi0YeHHs1

BUMYCK Cepii:
Nex
PapmaueBTUyHa
KomnaHia g. 4.,
CnoseHis;
BUPOBHMLTBO in
bulk, koHTpONb
cepii: OM
dapma CA,
LLisenuapis

"Kareropis Bignycky": 3anponoHosaHo: be3
peuenTa.

BHeceHHs iHthopMaLii CTOCOBHO KaTeropii
BiANYCKYy B TEKCTi MapKyBaHHS Ha BTOPUHHY
yMakoBKy NiKapCcbKoro 3acoby 3rigHo
IHCTPYKLiT ANA MegMYHOro 3actocyBaHHs (Y
3B'SA3Ky i3 3MiHOK NPaBOBOro CTaTycy
nikapcbKoro 3aco6by). BBegeHHs1 3MiH
npoTArom 6-T1 micsauis nicna
3aTBepPAKEHHSA

3a peyernmom

UA/6378/02/01

24.

BYCKOMAH®

PO34UH ANS iH'EKLRA, NO
20 mr/mn, no 1 mn B
amnyni; no 5 amnyn y
KapTOHHIA KOpoo6Li

TOB "CaHoi-
ABeHTIC YKpaiHa"

YkpaiHa

BepiHrep
IHrenbxanm
EcnaHa, CA

IcnaHia

BHECEHHS 3MiH O peecTpavLiiiHnX
marepianis:
3MiHK | TURy - 3MiHK Woao0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHWX
[aHvx nNpo cmuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHEHNX AaHUX NPo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiZa/IbHOI 3a
3[iicCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHeHHs hapmakoHarnsgy B YkpaiHi,
AKLWO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBigasbHOT 3a 3AiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI Ans
3[jicHeHHs1 hapMakoHarnaay: Jirova
pepakLisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepakuist — KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBAaXEHOI 0C06M, BifnoBigansHOI Ans
3fiiCHEHHs hapmakoHarnsagy

UA/11505/02/01

25.

BA30MNPO®

kancynu no 250 mr no
10 kancyn y 6nictepi, no
4 6nicTepun y nauyi 3
KapToHY

MAT "dapmak”

Ykpaina

MAT "dapmak”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHu | TUNy - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecun

MicLA MPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3acoby, BK/IYaUn AiNbHNLI BUMYCKY cepil

abo micue NnpoBefeHHA KOHTPOJII0 SKOCTI.
(AisnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMMOpTEp, BKIOYAKYM BUIYCK
cepiii) (3MiHa ropuANYHOI agpecy BUPOGHUKa
N3 Ha thakTnuHy, 6e3 3mMiHn Micus

BMpo6HMUTBA) (TepMiH BBEAEHHS 3MiH

3a peyenmom
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

npoTArom 6-Tn MicALiB micns
3aTBEPMXEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHwWi 3miHW) (3amiHa rpadhiuHoro
0POPM/IEHHSA HA TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK 3
BiAMOBIAHOI 3aMiHO po3giny «IpadivuHe
0hOpPMIEHHS YMAKOBKM» Ha po34in
«MapkyBaHHs») (TepMmiH BBe,eHHS 3MiH
npoTArom 6-Tn MicALiB micns
3aTBEpAXEHHS); 3MiHM | Tuny - 3MiHK 3
sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO /liKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHLLi 3MiHKN) (BHECEHHS 3MiH 40
Cneuudpikauii Ta MeTogis koHTposto 13 3a
NoKasHNKoOM "OHOPIAHICTb A030BaHNX
OAMHNL", @ came BHECEHHS pedakLUiiHnX
YTOUYHEHb Y HOPMYBaHHS Ta METOANKY
BUNPO6YBaHHSA

26.

BA30MNMPO®

Kancynun no 500 mr no
10 kancyn y 6nictepi, no
6 6nicTepi y nayui 3
KapToHY

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
Matepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

MiCLii MPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BKIYaoun AiNbHUL BUNYCKY cepil

abo MicLe NPoBeAEHHST KOHTPOKO SIKOCTI.

(misanbHICTb, 3a AKy BiAnosigae

BMPOGHUK/IMNOPTEp, BKIOYAKYN BUMYCK
cepiii) (3MiHa ropuANYHOI agpecy BUPO6HUKa
'N3 Ha chakTnuHy, 6€3 3MiHM Micus
BUpO6HMUTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB micns
3aTBepXeHHs); 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHW) (3amiHa rpadhiuHoro
0POPM/IEHHS HA TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK 3
BiAMOBIAHOI 3aMiHO po3giny «IpadivuHe
0POPMIEHHSA YNAKOBKM» Ha po3fin
«MapkyBaHHs») (TepMmiH BBeeHHS 3MiH
npoTArom 6-Tn MicAuiB micns
3aTBepXeHHSR); 3MiHK | Tuny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO JliKapCbKoro 3acoby. 3miHa

3a peyenmom

UA/11505/02/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
napameTpis cneuyndikauiii Ta/abo
[OMYCTUMUX MEX rOTOBOTrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) (BHECEHHS 3MiH 0
Cneuumcpikauii Ta MeTogis KoHTponto /13 3a
nokasHMKkoM "OAHOPIAHICTb [030BaHNX
OAMHUL", & came BHECEHHA pefakLUiliHuX
YTOUYHEHb Y HOPMYBaHHS Ta METOANKY
BMNPOGYBaHHS
27. | BEPANAMINY nopoLuok (cybcraHuis) y MpAT YkpaiHa Pekoppaarti ITania BHECEHHS 3MiH [J0 peecTpaviiiHnx - UA/8016/01/01
rigPpoxnoprump nakeTtax "PapmaueBTnyHa IHoacTpia Ximika

nonieTuNeHoBUX Ans
thapmaLeBTUUYHOTO
3aCTOCYBaHHs

chipma "OapHuus”

| dapmac’oTika
Ec.ni.Ei.

marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HaYeHUX y cneundikauisx Ha A®l, abo
BVXiAHWI/NPOMIKHWIA NpOAYyKT/peareHT, Wo
BMKOPWCTOBYIOTHCS Yy NpoLeci BUPO6HMLTBA
A®| (iHWi 3miHM) CynyTHSA 3MiHa - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y Npoueci
BMpo6HULUTBa AP (iHLWIi 3MiHK Y MeToAax
BMNpobyBaHHA (BK/IOYatouM 3amiHy abo
LONOBHEHHSA) A®| abo BUXiAHOro/NPOMIXXHOTO
npoaykTy) (80 po3ainis «Onuc»,
«laeHTudpikauia A, B, C», «Btpata B maci
npv BUCYLLYBaHHi», «MUTOMe ONTUYHE
o06epTaHHs», «po30piCTb PO3UMHY»,
«Ko/1bOpOoBiCTb PO3UNHY», «PO3MIp YacTOK» -
BHECEHO pefaKLiiHi BUNpaB/eHHs;
BUTYYEHHS TeCTy «/[liana3oH nnaBneHHs » Ta
«Bakki MeTanun»; «HacunHuii 06'em» -
[eTanis3oBaHo ONUC METOANKN
BMNPOOYBaHHS, 6€3 3MiHU KpUTepiii
NPUIRHATHOCTI; 3a p. «lgeHTudikauis D», «pH
po3unHy», «CynyTHi JOMILLKN», «3auLIKOBa
KINIbKICTb OpraHiYHMX PO3YNMHHUKIBY ,
«KifIbKiCHE BM3HAYEHHS» - HOPMYBaHHA Ta
METOAMKM KOHTPOSIIO NpUBELEHI Y
BiANOBIAHICTbL 40 MaTepianiB BUPOGHMKaA Ta
MoHorpadii EP Ta USP); 3miHu | Tuny -
3MiHu 3 akocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHKX BUNPOGyBaHb/nepiosy
36epiraHHa abo yMoB 36epiraHHsa Ad| (3a
BifJICYTHOCTI Y 3aTBEpAKEHOMY [0CbE
cepTudikaTa BiANOBIAHOCTI EBpONEChbkili
dhapmakonei, Lo BK/Yae nepiog,
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

NOBTOPHOrO BUNPOBYBaHHS) (iHLUI 3MiHW)
(3MiHa TepMmiHy 36epiraHHs AdI:
3aTBepakeHo: 5 pokiB. 3anponoHoBaHo: 5
POKiB 3 HACTYMHNM NEPEKOHTPONEM)

28.

BIHKPUCTUH-TEBA

PO34uH ANs iH'ekuin, 1
mr/mn no 1 mn, abo no 2
M, abo no 5mny
chnakoHi; no 1 dpnakoHy
B KapTOHHIi kopobui

TeBa
dapmaLeBTikan
IHaacTpi3 174,

I3painL

dapmaxemi b.B.

HigepnaHamn

BHECEHHS 3MiH O peecTpaviiiHnX
marepianis:
3MiHM | TUNY - NogaHHa oHoBneHoro CEP
(R1-CEP 2004-048-Rev 02) ans Adl
BuHKpucTHA cynbgart Big BXe
3aTBepmAxeHoro BupobHuka Minakem High
Potent, Belgium (Ha3By B1po6HuKa 6yno
3MiHeHo 3 S.A. Ajinomoto Omnichem N.V.,
Belgium Ha Minakem High Potent, Belgium
BUPOGHMYA AiNbHULA 3anuvLumnnacs Tielo
camoto. OHOBJ/IEHHS pPo34inis
PEECTPAL,HOIO AOChE: BHECEHHS
pefakuifiHUX 3MiH A0 po34iniB
peecTpauiiiHoro AoCbe; Ha3By Ajitoyol
peyoBuHM vincristine sulphate 3MiHeHO Ha
vincristine sulfate; 3aiiBy iH(hopmaLiiio B
Moayni 2.3.S. 6yno BuayyYeHo ons
BignogiHocTi iHhopmalLii, HagaHoi y po3gini
3.2.S; Konii cepTudcpikatis BiANOBIAHOCTI i
3aaB Wwoao TSE 6yno BuganeHo 3 po3giny
2.3.R, HaTOMICTb AOAAHO NOCUIAHHSA Ha
po3ain 3.2.R Towwo; 3MiHu Il Tuny - 3miHa y
NepBUHHI yNakoBL,i FOTOBOrO JliKapCbKoro
3aco6y - BHECEHHS 3MiH 40 peecTpaLiintHoro
pocbe p. 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6:
BBEEHHSA a/lbTepHaTVNBHOI NPOOKY -
bromobutyl rubber stopper Omniflex 3G
(3atBepaxeHo Omniflex Plus); BHeCEHHs
pefakuiiHuX 3MiH; 3MiHEHO Ha3By
BUPOBHWKIB PE3VHOBUX NPOBOK, CKISHWUX
donakoHiB, Ha3By AiNbHULi raMmma-
BVNPOMIHIOBaHHS

3a peyernmom

UA/6278/01/01

29.

BIHMOLETUH

KOHLIeHTpaT A5t
pO34MHy Ans iHdysii, 5
Mr/M No 2 MA B aMnyni;
no 5 amnyn y nauui 3
KapTOHy; Mo 2 MN B
amnyni; no 5 amnyn 'y
6nicTepi; no 1 6nictepy
B NauLli 3 KapTOHY

ToBapucTso 3
06MeXeHoto
BiANOBIAA/IbHICTIO
"[locnigHwii 3aBog,
"rTHUOC"

Ykpaina

KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
ToBapucTtso 3
06MeXxeHo
BiANOBIAANLHICT
10 “"JocnigHunia
3asog "rHUJ/IC",
YKpaiHa;

BCi cTagii

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akKynopoBasnbHuii 3aci6. 3MiHa
PO3Mipy YNakoBKy roTOBOro /ikapcbKoro
3aco0y (BU/lyYEeHHS YNakoBK1 NeBHOTo0
po3Mipy) (BU/TyYEHHS 3aTBEPKEHOrO BUAY
nakyBaHHs rno 2 mn B amnyni, no 10 amnyn B
nasui 3 KapToHy; No 2 ma B amnyni, no 10

3a peyenmom

UA/1272/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BUPOBHMLTBA, amnyn B 6nicTepi, no 1 6nictepy B nayuyi 3
KOHTPO/Ib SIKOCTI, KapToHY)
BUNYCK cepil:
ToBapucTBo 3
06MEXeHOI0
BiANOBIA&/IbHICT
10
"®apmaueBTUyH
a KoMnaHist
"3p0poB'a”,
YKpaiHa
30. | FEKCIA necapii no 16 mr, no 5 TOB "®3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 6e3 peyenma UA/15850/01/01
necapiiB y KOHTYpHili "BIOPAPMA" "BIO®APMA" marepianis:
YapyHKOBIli ynakoBLii; no 3MiHK | TUNY - 3MiHW WOoA0
2 KOHTYpPHi YapyHKOBI 6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsay
ynakoBKM y naui 3 - BHECEHi 3MiHU [0 TEKCTY MapKyBaHHS
KapTOHY BTOPWHHOT YNakoBKW /1iKapCbKOro 3acoby
31. | FO3EPENIH imnnaHTart no 10,8 Mr no AnsoreH IlNMKo Iokcembypr BMPOGHULITBO "in HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/15570/01/02
ANBOIrEH 1 iMnaaHTaty y wnpuuy- C.ap.n. bulk", nepBrHHe marepianis:

annikatopi (Lwnpuy-
annikaTtop cknagaeTbea
3 NoniMepHoro Kopnycy
3 TpUMayem gns
iMnnaHTary, ronkm Ta
nopLUHA); no 1 wnpuuy B
nakeTuky; no 1 a6o 3
NakeTUKN y KapTOHHiIl
nauuj

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepil,
Bignosigae 3a
BUMYCK Cepii:
AMB 'm6X
ApuHeiimMiTTenss
epk BapHray,
HimeuyumnHa;
cTepwnisauis:
CuHepaxi
Xeanc
Annepcxay3eH
vbX,
HimeuyumnHa;
Mikpob6ionoriyHe
TECTYBaHHS:
€BpodoiHC
Bio®apma
MpopakT TecTiHr
MtoHxeH 'm6X,
HimeuuunHa;
cTepunisauis,
MiKpOGionoriyHe
TECTyBaHHS:
BEB®
CrepinizeniHce

3MiHu | TUNy - 3MiHa NnapameTpiB
cneyudikaliii Ta/abo fonycTUMUX Mex
NepBNHHOT YMakoBKN FOTOBOTO NiKapCbKOro
3ac06y (AONOBHEHHS cneuudikauil HOBUM
NOKa3HMKOM 3 BifiNOBIAHUM METOAO0M
BMNPOOGYBaHHS); 3MiHK | TUny - 3MiHa
napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNaKkoBKy
roTOBOrO NiKapCbKoro 3acoby (BUy4YeHHs
He3Ha4yHOro nokasHuka (Hanpuknag
3acTapifioro nokasHuka))
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Kpaina

Peecmpayjitina npoyedypa

Ymosu

peecmpayiliHo

Homep

Ne Ha3sBsa nikapcbko2o
n/n 3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

BUPOGHUKa

Bionycky

nocsioYyeHHs

20

pBi3 MM6X,

HimeyunHa
[enbtapm

PpaHuis

BHECEHHS 3MiH [JO peecTpaviliHnx

6e3 peyenma

UA/0832/02/01

32. | TYTTANNAKC®

Tabnetku no 5 mr no 20
TabneTok y Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lj

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

Peiimc

ITanis

6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.

marepianis:
3MiHW | TUNY - 3MiHK Woao

BBefeHHs1 ab0 3MiHM 0 y3araslbHEHUX
[aHvx Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobu, BiAnoBiganbHOT 3a
3AjiicHeHHs hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsay 3asBHvKa gns
3[jiCHEeHHSs1 hapMakoHarsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXEHOI
ocobu, BignoBifanbHOI 3a 3AjACHEHHS
thapmakoHarnagy (BkIovaroUn KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
halina cuctemun chapmakoHarnagy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBigansHoi Ans
3[iicHeHHs1 hapMakoHarnsgy: [irova
pefaxuisi - BoinTeHko AHTOH [eopriioBuy.
MponoHoBaHa pepgakuis — KnilwmH AHTOH
MwukonaiioBmy. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI Ans
3fliicHeHHs1 chapMakoHaraagy
BHECEHHS 3MiH 10 peecTpavLiiHnx

6e3 peyenma

UA/0832/01/01

YNb®AT

33. | TYTTAJTAKC®IIKOC

Kpanni, 7,5 mr/mn no 15
M a6o 30 mny

dhnakoHi; no 1 dpnakoHy
Y KapTOHHil kopobLi

TOB "CaHodi-
ABEHTIC YKpaiHa"

YkpaiHa

IcTiTyTO OE
Anxeni C.p.n.

marepianis:
3MiHM | TUNY - 3MiHK Woao

6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnasgy, 3amiHa
YNOBHOBaXeHOI 0co6u, BiANoBiAanbHOT 3a
3[jilicHeHHs chapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3assHuka ans
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifl YNOBHOBaXeHOT
0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIovaroUn KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-

haiina cuctemun chapmakoHarssgy) - 3miHa
yNOBHOBaXeHOT 0cobw, BignoBifansHoOT Ans

3pjiicHeHHs hapmakoHarnagy: Aitova
pefakuisi - BoinTeHko AHTOH [eopriioBuy.
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
MponoHoBaHa pegakuist — KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOI 0c06M, BifnoBiganbHOI Ans
3[ifiCHEHHs hapmakoHarnsay
34. | AANAPTIH NopoLLoK (cybcTaHuis) TOB YkpaiHa TOB "BIOH" Paciiicbka BHECEHHS 3MiH O peecTpaviiiHnX - UA/15155/01/01
0ns hapmaLeBTUUYHOTo "®apmcuHTes" bepepauis marepianis:
3aCTOCYBaHHS Y CKISHUX 3MiHM | TUny - 3MiHa y MeToAax
ab0o nonieTuneHoBMX BMNpobyBaHHA A®l abo BuXigHOTO
6aHKax mMartepiany/npomiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MpOLECi
BMPOGHMLTBA AD| - BHECEHHS 3MiHN Y
cneuundikauii, metogax BunpobysaHHa Ad|
3a posginamu: -"pH" EP.2.2.3
35. | AEMAKIH XPOHO® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/10298/01/01
300 MI 060/10HKOHO, ABeHTIC YkpaiHa" IHpacTpia marepianis:
NPOSIOHrOBaHOI fii, No 3MiHM | TUNY - 3MiHK WoA0
300 mr Ne 100 (50x2): 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
no 50 TabneTok y BeefieHHs1 ab0 3MiHK [0 y3araslbHEHUX
KOHTeHepi, 3aKpuTomy AaHux Npo cuctemy apmakoHariagy
KPWLLIKOIO 3 (BBEAEHHSA y3arasibHEHNX AaHUX Npo
BOJIOronorMHaYemM; no cuctemy thapmakoHarnsagy, smiHa
2 KOHTeiHepn B YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
KapTOHHI Kopoo6Li 3[iiCHEHHST hapMakoHarsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3assHvKa gns
34ilicHeHHs1 hapmakoHariagy B YKpaiHi,
SAKLLO BOHA BigMiHHA BiJ, YNIOBHOBaXKEHOT
ocobu, BignoBifasbHOT 3a 3AiCHEHHS
hapmakoHariagy (BKIYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0CO6M, BiAnoBiganibHOI A5
3[jicHeHHs1 hapMakoHarnsay: [irova
pepakLisi - BoliTeHko AHTOH eopriiioBuy.
MponoHoBaHa pepgakuis — KniwnH AHTOH
MwukonaiioBny. 3MiHa KOHTaKTHUX AaHUX
yrNoBHOBaXeHOT 0cobwu, BignoBifanbHOT Ans
3fiicCHEHHS chapmMakoHarsgy
36. | AEMAKIH XPOHO® TabneTkun, BKpUTI TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/10118/01/01

500 MI

060/10HKOIO,
NPOJIOHroBaHoI Aii no
500 mr Ne 30: no 30
Tab/1IeTOK Y KOHTEWHepI,
3aKpPUTOMY KPULLIKOIO 3
BOJIOronoriMHaveM, B
KapTOHHiiA KOpo6Ll

ABeHTIC YkpaiHa"

IHpacTpia

marepianis:
3MiHM | TURY - 3MiHN WoAo
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX
OaHnx nNpo cmuctemy chapmakoHarnsgy
(BBEAEHHS Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06M, BiANOBiJa/IbHOI 3a
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

34ilicHeHHS hapMakoHariaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3assHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIovarUmn KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cnuctemm chapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0c06M, BifnoBiganbHOI Ans
3gificHeHHs chapmakoHarnsagy: ditoya
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepfakuis — KnilmnH AHTOH
MukonainoBny. 3MiHa KOHTaKTHUX JaHWX
yMOBHOBaXeHOT 0cobw, BignoBigansHoT Ans
3[iiCHEHHs1 hapMakoHarnsay

UA/3817/01/01

37.

AENAKIH®

cupon, 57,64 mr/mn Ne
1: no 150 mn y dhnakoHi;
no 1 cpnakoHy 3
[,03y0UMM MPUCTPOEM 3
npo6Kkoto-afanTopoM B
KapTOHHI KopooLi

TOB "CaHodi-
ABeHTIC Ykpaina"

Ykpaina

FOHiTep Niksig,
MaHydekuypiHr

®paHuina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cucTemy thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3ilicHEeHHS hapMakoHaraay; KOHTaKTHOT
0cobu 3 thapmakoHarnagy 3asBHvKa Ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 3ilACHEHHS
hapmakoHarnagy (BKI4aun KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOBAaXEHOI 0C06M, BifnoBigansHOI Ans
3piicHeHHs hapmakoHarnsay: MponoHoBaHa
pepakuis — KniwmH AHTOH MukonainoBumy.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobwu, BignoBifabHOT AN 34IACHEHHSN
dhapmakoHarnsgy

3a peyenmom

38.

AENAKIH® 400 MI

niogpinizaT A4N19 po3UnHy
ONs iH'exuin no 400 mr
Ne 4 (no 1 donakoHy 3

TOB "CaHodi-
ABEHTIC YKpaiHa"

YkpaiHa

BVPOGHMUK,
BiANOBiAaIbHUI
3a BUNYCK Cepiii:

ITania/
YropuwmHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis:
3MiHM | TUNY - 3MiHK Woao

niogpinizaTom y CAHO®I C.MN.A., 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
KOMMAEKTi 3 1 amnysioto ITanis; BBegeHHs abo 3MiHM [0 y3arasibHeHuX
po3uunHHKKa (Boga Ans BMPOGHMWK [aHuX Npo cuctemy hapmakoHarnsgy
iH'ekyjiit) no 4 mny PO3UYMHHUKA: (BBEAEHHSA y3ara/ibHEHNX AaHNX Npo
KapPTOHHIN kopobLi Ne 1; XIHOIH, 3aBog, cucTemy thapmakoHarasgy, 3miHa

3a peyenmom

UA/10138/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
no 4 KapTOHHMX KOPOGKM PapmaLeBTUYHN YMOBHOBaXEHOT 0c06u, BigNoBiAaIbHOT 3a
Ne 1y kKapTOHHii X Ta XimMi4HuX 3[jiCHEHHST hapMakoHarsay; KOHTaKTHOI
KopobLi Ne 2) MpoaykTis 0cobu 3 hapmakoHarnsgy 3asBHuKa 415
MpaiisiT Ko. 3[jiCHEeHHs hapmakoHarnsgy B YkpaiHi,
NTp., YropwmHa AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOB&XeHOT 0cobw, BignoBifanbHOI Ans
3AjicHeHHs1 hapMakoHarnagy: [irova
pepakLisi - BoliTeHko AHTOH eopriioBuy.
MponoHoBaHa pegakuist — KnilwmH AHTOH
MwukonaiioBny. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOI 0Cc06M, BifnoBiganbHoI Ans
3[ifiCHEHHs hapmakoHarnsgy
39. | AEMNAKIH® EHTEPIK TabneTku, BKpUTI TOB "CaHoi- YkpaiHa CaHodpi BiHTpon PpaHuia/ BHECEHHS 3MiH O peecTpaviiiHnX 3a peyernmom UA/2598/02/01
300 060/10HKOH0, ABeHTiC YkpaiHa" IHpacTpia, IcnaHis marepianis:
KMLLKOBOPO3UMHHI MO ®paHuis; 3MiHW | TUny - 3MiHK Woao
300 mr Ne 100 (10x10): CAHO®I- 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
no 10 TabneTtok y ABEHTIC C.A,, BBeneHHs abo 3MiHM [0 y3arasibHeHnX
6nictepi; no 10 Icnanis AaHvx nNpo cmuctemy chapmakoHarnsgy
6nicTepiB y KAPTOHHIl (BBEAEHHSA y3ara/ibHeHVX AaHuX npo
KopoobLi cuctemy hapmakoHarnagy, 3amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 32
3[iicHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHeHHs hapmakoHarnisay B YkpaiHi,
AKLWO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBifasbHOI 3a 3AiCHEHHS
hapmakoHarnsgy (Bkaovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOI Ans
3AiicHeHHs hapMakoHarnagy: NponoHoBaHa
pepakuist — KnilmH AHTOH MukonaioBumy.
3MiHa KOHTaKTHUX AaHWnX YNOBHOBaXEHOT
oco6u, BiANoBiAabHOT AN 3OiACHEHHS
chapmakoHarnsay
40. | ANASENEKC® PO34MH NS iH ek, 5 AT "Kanuekc" Narteis BCi cTagii CnosavuunHa/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom | UA/15321/02/01
Mr/mMn no 2 M B aMmnyni; BMPOGHNYOTro Narsis marepianis:
no 5 amnyn B npotecy, Kpim 3MiHu I Trny - 3MiHK Woao
YapyHKOBIli ynakoBLji BUNYCKY cepii: 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
(nigaoHi); no 2 abo 66 XBM dapma BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YapyHKOBUX YNakoBOK c.p.o., YMOB BUAaui peecTpaLiiiHoro nocBigyeHHs,
(miggoHiB) y mavyi 3 CnoBayumnHa;

BK/t0Yaoum MnaH ynpae/iHHA pyu3nkamu
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Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

peecmpayiliHo
20
nocsi0YeHHs1

KapTOHY

BMPOGHWK, AKWI
Bignosigae 3a
BUNYCK cepil,

BK/IOYAKOUN
KOHTPO/b
cepii/Bunpobysa
HHA: AT
"piHaekc",
Nartsis

(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
NoAaJsTbLIOro 06r'pyHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVMU, L0 MatoTb
HagasaTncs KOMNETEHTHUM OpPraHoMm,
OCKINIbKN BUMaraeTbCs CyTTEBA OLLHKa
KOMMNEeTeHTHUM OpraHoMm) - BrkoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13
nyHkTYy 1 pogatky 15 o ropsaaky
NpoBefeHHA excnepTu3u peecTpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha iepXasHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTusu
mMartepianis NPO BHECEHHSA 3MiH 40
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHOro NocBig4eHHs,
3aTBEpAKEHoro Hakasom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

UA/15321/01/01

41.

ANASENEKC®

Tabnetkn no 5 mr no 10
TabneTok y 6nictepi; no
1 a6o 2, abo 3 6nicTepu
B KQpPTOHHIM nayui

AT "Kanuekc"

Nartia

AT "I'piHgekc"

Nartsia

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu |l Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro noceigYeHHs,
BK/tOYatoun MnaH ynpasniHHA pu3nkamu
(3acTocyBaHHsA 3MiH(M), SiKi(a) BUMaratoTb(€)
nofAasibLIoro 06I'pPyHTYBaHHSA HOBUMM
O04ATKOBUM AaHVMW, L0 MaloTb
HafaBaTnCca KOMNETEHTHUM OpraHoMm,
OCKiNIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM OpraHom) - BykoHaHHs
3060B'A3aHb BiAMOBIgHO A0 nignyHkTy 1.13
nyHkTy 1 gogatky 15 o Mopsaaky
NPOBELEHHS EKCNEePTU3N peecTpaLiliHniX
mMarepianiB Ha nikapcbki 3acobwm, o
noJaloTbCA Ha iepXaBHy peecTpadito
(nepepeecTpauiito), a Takox ekcnepTusmn
mMartepianis NPo BHECEHHA 3MiH 40
peecTpauiiiHux maTepiasis NpoTArom aif
peeCTpaLiiniHOro NocBiAYEHHS,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

3a peyenmom

UA/4231/01/01

42,

ANTOKCUH-
340POB'A

Tabnetku no 0,25 mr, no
10 Tabnetok y 6nictepi;

no 5 6nictepis y

ToBapucTso 3
06MeXeHot

BiNOBIAA/IbHICTIO

Ykpaina

ToBapucTBO 3
obmexeHolo

BiANOBIAA/IbHICT

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: NpUuBeAEHHA HanMCaHHA
peecTpauiiHoi npoueaypu B Hakasi MO3

3a peyenmom
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHI kopo6uj; no "®apmMaueBTNyHa 10 YKpaiHu
50 TabneTok y 6ricTtepi; KOMMaHis "®apmaueBTUYH Ne 1716 Big 22.12.2017 y BigNOBigHICTb
no 1 6nictepy B "3popos'a" a KoMnaHis [0 3aTBEPKEHNX peecTpaLiiiHmx
KapTOHHI kopobuj, No "3p0pos'a” MaTtepiasliB B NPOLECi BHECEHHS 3MiH -

50 TabneTtoky
6nictepax

3MiHu | TURY: 3miHK 3 skocTi. CepTudiikat
BignosiaHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiin thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTudikaTa BiANOBIAHOCTI a60 BUNYYEHHA
cepTuguikaTa BignoBigHOCTI €EBpPONENChKii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/NPoOMbKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
015 AOMOMDKHOT peyoBrHY (cepTuddikat
BiANoBiAHOCTI EBponelickbkit hapmakoner) -
OHoBneHW cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPO6HUKa. CynyTHS 3MiHa:
3MiHu 3 siKocTi. A®I. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs APl abo BrXigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci
BMpo6HUMUTBa API (iHWI 3MiHKM Y MeTogax
BMNpoOyBaHHA (BK/IKOYaouM 3amiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/MPOMIDXHOTO
NPOAYKTY) — NOAaHHSA OHOB/IEHOrO
cepTudikaTy BignosigHocTi €spon. ®ap.
CEP: R1-CEP 2010-298-Rev 00 Big,
3aTBEPMAKEHOr0 BUPOOHUKa API JUroKCuH, 3i
3MIHOI0 HallMeHyBaHHSA: 3aTBepXeHa Ha3Ba
— Deccan Nutraceuticals Pvt Ltd,
3anpornoHoBaHa Hazga — DECCAN
NUTRACEUTICALS PVT LTD (PART OF
ALCALOIDS CORPORATION), 3
YTOUHEHHSM aApecy MiCLLEeNnpOBaKEHHS
LOiSNIbHOCTI, Ta, K HACcNiAoK, 3MiHM y MeTogax
BXiZJHOTO KOHTPOJIO 38 NMOKa3HWUKOM
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO3YMHHWKIB». 3MiHM | TUMY - 3MiHK 3 AKOCTI.
CepTtudpikat signosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI EBPONENChKIN
thapmakonei/mMoHorpadii. NogaHHs HOBOTO
a60 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
abo BMNy4YeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans
BUXIZAHOrO MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTBLCS Y
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BMPOGHMLTBI API; ANt AONOMIXHOT PevyoBUHM
(cepTudpikaT BignoBigHOCTI EBpoNeichKiii
hapmakonei) - HoBuii cepTudikaT Big, HOBOro
BMPO6HMKA (3aMiHa ab0 AOMOBHEHHS).
CynyTHS 3miHa - 3MiHuM 3 sKocTi. ADI.
KoHTposib A®L. 3miHa y napameTpax
crneungikauii Ta/abo 4onycTuMmMx Mex,
BM3HAYeHUX y cneundikauisix Ha A®l, abo
BUXiAHWA/NPOMIKXHWIA NpoAYyKT/peareHT, Wo
BMKOPMCTOBYHOTbCS Y MPOLEeCi BUpoBHMLTBA
A®I (iHWi 3MiHN) - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®L. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci
BMpo6HUMUTBa API (iHWI 3MiHM Y MeTogax
BMNpo6yBaHHA (BK/IKOYaloumM 3amiHy abo
[0MoBHEHHST) AD| abo BUXiAHOTO/NPOMIXHOro
npoAykTy) - N0OAaHHSA HOBOro cepTudikaTy
BignosigHocTi €epon. ®ap. CEP: R1-CEP
2010-042-Rev 00 Big HOBOro BUpo6HUka Adl|
[JvrokerH NOBILUS ENT, Ta, ik Hacnigok
npuBeaeHHs cneuudikauii Ta MeTogis
BXifJHOTO KOHTPOJIIO SIKOCTi 3a NOKa3HKOM
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO34YMHHWKIB» Y BIAMNOBIAHICTb A0
HOPMAaTMBHOI AOKYMeHTaLil BUPOOHMKa

43.

IVKNO®EHAK
HATPIIO

PO34nH ANS iH'eKLin 2,5
% no 3 M1 B amnyni; no
5 amnyn y 6nictepi; no

1, 2 a6o 20 6nicTepiB y
nayi 3 KapToHy

NAT
"Ny6Hnchapm"

Ykpaina

MNAT
"Ny6Hncpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu | TNy - 3MiHa y MeTogax
BMNPOBYBaHHSA rOTOBOrO /liKapCbKOro 3acoby

3a peyenmom

UA/5713/01/01

OVKNODEHAK-
30POB'SA

renb 1 % no 30 r abo no
50 ry Ty6i; no 1 Ty6i B
KapTOHHI Kopoo6Li

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"®GapMaLeBTUYHa
KOMMaHis
"3popos'a”

YkpaiHa

ToBapucTBo 3
obmexeHor
BiANOBIA&/IbHICT
10
"®apmaueBTUYH
a KoMnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavyiiHnx
marepianis:
3MiHK | TUNY - 3MiHKW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL
[0 MoHorpadii JdY abo EBponelicbkoi
hapmakonei, abo iHLOI HalioHa/IbHOI
hapmakonei gepxasu E€C; cynyTHA 3miHa:
3MiHa y meTogax BunpobyeaHHss Ad| abo
BMXIZIHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BUpo6HuuTBa A®I; 3mitm | Tuny -
nofaHHA HOBOro cepTuddikaty Bif Bxe
3aTBEPPKEHOr0 BUPOOHYKA; CynyTHA 3MiHa:
3MiHa y NapameTpax crneungikauii Ta/abo

6e3 peyenma

UA/1539/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiZHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUPOBHULTBA
A®| - 3miHa y MeTogax BUNpobyBaHHa AdI
abo BuUXigHoro marepiany/npoMiKHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®l - nogaHo
ceptudgoikat BignosigHocTi € No. R1-CEP
1997-066-Rev 03 gns Ajit0yoi pevoBrHN
OviknodheHaky HaTpilo Bif 3aTBEpAKEHOro
BMPOOHMKA 3 YTOYHEHHSIM HaliMEHYBaHHS Ta
agpecy i Ik Hacnigok 3MiHM cneuudikauii Ta
MeTOZiB BXiHOr0 KOHTPOSIIO 3& NOKA3HUKOM
«3a/INLLKOBI KifIbKOCTi OpraHivyHmux
PO3UYMHHWKIB»; 3MiHW | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo
[0MyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTHCS Yy NpoLeci BUPOGHMLTBA
A®I; cynyTHs 3miHa: 3MiHa y MeTogax
BMNpobyBaHHA APl abo BuXigHOro
mMartepiany/npomMbKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMpOGHMLTBA ADI; 3MmiHWM I TURY - 3MiHa
BMPOOHUKA BMXiZAHOrO/MPOMIXHOIO
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoteci AdDl, abo 3miHa
BMpOGHMKa (BK/IKOYaKouK, e HeobXiaHo,
MicLe NpoBeAeHHS KOHTPOIo akocTi) AdI (3a
BiICYTHOCTI cepTudcpikaTa BiAnoBigHOCTI
€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE)(BBEAEHHS HOBOMO
BMpOGHMKa A®| 3 HagaHHAM MacTep-dhaiina
Ha A®I); cynyTHA 3MiHa: 3MiHa Y napameTpax
crneungikauii Ta/abo JonycTuMmx Mex,
BM3HAYeHUX y cneundikauisix Ha A®l, abo
BUXiAHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUPOBHULTBA
A®| - 3miHa y MeTogax BUNpobyBaHHa AdI
abo BUXigHoro marepiany/npoMiKHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea A®| - BBeAEHHS
HOBOro BMPOGHYKA Ait040i peYOBUHU
AvKnodheHaky HaTpilo i SK HacnigoK AofaHo
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

ynakoska)

Popma sBUMYCKY
(nikapcbka chopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo
20

nocsi0YeHHs1

00 cneundikauii Ta MeTogis BXigHOro
KOHTPO/T0 HOBOrO nokasHuka «N-gheHin-N-
xaopaueTtun-2,6-guxaopaHinid (Aunnart)»

UA/1539/01/02

45,

IVKNO®EHAK-
3/10POB'A ®OPTE

Ty6i; no 1 Ty6i B
KapTOHHI KopooLi

renb, 30 mr/rmo 50 ry

ToBapucTso 3
06MexeHo
BiANOBIAANLHICTIO
"PapmaueBTMyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
o6MexeHo
BiANOBIA&/IbHICT
10
"GapmaueBTUyH
a KoMnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHK | TNy - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTbL
00 MoHorpadii 4dY abo EBponeicbkoi
thapmakonei, abo iHLWOT HaLioHaNbHOT
hapmakonei gepxasu EC (3miHa y
cneumdikauisx, nos'a3aHa 3i 3amiHamu B Y,
abo €ponelicbkiin gpapmakonei, abo iHLii
HaujioHanbHili hapmakonei gepxasu €C);
3MiHu Il Tuny - 3MiHa BUPOGHKKa
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOvatoum, ae HeobxigHO, micLe
npoBefEeHHs KOHTPOo sikocTi) APl (3a
BiZICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOMO
BMpOGHMKa A®| 3 HagaHHAM MacTep-dhaiina
Ha A®I); cynyTHA 3MiHa: 3MiHa y NnapameTpax
crneungikauii Ta/abo 4onycTuMmMx Mex,
BM3HAYeHUX y cneundikauisix Ha A®l, abo
BUXiZHWIA/NPOMIDKHUWIA NpoAyKT/pearexT, Wwo
BMKOPMCTOBYHOTbCS Y MpOLeci BUpobHMLTBA
A®| - 3miHa y MeTofax BUNpobyBaHHA AdI
ab0o BUXigHoOro martepiany/npoMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®| - BBEAEHHS
HOBOro BMPOGHYKA Ait040i peYOBUHU
AviknodheHaky HaTpito i SK Hacnifok AoAaHo
[0 creundikaLii Ta MeTo4iB BXigHOIo
KOHTPO/II0 HOBOrO nokasHuka «N-tpeHun-N-
xaopaueTtunn-2,6-gnxaopaHinii (Aunnar)»

6e3 peyenma

UA/8580/01/01

46.

ANCONATUN

Kpanni gns
nepopasibHoOro

B MauLj 3 KapToHy

3acTocyBaHHs, 40 mr/mn
no 30 mn y donakoHi; no
1 donakoHy 3 f03aTOPOM

MEOA
dapmacbloTikan3
CeitceneHg M'moX

LBeiiLapis

Neraci
PapmacbloTikan
3 CBiTCceneHp,
rM6X

LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHM | TUNY - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHK [0 y3araslbHEHUX
AaHux Npo cuctemy apmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX Npo
cuctemy hapmakoHarnsagy, smiHa
YNOBHOB&XEHOI 0CO6M, BiANOBiJa/IbHOI 3a

6e3 peyenma
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

34ilicHeHHS hapMakoHariaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3assHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIovarUmn KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
dhaiina cuctemun chapmakoHarnsgy) - Airoua
pefakuis: ynoBHOBaxeHa ocoba
BiAnoBiganbHa 3a dhapmakoHarnag - Dr.
Thomas Stuhr, KoHTakTHa ocoba
BignoBiganbHa 3a hapmakoHarnsg B YkpaiHi
- MeTpywaHko Makcum MukonalioBuy.
MponoHoBaHa pefakLis: ynoBHOBaXeHa
ocoba BignosiganscHa 3a hapmakoHarniag, -
Balwant Heer, koHTakTHa ocoba
BiANOBiga/bHa 3a hapMakoHariaa B YKpaiHi
Basunescbka KOnis BanepiiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu.
3MiHa Micusa 3AiACHEHHSI OCHOBHOT
AiSbHOCTI. 3MiHa HOMepy Ta
MicLle3HaxX0MKEHHS1 MacTep-thainny

47.

DIAKOPAVIH® 120
PETAP],

TabneTku
NPOJIOHroBaHoI fAii no
120 mr Ne 30 (10x3): no
10 Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHIA KOpoo6Li

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis:
3MiHK | TUNY - 3MiHa NnapameTpis
cneyudikalini Ta/abo fonycTUMNX Mex
NepBUHHOT YNakoBKN rOTOBOTO NiKapCbKOro
3aco6y - OHOB/IEHHS BHYTPILLHbLOT
cneumadikauii nepsuHHOT ynakosku (PNO),
MBX Ta anomiHieBOT hoNbrv; BUAATEHHS
He3HayHOro nokasHuka Ta TecTy oo
KOHTPONIO WupuHy MBX Ta antomiHieBOl
donbru

3a peyenmom

UA/5731/01/03

48.

IIAKOPAVIH® 90
PETAP/[,

TabneTku, BKPUTI
060/10HKOIO,
NPOIOHroBaHoi Aii no 90
mr Ne 30 (10x3): no 10
TabneTok y 6nictepi; no
3 6nicTepn y KapTOHHIN
KOpooLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHK | TUNy - 3MiHa NapameTpiB
cneuudikaliin Ta/abo fonycTUMNX MeX
NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro
3ac006y - OHOBJ/IEHHS BHYTPILLHLOT
cneumagikauii nepsuHHOT ynakosku (PNO),
MBX Ta anoMiHieBOT (hONbIv; BUAANTEHHS
He3HaYyHOro NokKasHuKa Ta TecTy LWoA0
KOHTPONIO WupuHu MBX Ta antomiHieBol
donbru

3a peyenmom

UA/5731/01/02

49.

OIGEHIA

TabneTkun, BKpUTI

AnsoreH IMNKo

JTriokcembypr

JlabopaTtopioc

Icnanis

BHECEHHS 3MiH 40 peecTpaLiiHnX

3a peyenmom

UA/13227/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
NNiBKOBOIO 060/TI0HKOIO, C.ap.n JleoH dapma martepianis: TexHiyHa nomunka (3rigHo
3 mr/0,02 mr, no 28 C.A. Haka3y MO3 Big 23.07.2015 Ne 460).
Tabnetok y 6nictepi (24 TexHiYHY NOMW/IKY BUNPaBAEHO B iHCTPYKLT
TabneTkn poxesoro 1a 4 [L19 MegUYHOro 3acTocyBaHHa y p. "Ckiag”
TabneTku nnauebo
6inoro konbopy); no 1
6nicTepy B nauui 3
KapTOHY
50. | AJOKTOP MOM® cupon no 100 mny TOB "[XXOHCOH i YkpaiHa HOHIK IHais BHECEHHS 3MiH [J0 peecTpaviiiHnx 6e3 peyenma UA/2408/02/01
nasawui 3i ckna; no 1 JXOHCOH YkpaiHa" PapmacboTukan mMarepianis: npuBefeHHA HanMCaHHA BUAY
NAALWLUI B KAPTOHHIM NabopaTtopis nakyBaHHs B Hakasax MO3 YkpaiHu Ne
Kopo6bui; no 100 mn a6o (BipAineHHs 1391 Big 22.12.2016, Ne 373 Bipg,
no 150 mn y nnsAwui 3 chipmu Ix. b. 06.04.2017, Ne 509 Big 12.05.2017 y
nonietunedy; no 1 Kemikans eHg BiANOBIAHICTb A0 3aTBEPMKEHUX
NASALWLi pa3oM 3 MipHO dapmacboTukan peecTpauiliHux matepianiB B npoueci
CK/ISIHKOIO B KApTOHHI 3 /Itp) BHECEHHA 3MiH (pejakLisi B Hakasi — cupon
KopooLi no 100 mn y donakoHi 3i ckna; no 1 pnakoHy
B KapTOHHIi1 kopobuj; no 100 mn a6o no 150
My chnakoHi 3 monieTuneHy no 1 dpiakoHy
pa3oM 3 MipHOI CK/ISIHKOKO B KAPTOHHIM
KopobLi; 3anponoHOBaHa pefakLis — cupon
no 100 mn y naswLi 3i ckna; no 1 naswui B
KapTOHHI kopo6ui; no 100 mn a6o no 150
MY NAAWL 3 nonieTunedy; no 1 naswui
pasom 3 MipHOI CK/ISTHKOH B KaPTOHHIN
Kopo6ui) (1. 3MiHM | TNy - 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb
(BKTHOYaOUM 3aMiHy @60 ONOBHEHHS));
3MiHK | TUNy - 3MiHa NnapameTpis
crneundikaii Ta/abo JONyCTUMMX MEX
roTOBOrO NiKAPCbKOro 3acoby (40NOBHEHHS
cneumdikalii HOBUM NOKA3HUKOM 3
BiANOBIAHWM MeTOA0M BUNPOBYBaHHS); 2.
3MiHM | TUMy - BBEAEHHS abo 3MiHM A0
y3arasibHeHUX faHnX Npo cucTemy
thapmakoHarnsgy; 3miHa yrnoBHOBaXeHOI
0cobw, BignoBiganbHOI 3a 3ilACHEHHS
hapmakoHarnagy; 3. 3miHu | Tuny - 3MiHK
woAo 6e3snekn/epekTnBHOCTI Ta
chapmakoHarnagy - 3miHa Tekcty
MapKyBaHHSA BTOPUHHOT yNakoBkW. BBefeHHA
3MiH NpoTarom 3-Xx micauis nicns
3aTBEPKEHHS)
51. | APOTABEPUHY NnopoLLoK (cybcTaHuis) y MAT YkpaiHa XeiisHr Anenoa KnTaii BHECEHHS 3MiH 10 peecTpavLiiHnx - UA/6290/01/01
rigPoxnoruna naketax nogBinHux "KniBmegnpenapa KaHrio marepianis:
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
nonieTuNeHoBNX Ans T dapmaceyTikan 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. Cuctema
dhapmaLeBTUYHOrO Ko., 14 KOHTeliHep/3akKyrnopoBanibHWi 3aci6 (iHLWi
3aCcTOCyBaHHSA 3MiHW) - BHECEHHS KOperyBaHHs B Onuc p.
«YNaKoBKv», 3riAHO peecTpauiiHiX
marepianis gocbe (p. 3.2.S.6. Cuctema
KOHTEeliHep/3akKynopoBasibHWiA 3acio M
BMPOGHUKa)
52. | EBKABA/I® 600 NOpPOLLOK A5 Ecnapma M'm6X HimeyunHa Ninpodpapm HimeyunHa BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 peyenma UA/16272/01/02
CALWE OpasIbHOro po34nHy Mo 6X marepianis:
600 mr, no 3 ry calle; BUNPAB/IEHHSI TEXHIYHOT MOMUKK Y
no 20 a6o no 50 calle B Cneuudpikauii MeTogiB KOHTPO/IIO AKOCTI Ha
KapTOHHII ynakoBLi N3, 3a noka3HUKoM «KinbkicHe BU3HAYEHHS
aueTuaunCTeiHy»
53. | ENOAEPM Masb, 1 mr/r, no 15 r abo ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/16145/01/01
no 30 ry Ty6i; no 1 Ty6i 06MeXeHoto BMPOGHMLTBA, marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
y KOpo6L,i 3 KapTOHY BiANOBIAA/IbHICTIO KOHTPO/Tb SIKOCTI, [oToBMIA Nikapcbknii 3aci6. 3MiHK Yy
"®apmaueBTnyHa BUNYCK cepil: BMPOGHULTBI. 3amiHa abo BBeAEHHS
KOMMaHis ToBapucTso 3 [04aTKOBOT AiNbHULI BUPOGHMLTBA A5
"3popos'a” 06MEXEHO YacTUHM ab0 BCbOro BUPOBHMYOrO npouecy
BiANOBIA&/IbHICT roTOBOrO JliKapcbKoro 3acoby (fAinbHUUSA, Ha
10 AKill NpoBOAATLCA ByAb-Ki BUPOOHMYI cTagil,
"dapmaLeBTUYH 3a BUHATKOM BUMNYCKY Cepiil, KOHTPOIIO
a KomnaHis AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
"3p0pos'a”, nakyBaHHs, A719 HECTEPUSIBHUX NIKAPCbKUX
YKpaiHa; 3aco6iB). CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
BCi cTagii ['oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBA, BMPOGHULITBI. 3amiHa abo BBeAEHHSA
BMNYCK Ccepil: [04aTKOBOI Ai/TbHUL| BUPOBHULTBA ANs
ToBapucTBO 3 4yacTuHK abo BCbOro BUPOBHNYOro npoLecy
obmexeHolo rOTOBOrO /iKapCbKOro 3acoby (AinbH1LA Ans
BiANOBIAA/TbHICT BTOPVHHOIO MakyBaHHS) - 3MiHW 3 AKOCTI.
10 ['oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
"®dapmavueBTuyH BMPOGHULITBI. 3amiHa abo BBeAEHHSA
a KoMnaHis [04aTKOBOI Ai/TbHULi BUPOBHULTBA ANs
"3a0pos'a”, YacTvHK abo BCbOro BUPO6GHMYOro npoLiecy
YKpaiHa; roTOBOrO NiKapCbKOro 3acoby (4inbHUUS ons

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
obmexeHolo
BiANOBIAA/TbHICT
10 "®APMEKC
rPYMN", Ykpaina

NepPBUHHOTO NMakKyBaHHS) - BBEAEHHS
[oaatkoBoi AinbHuLi M/1d BUpo6HMKa
ToBapuCTBO 3 0OMEXEHO BiANOBIAA/TLHICTIO
"hapmMaueBT1YHa KOMNaHis "340poB'a”,
BiANOBIAA/IbHOI 3a yCi BUPO6HUMUI cTagji (y
TOMY YACAi NEPBUHHE Ta BTOPUHHE
nakyBaHHS), 38 BUHATKOM KOHTPOJIHO SKOCTI
roTOBOrO fliKapcbKoro 3acoby Ao
3arBepapkeHoi ainbHuLi MPIPCIA (uex
®XLl) ToBapnCTBO 3 0OMEXEHOID
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BiANOBIAa/IbHICTIO "PapmaleBTnyHa
KomnaHis "3gopos'a” (Bci cTagil
BUPOGHMLITBA, KOHTPO/b SKOCTI, BUNYCK
cepii) i3 3a3Ha4YeHHAM (DYHKLA BUPO6HMKA.
BBefeHHS 3MiH NpoTArom 3-x MicAuiB micns
3aTBEpPKEHHSA. 3MiHU | TNy - 3MiHK 3
AKoCTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SKin
3[iICHIETLCSA KOHTPO/1b/BUNPOBYBAHHS
cepii) - BBeAEHHA [0AAaTKOBOI AiNbHUL
BMPO6GHULITBA FOTOBOTO /iKapCbKOro 3acoby:
ToBapuUCTBO 3 06MEXEHO BiANOBIAA/TLHICTIO
"®APMEKC PYI", YkpaiHa (KOHTposib
AKocTi). BBeAeHHA 3MiH MpoTAroM 3-x micsuis
nicnsa 3arepmkeHHs. 3MiHu | Tuny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (iHLi
3MiHW) - BBEAEHHSA [0AATKOBOI AinbHNLI M/1®
BUPOGHMKa TOBapNCTBO 3 0O6MEXEHOI0
BiANOBIAa/IbHICTIO "PapmaveBTnyHa
KomMaHis "340poB'a", BignoBiganbHoI 3a
BMNYCK Cepii [0 3aTBEPKEHOT Ai/TbHUL
MP/I®CIA (uex ®XLl) Tosapuctso 3
06MEXEHOI0 BifNoBigasbHICTIO
"®GapmMaveBTryYHa KoMnaHisa "3popos'a” (BC
cTagii BUPO6HMLTBA, KOHTPOSIb SKOCTI,
BUMYCK cepii). BBegeHHsA 3MiH npoTarom 3-x
MiCALB NiC/1A 3aTBEPAXKEHHS.

54.

EHAM®

Tabnetkn no 5 mr no 10
TabneTok y 6nictepi; no
2 6nicTepn y KapTOHHIiA
Kopoo6Li

KPKA, 4.4., Hoso
MecCTo

CnoBeHisi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHK | TUNy - 3MiHK y MeToAax BunpobyBaHb
rOTOBOrO /iKapCbKoro 3acoby T."CynyTHi
nomiwkn" (metog BEPX), y 3B°43ky 3
onTumisauieto metoaukn (with gradient
elution)

3a peyenmom

UA/4323/01/01

55.

EHAN®

Tabnetku no 10 mr no 10
TabneTok y 6nictepi; no
2 abo no 6, abo no 9
6nicTepiB y KAPTOHHIl
Kopoo6Li

KPKA, a.4., Hoso
MEeCTO

CnoseHis

KPKA, a.4.,
HoBso mecTo

CnoseHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHK | TUNY - 3MiHK y MeToAax BUNpobyBaHb
rOTOBOrO JlikapCcbKoro 3acoby T."CynyTHi
nomiwkn" (metof BEPX), y 38753ky 3
onTumisauiero metoamkn (with gradient

3a peyenmom

UA/4323/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

elution)

56.

EHAN®

Tabnetkn no 20 mr no 10
Tabnetok y 6nictepi; no
2 6nicTepn y KapTOHHI
KopooLi

KPKA, a.4a., Hoso
MecTo

CnoBseHis

KPKA, a.4.,
HoBo mecTo

CnoseHis

BHECEHHS 3MiH IO peecTpaviiiHnX
marepianis:
3MiHM | TURy - 3MiHK y MeToAax BUNpobyBaHb
roTOBOrO JlikapCcbkoro 3acoby T."CynyTHi
nomiwkn" (metog BEPX), y 38°513ky 3
onTuMisauieto meToamkm (with gradient
elution)

3a peyernmom

UA/4323/01/03

57.

ENOCIM 10000 MO

PO34MH ANA iH'EKLi no
10000 MO in bulk: no
390 chnakoHiB y navui

CIMAB C.A.

Ky6a

LieHTp
MOJIEKYIAPHOT
iMyHonorii

Pecny6nika
Ky6a

BHECEHHS 3MiH 10 peecTpavLiiHnx
MaTtepianis: 3miHu Il TMny - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB Bufayi peecTpauiiHoro noceig4yeHHs,
BK/IIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ki(a) BUMaratoTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVIMU, L0 MatoTb
HajasaTncs KOMNETEHTHUM OpraHoMm,
OCKINIbKN BUMAaraeTbCs CyTTEBA OL{HKaA
KOMNETEHTHUM opraHoMm) (BUKOHaHHS
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3
NYHKTY 2 gogatky 15 o ropsaaky
NpPOoBefEeHHA excnepTu3y peectpauiiinx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha filepXasHy peecTpadiiio
(nepepeecTpaduito), a Takox ekcnepTusu
marepianis Npo BHECEHHSA 3MiH 10
peecTpavuiiiH1X MaTepiasiB NPOTAroM Aii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif 23.07.2015 Ne 460)

UA/12557/01/03

58.

ENOCIM 2000 MO

PO34MH AN H'EKLi no
2000 MO in bulk: no 390
hnakoHiB y naui

CIMAB C.A.

Ky6a

LieHTp
MOJIEKYIAPHOT
iMyHonorii

Pecny6nika
Kyba

BHECEHHS 3MiH [0 peecTpayiiiHnx
mMarepianis: 3miHu Il Tny - 3miHn Woao

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

BHeceHHA abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BMaui peecTpauiiiHoro noceig4yeHHs,
BK/TIOHaI0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
[0AAaTKOBUM AaHVIMU, LLO MatoTh
HafaBaTncs KOMMNETEHTHUM OpraHoMm,
OCKINIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMNETEHTHUM OpraHoMm) (BUKOHaHHS
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3
NYyHKTY 2 gogatky 15 o Mopsgky

UA/12557/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

NPOBELEHHS EKCNEPTU3N peecTpaLiliHNX
mMarepianis Ha nikapcbki 3acobwm, Wwo
noJaloTbCA Ha AiepXaBHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTusmn
marepianis Npo BHECEHHS 3MiH 0
peecTpauiiHux MaTepiasis NpoTArom aii
peecTpaLiniHOro NocBiAYEHHS,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

59.

ENOCIM 4000 MO

PO34UMH ANS iH'EKLA No
4000 MO in bulk: no 390
hNaKkoHiB y maui

CIMAB C.A.

Kyb6a

LieHTp
MOJIEKYNIAPHOT
iMyHonorii

Pecny6bnika
Ky6a

BHECEHHS 3MiH O peecTpavLiiiHnX
maTtepianis: 3miHu Il TMny - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro noceigyeHHs,
BK/OYatoun MnaH ynpaeniHHA pu3nkamu
(3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
nofAasibLIoro 06I'pPyHTYBaHHSA HOBUMM
O04ATKOBUM AaHVMW, L0 MaloTb
HafaBaTnCA KOMMNETEHTHUM OpraHoMm,
OCKiNIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMMNETEHTHVM opraHom) (BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3
NYHKTY 2 gogatky 15 o Mopsaaky
NPOBELEHHS EKCNEepPTU3N peecTpaLiliHnX
mMarepianiB Ha nikapcbki 3acobwm, o
noJaloTbCA Ha iepXaBHy peecTpadito
(nepepeecTpauiito), a Takox ekcnepTusmn
mMartepianis NPo BHECEHHA 3MiH 40
peecTpauiiiHux maTepiasis NpoTArom aif
peeCTpaLiiniHOro NocBiAYEHHS,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

UA/12557/01/02

60.

EPFOKANBLIM®EPO
N (BITAMIH D2)

KpucTanivyHuin NopoLIoK
(cybeTaHuis) y
NOABINHMX TaMiHOBaHMX
nonieTUNEeHoBMX MiLKax
Ansa apmaleBTUYHOro
3acTOCyBaHHS

MpAT "TexHonor"

Ykpaina

CiHTecis, a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHu | TUNy - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecun
MiCLii NPOBAKEHHS AisS/IbHOCTI BUPOOHMKA

(BKKOUALOUM, 3a HEOBXiAHOCTI, Micue
NpOBeAEeHHS KOHTPOJIO SIKOCTI), ab0
BNnacHuka macTep-taiina Ha A®l, abo
noctavasnibHuka A®l/suxigHoro
mMartepialy/peareHTy/MPoOMKHOTO NPOAYKTY,
1110 3aCTOCOBYHOTbCS Y BUPOGHULTBI ADI
(AKLL0 3a3HAYEHO Y AOChE Ha NiKapCbKuii
3acib) 3a BiCYTHOCTI cepTuduikata

UA/12068/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BiANOBIAHOCTI €Bponelickkil thapmakonei y
3aTBEPAXEHOMY A0CbE, a60 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SIKLLO
3a3Ha4yeHo y Jocke) (3MiHa agpecu
BMPOGHUKA, 6€3 3MiHM MicLisi BUPOBHULITBA)

61.

ETOMO3NA-TEBA

KOHLeHTpaT ans
po3uunHy ans iHgysiii, 20
mr/ma no 5 mn a6o 10
My hnakoHi; no 1
hNakoHy B KApPTOHHIl
KopooLi

TeBa
dapmaueBTikan
IHoacTpi3 /1714,

I3painb

dapmaxewmi B.B.

HigepnaHnamn

BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHK Woao

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro nocsigveHHs,
BK/tOYatoun MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMM
[0AAaTKOBUM JaHVMW, LLIO MaloTb
HajasaTncs KOMNETEHTHUM OPraHoMm,
OCKi/TbKM BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEeHTHUM opraHom) (BUKOHaHHS
3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY 2.3
NyHKTY 2 gopatky 15 go Mopapgky
NPOBefEHHA excnepTu3n peectpauiiinx
mMaTepianis Ha nikapcbki 3acobu, Lo
noAatoTbCA Ha flepXxasHy peecTpadiiio
(nepepeecTpadito), a Takox ekcnepTusu
mMartepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasnis NpoTarom Aii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif 23.07.2015 Ne 460)

3a peyenmom

UA/7277/01/01

62.

EY®INIH-4APHNLA

PO34MH ANa iH'ekuiid, 20
mr/mn, no 5 mn B
amnyni; no 10 amnyn y
Kopob6ui; no 5 mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
YNaKkoBLii; N0 2 KOHTYPHI
YapyHKOBIi YNakoBK/ B
nauui

MpAT
"®apmaueBTnyHa
chipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYH
a hipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis:
3MiHU | TUNYy - 3MiHa y MeTogax
BunpobyeaHHA APl abo BUXiAHOTO
mMaTtepiany/MpomiKHOro NpoAayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci
BMPOGHULTBA AD| (HE3HAYHI 3MIHW Y
3aTBEPKEHNX METOAaxX BUNPOOYBaHHS);
3MiHu Il Tuny - 3MiHa BUPOGHKKa
BVXifHOro/MpoMiXHOro NpoAyKTy/peareHTy,
LLLO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BrntOYatoun, fe HeobxigHoO, MicLe
NpoBeAeHHS KOHTPO/ILO ikocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [10CbE)(BBEAEHHS HOBOIO

3a peyenmom

UA/3894/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BMPOG6HMKa AP| 3 HagaHHAM MacTep-daiina
Ha A®l) - 3amiHa BUpo6Huka AdI, sk
Hacnigok, y cneuudikadito BXigHoro

KOHTpONt0 A®P| BHECEHO NMOKa3HUK «BTpaTa B

Maci Mpy BMCYLLYBaHHi» Ha 3aMiHy MokasHuka
«Bofa»; cynyTHA 3MiHa: 3MiHa BUPOGHMKa
BVXifHOro/MPOMiXXHOro NpoAyKTy/peareHTy,

LLLO BUKOPUCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKaA
(Brntovaroun, ge HeobxigHoO, Micue
npoBefEeHHS KOHTPOso sikocTi) AdI (3a
BiACYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpPMKEHOMY A0CHE)(iHLWi 3MiHW)

63.

XXNBOKOCTY MA3b

Masb, no 40 ry Ty6i; no
1 Ty6i B nauLj 3 KapTOHYy;
no 25 r abo no 50 r, abo
no 90 ry 6aHui; no 1
6aHLj B mauLi 3 KapToHy

TOB "OKnN
"PapmaueBTnyHa
habpuka"

YkpaiHa

TOB "[OKMN
"®GapmavueBTuyH
a cpabpuka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
YMOB BuAaui peecTpauiiiHoro nocsig4eHHs,
BK/tOYatoun MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
[0AAaTKOBUM AaHVMW, LLIO MaloTb
HajasaTncs KOMNETEHTHUM OPraHoMm,
OCKi/TbKM BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEeHTHUM opraHom) (BUKOHaHHS
3060B'A3aHb BiANOBIAHO A0 NigNyHKTY 1.13
nyHKTy 1 gopatky 15 go Mopagky
NpOBefeHHA excnepTu3n peectpauiiinx
mMaTepianis Ha nikapcbki 3acobu, Lo
noAatoTbCA Ha filepXxasHy peecTpadiiio
(nepepeecTpadito), a Takox ekcnepTusu
mMartepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHux maTepiasnis NpoTAarom Aii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

6e3 peyenma

UA/6235/01/01

64.

>XoBY MEAUNYHA
KOHCEPBOBAHA

PO3YMH HaLLKipHWIA, NO
250 mn1y naswyi; no 1
nAsawWLi y nayi 3
KapToHy; no 200 mny
hnakoHi; no 1 dpiakoHy
y nayii 3 KapToHy; Mo
100 mn y chnakoHi abo
6aHLUi; No 1 dpiakoHy

MpuBaTHe
akuioHepHe
TOBapWCTBO

"IHdpysia”

YkpaiHa

ToBapucTso 3
obmexeHor
BiANOBIA&/IbHICT
10 "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis:
3MiHu | TUNy - 3MiHa NnapameTpiB
cneyudikalii Ta/abo fonycTUMUX Mex
roTOBOrO MiKapCcbKOro 3acoby; 3MiHu | Tuny -
3MiHa Yy MeToAax BUNpobyBaHHSA roTOBOro

nikapcbKoro 3acoby (OHOBMEHHA NpoLeaypu

BUNPOOYBaHHA /1 NPUBEAEHHS Y

6e3 peyenma

UA/12368/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
abo 6aHui y nayui 3 Bi4MNOBIAHICTb 3i 3MIHEHOI 3araslbHOK
KapTOHY ctarTelo Y abo €Bponencbkoi
thapmakonei); 3mMiHu | Tuny - 3miHa y
napameTpax cneuucpikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BVXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Yy NpoOLeCi BUPOOHMLTBA
AdI
65. | 30/IEB® IHPY3IA po3unH Ans iHdysii, 5 "FOHiK IHAis "FOHiK IHAiA BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom | UA/15760/01/01
mr/mn no 100 mny $apmacbloTukan PapmacbloTukan Matepianis: 3MiHu | TUNy - AgMIHICTPaTUBHI
nakoHi; no 1 dpakoHy Nab6opaTtopiz" Nab6opaTtopiz" 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby -
B KAPTOHHIli Kopobu,i (BigaineHHs chipmmn (BigaineHHs 3MiHa Ha3su /13 KOHIDP/TOKCUH:
"Ix.B. Kemikans ipmu "Ox.B. 3arsepmxeHo: FOHIP/TOKCUH UNIFLOXIN,
eHf, Kemikan3s eHg, 3anponoHosaHo: 30J/IEBAIH®Y3IA
PapmacboTrKan3 PapmacbioTuKan ZOLEV®INFUSION; 3MiHu | Tuny - 3miHn
nra.t) 3/114.") Loao 6e3nekn/edpeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) - HesHauHi
3MiHW y TeKCTi MapKyBaHHS NepBUHHOT Ta
BTOPWHHOT YNaKoBOK.
66. | 3OTEK®-200 TabneTkn, BKPUTI OpraHocviH Naiidy IHAis EBepTomxeH IHAis BHECEHHS 3MiH 10 peecTpavLiiHnx Ne 10 — 6e3 UA/11501/01/01
NNiBKOBOIO 060/I0HKOIO, CaeHcms MeT. T4, Naiidp CaeHcms marepianis: peyenma, Ne
no 200 mr no 10 Nimitep 3MiHM | TUny - 3MiHa HaliMeHyBaHHS Ta/abo 10x10 - 3a
TabneTok y 6nictepi; no afipecy MicLA NPOBaKEHHS Ais/IbHOCTI peyenmom
1 a6o 10 6nicTepiB y BUPOGHMKa (BK/OUAKOYM, 32 HEOOXIAHOCTI,
KapTOHHI Kopoo6Li MicL,e NpoBeAEHHS KOHTPOJIH SIKOCTI), abo
BNlacHuKa macTep-thaiina Ha A®l, abo
noctavasibHuka Adl/BnxigHoro
mMartepiany/peareHTy/NPoMbKHOIO NPOAYKTY,
LLIO 3aCTOCOBYOTLCS Y BUPOOHULTBI AP| —
3MiHa Ha3BM BMPOGHUKa AD| [ekcibynpodeH
3 BiANOBiAHUMM 3MiHaMK y p. «Cknag», 6e3
3MiHWM MicLl BUPOGHMLTBA
67. | 30TEK®-200 TabneTkn, BKpUTI OpraHocvH Jaindy IHgis EBepTomXeH IHAis BHECEHHS 3MiH O peecTpavLiiHnX - UA/11502/01/01
NNiBKOBOI 060/I0HKOIO, CaeHcm3 MeT. /T4, Naiigp CaeHcnz marepianis:
no 200 wmr in bulk: no Nimiteq 3MiHu | TUny - 3MiHa HaliMeHyBaHHs Ta/abo

2500 TabneTtok y
noABifHMX NakeTax 3
oI NoNieTUNEHOBOT
Y KapTOHHIli Kopobui

afpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKA (BK/OUAKOUM, 3a HEOOXIiAHOCTI,
MicLie NpoBefeHHSA KOHTPOJII0 AKOCTI), abo
BNacHuka mactep-caiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LL|0 3aCTOCOBYIOTLCH Y BUPOOHNLTBI ADI —
3MiHa Ha3Bu BMPO6HMKa AP| JekcibynpodeH
3 Bi4NoBiAHNMM 3MiHaMKn y p. «Cknag», 6e3
3MiHM Micusl BUpOGHMUTBA
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
68. | 3OTEK®-300 TabneTkn, BKpUTI OpraHocviH Jlaind IHAis EBepTopxeH IHAis BHECEHHS 3MiH [0 peecTpauiiHnX Ne 10 — 6e3 UA/11501/01/02
NAiBKOBOK 000I0HKOM, CaeHcus MBT. /T4, Naiidp CaeHcns marepianis: peyenma, Ne
no 300 mr no 10 Nimitepn 3MiHM | TUny - 3MiHa HaliMeHyBaHHs Ta/abo 10x10 - 3a
TabneTok y 6nictepi; no afipecyt MicLA NPOBaXXEHHS Ais/IbHOCTI peyenmom
1 a6o 10 6nicTepiB y BMPOGHMKa (BK/tOHAK0UM, 3a HEO6XiAHOCTI,
KapTOHHI KOpooLi MicLLe NpoBeAEHHS KOHTPOJIO AKOCTI), abo
BNacHuKa mactep-aiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
mMartepiany/peareHTy/NPoOMbKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI AP| —
3MiHa Ha3Bu BMpo6HuKa A®| [lekcibynpodieH
3 BignoBigHMMU 3MiHamK y p. «Cknag», 6e3
3MiHM MicLs BUpO6HULITBA
69. | 30TEK®-300 TabneTku, BKpUTI OpraHocvH Jlaiid IHais EBepTomxeH IHais BHECEHHS 3MiH O peecTpaviiiHnX - UA/11502/01/02
NNiBKOBOIO 060/TI0HKOIO, CaeHcms MNeT. /T4, Naiigp CaeHcnz marepianis:
no 300 wmr in bulk: no Nimiteq 3MiHK | TUNy - 3MiHa HaliMeHyBaHHS Ta/abo
2500 TabneTtok y agpecu Micus NPoBaKeHHS Aisi/IbHOCTI
noAgiliHnx naketax 3 BUPOGHMKa (BKOYAKOUM, 38 HEOOXIAHOCTI,
¢obrv NoNieTUNEHOBOT MicLie MPOBEAEHHS KOHTPOJIHO SKOCTI), abo
Y KapTOHHIli KopoobLi BNnacHuka macTep-thaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoOMKHOTO NMPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI AD| —
3MiHa Ha3Bu BMPOGHUka AP| JekcibynpodeH
3 BignoBiAHNMM 3MiHaMK y p. «Cknag», 6e3
3MiHM MicUs BUPOGHMLITBA
70. | 30TEK®-400 TabneTkn, BKPUTI OpraHocviH Naiidy IHAis EBepTomKeH IHAis BHECEHHS 3MiH 10 peecTpavLiiHnx Ne 10 — 6e3 UA/11501/01/03
NNiBKOBOIO 060/I0HKOIO, CaeHcms MeT. T4, Naiidp CaeHcms marepianis: peyenma, Ne
no 400 mr no 10 Nimitepn 3MiHM | TUny - 3MiHa HaliMeHyBaHHS Ta/abo 10x10 - 3a
TabneTok y 6nictepi; no afipecyt MicLA NPOBaXEHHS AisSIbHOCTI peyenmom
1 a6o 10 6nictepiB y BUPOGHMKa (BK/OYAKOYM, 32 HEOOXIAHOCTI,
KapTOHHI Kopoo6Li MicL,e NpoBefEHHS KOHTPOJIH SIKOCTI), abo
BNlacHuKa macTep-thaiina Ha A®l, abo
noctavasibHuka Adl/BnxigHoro
mMartepiany/peareHTy/NPoOMbKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOHULTBI APl —
3MiHa Ha3BM BMPOGHUKa Ad| [ekcibynpodeH
3 BiANoBiAHUMM 3MiHaMK y p. «Cknag», 6e3
3MiHWM MicLl BUPOGHMLTBA
71. | 30TEK®-400 TabneTkn, BKpUTI OpraHocvH Jaidy IHgis EBepTomXeH IHAis BHECEHHS 3MiH O peecTpavLiiiHnX - UA/11502/01/03
NNiBKOBOI 060/I0HKOIO, CaeHcus MeT. /T4, Naiigp CaeHcnz marepianis:
no 400 wmr in bulk: no Nimiteq 3MiHu | TUny - 3MiHa HaliMeHyBaHHs Ta/abo

2500 TabneTtok y
noABilHMX nakeTax 3
oI NoNieTUNEHOBOT
Y KapTOHHI KOpOOLii

afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKA (BK/OUAKUY, 3a HEOOXiAHOCTI,
MicLie NpoBefEeHHSA KOHTPOJII0 AKOCTI), abo

B/flacHMKa mactep-daiina Ha Adl, abo
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

noctavanibHuka Adl/BnxigHoro
matepiany/peareHTy/npoMiKHOTO NMPOAYKTY,
LLIO 3aCTOCOBYHOTbCA Yy BUPOOGHULTBI AD| —
3MiHa Ha3Bun BMPOGHNKa Ad| [ekcibynpodeH
3 BiANoBiAHUMM 3MiHaMK y p. «Cknag», 6e3
3MiHM MicLS BUPOBHMLITBA

72.

IBEPOIrACT®

Kpanni opasibHi no 20 mn
a6o 50 mn, a6o 100 mn
y thnakoHi; no 1
hN1aKoHy y KapTOHHIi
KopooLi

Baiiep KoHcblomep
Kep Al

LLseiuapis

LWTalirepBanbg
ApuHaiimiTTensB
epk M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTtepianis: 3miHu Il TUny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.
BHeceHHA abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
BK/TIOYaI0UM MNNaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPyHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVMK, L0 MatoTb
HagasaTncs KOMNETEHTHUM OpraHoM,
OCKINIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMMNeTeHTHUM opraHoM) (BUKOHaHHS
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3
NyHKTY 2 gopatky 15 no Mopapgky
NpoBefeHHA excnepTu3y peectpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha filepXaBHy peecTpadiiio
(nepepeecTpadito), a Takox ekcnepTusn
mMaTtepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasiB NpoTArom aii
peecTpaLiiHoOro NocBig4eHHs,
3aTBEpAKEHOro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

6e3 peyenma

UA/6302/01/01

73.

I30NMPUHO3VH

Tabnetkn no 500 Mr no
10 Tabnetok y 6nicTepi,
no 1 a6o no 2, a6o 3,
abo 5 6nicTepiB y
KOpooLi

TeBa
dapmaLeBTikan
IHpacTpis 14,

I13painsb

NizomegikameHT
a TekHikan
dapmavesTika
Cocbepgage,
CA,
MopTtyranisa; AT
dapmaueBTUUHN
 3aBog TEBA,
YropLmHa

Moptyranis/
YropumHa

BHECEHHS 3MiH A0 peecTpaLiiHnx
marepianis:
3MiHM | TURY - 3MiHW B Npoueci BUpOGHMLTBA
A - 3MiHa cnMCKy NOCTavasIbHUKIB BUXIQHOT
cupoBuHn PACBA ans BUpo6HuuTBa AdI
IHO3MHY auenobeHy aimenpaHony. 3MiHa
BK/IIOYAE BBEEHHA [04aTKOBOro
nocravasibHvKa; 3MiHa AianasoHy LWBUAKOCTI
3MiLLlyBaHHS KOMMNOHEHTIB (PO3LUMpPEHHS
AianasoHy LWBMAKOCTI 06epTaHHs 6apabaHy)
B onuci npouecy BMpo6HMLTBa AD| IHO3UHY
auenobeHy AiMenpaHosy B 3aKpUTild YacTuHI
DMF

3a peyenmom

UA/8389/01/01

74.

I30COPBIAY

OVHITPAT BOAHUIA

NnopoLUokK (cybcTaHuis) y
6aHkax ans
chapmaueBTUYHOIo

TOB HaykoBo-
BMPOGHMYa hipma
"MIKPOXIM"

YkpaiHa

TOB HaykoBo-
BMPOGHMYA

ipma

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHK | TNy - 3MiHa y MeTogax

UA/4631/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
3aCTOCyBaHHA "MIKPOXIM" BunpobyeaHHA APl abo BMXigHOTO
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci
BMpo6HUMUTBa API (iHWI 3MiHKM Y MeTogax
BMNpoOyBaHHA (BK/IKOYaouM 3amiHy abo
[0NoBHEHHS) APl abo BMXiAHOrO/MPOMIDXHOTO
NPOAYKTY)
75. | IMYHOINnobeyYniH po3uunH ANns iH'ekuin 10 TOB "BIO®APMA YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom | UA/15902/01/01
noanHn % no 1,5 mn a6o 3,0 mn MNA3MA" "BIO®APMA marepianis:
HOPMA/IbBHUN - B amnyni; no 10 amnyn y MNA3MA" 3MiHW | TURy - 3MiHK Wozao
BIO®PAPMA nauuj 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
- 3aTBEPXEHHS KOPOTKOI XapakTepUCTUKM
nikapcbkoro 3acoby
76. | IHGAHPUKC™ INB cycneHnsis (DTPa-IPV) nakcoCmiTKnsiiH Benuka "nakcoCmitKns Benbris BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/15832/01/01
XIB | INFANRIX™ IPV | ans in'exuiii no 0,5 mn (1 Ekcnopt Jlimiteq, BputaHis H Bionopxikans marepianis:
HIB KOMBIHOBAHA [,03a) y nonepegHbo C.A. 3MiHK | TUNy - 3MiHa y NapameTpax
BAKUWHA And HanoBHEHOMY cneumdikauii Ta/abo AONYCTUMUX MEX,
MPO®INTAKTUKN 0iHOPa30BOMY LUMPULi BM3HAYeHUX Y cneuudikauisx Ha A®l, abo
ONDTEPII, TPABUSA, | Ne 1y KOMNeKTi 3 BUXIQHWIA/MPOMKHWI NpoAyKT/peareHT, Wwo
KALLUTHOKY [BOMa rosikamu Ta BMKOPUCTOBYHOTLCS Yy MpOLeci BUpobHNLTBA
(ALENIONAPHUIA niogpinizaTt (Hib) y A®| (BUYYEHHSA HE3HAYHOIO NOKa3HMKa
KOMMOHEHT), cdnakoHi Ne 1, wo SKOCTi (Hanpuknag, BUIyYeHHs 3acTapifioro
NnonIoMIENITY TA 3MiLYIOTbCA Nepeq, NnokKasHuka)) - BuganeHHs TecTy BU3Ha4YeHHs
3AXBOPIOBAHDb, BUKOPUCTaHHAM; no 1 iHridyBaHHs Bipycy 6uyadyoi BipycHOT giapel
3BYAHNKOM AKNX nonepegHL0 (BDVD) ansa DCS (aoHopcbka Tensuya
€ HAEMOPHILUS HanoBHEHOMY cupoBartka) 3 BHYTPILWHbOT MOHOrpadit
INFLUENZAE TUNY 0/IHOpPa30BOMY LUNPULY nignpuvemcrea 100721, y 3B'A3ky 3
B Y KOMMEKTi 3 ABOMa OHOB/IEHHAM KepiBHMLTBA [/15 CUPOBATOK
ronikamu ta 1 ch1akoHoOM EMA/CHMP/BWP/457920/2012.
3 niogpinizatom (Hib) y apmoHisauis iHdopmaduii woao DCS 'y
BaKyyMHiil CTEepUIbHIl po3gini 3.2.A.2.
ynakosui; rno 1
BaKyyMHili CTepUSIbHIiA
YNakoBLi Y KApPTOHHIl
Kopo6Li
77. | IHONAMIH Cyno3uTopii pekTasbHi MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiHnx - UA/7391/01/01
no 0,015 r, in bulk Ne akujioHepHe akuioHepHe Marepianis: NpuBeAeHHA HanMcaHHsA
1250: no 5 cynosutopiis TOBapuCTBO TOBapuCTBO chopMmu BuNycky (ynakosku) B Hakasi MO3
y 6nictepi; no 250 "Mlekxim - Xapkis" "Nekxim - YKpaiHu
6nicTepiB y ALMKY Xapkis" Ne 1495 Big 29.11.2017 y BignoBigHICTb

[0 3aTBEPHKEHNX peecTpaLiiHuX
maTepianis B npoLeci nepepeecTpadii
(pepaxuis B Hakasi — in bulk: no 250
6nicTepiB Yy ALLMKY 3 FOPOKapPTOHY;
3anponoHoBaHa pegakuis — in bulk Ne 1250:
no 5 cynosuTtopiis y 6ictepi; no 250
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
6nicTepiB y ALMKY)
78. | ITOMEA® TabneTku, BKpUTI MPO.MEA.LIC Yecbka BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH IO peecTpaviiiHnX 3a peyernmom UA/11446/01/01
NNiBKOBOIO 060/TI0HKOIO, Mpara a.c. Pecny6nika NOBHUM LK/IOM: Pecny6nika MaTtepianis: 3miHu | TUNy - AgMIHICTpaTUBHI
no 50 mr no 20 TabneTok MPO.MEA.LC 3MiHW. 3MiHa Ha3BW NiKapCbLKOro 3acoby -
y 6nictepi, no 2 abo 5 Mpara a.c., 3MiHa TopriBenbHOI Ha3eu /13 (6yno -
6nicTepiB y KAPTOHHIl Yecbka ITOMEL) (TepmiH BBeA4EHHSA 3MiH NPOTATOM
Kopoo6Li Pecny6nika; 6-TW MicALiB nicnsA 3aTBEPAKEHHS); 3MiHM |
BMPOGHMLTBO, TMny - AGMIHICTPaTUBHI 3MiHW. 3MiHa
nepBuHHE i HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKA
BTOPVHHE (BNacHvka peecTpauiiHoro nocBigYeHHs)
nakyBaHHs: (3miHa agpecu Ta Ha3Bu 3aaBHUKa) (TepMiH
XBM dapma BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
c.p.o., 3aTBEPMKEHHS); 3MiHM | TUny -
CnoBaLbka AOMiHICTpaT1BHI 3MiHW. 3MiHa
Pecny6nika; HalilMeHyBaHHs Ta/abo agpecy Micus
nepBUHHE i NPOBaKEHHS AiANbHOCTI
BTOPVHHE BMPOOGHWKa/iMnopTepa rotToBoro Nikapcbkoro
nakyBaHHs: 3acoby, BKIYaoun AiNbHUL BUNYCKY cepil
KOO®APMA abo Mmicue npoBeAeHHS KOHTPOJTH0 SKOCTI.
c.p.o., Yecbka (misnbHICTb, 3a AKy Bignosigae
Pecny6nika BMPOGHUK/IMNOPTEp, BKIOYAKYN BUMYCK
cepiit) (3mMiHa agpecun Ta Ha3BW BUPOOHUKA
MPO.MEA.LIC Mpara a.c., Yecbka
Pecny6nika, 6e3 3MiHM MicLA BUPOGHMLTBA)
(TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsLIB NicNs 3aTBepAXEHHS)
79. | KAHTAB NnNOC Tabnetku, no 16 mr/12,5 HOBE/ INAY TypeuunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/14433/01/01
Mr, no 14 TabneToK y CAHAI BE CAHAI BE marepianis:
6nicTepi; no 2 abo 6 TIOI>KAPET A.LL. TIIKAPET 3MiHK | TUNY - 3MiHW WoA0
6nicTepiB y KAPTOHHIi A.LL. 6e3nekn/edpeKkTVBHOCTI Ta thapmakoHarnagy
ynakoBLj - 3amiHa rpadyiyHOro ohopMAIEHHS
NepBUHHOT Ta BTOPUHHOT YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BinoBiAHUMY
3MiHamu o po3ginis MKA 13 (po3gin
«["pachiuHe othopMIEHHS» 3aMiHEHO
po3finoM «MapKyBaHHsI»)
80. | KAHTAB N/noC Tabnetku, 32 mr/12,5 mr HOBE/ INAY TypeuunHa HOBEN INAY TypeuunHa BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom | UA/14434/01/01
no 14 TabneTok y CAHAI BE CAHAI BE marepianis:
6nicTepi; no 2 abo 6 TIOIXKAPET A.LL. TIIKAPET 3MiHY | TUny - 3MiHK Woao
6nicTepiB y KAPTOHHIN A.LL.

ynakoBL;i

6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy
- 3aMiHa rpadyiyHOro ohopMIEHHS
NepBUHHOI Ta BTOPUHHOI YNAKOBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BifNOBIigHUMM
3MiHamu Ao po3ginis MKA N13 (po3gin
«["pachiuHe ohopMNEHHS» 3aMiHEHO
po3ainoM «MapKyBaHHSI»)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
81. | KAPAOHAT kancynun no 20 a6o 30, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/6386/01/01
abo 60 kancyny YKpaiHCbKO- YKpaiHCbKO- marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
KOHTeliHepi; no 1 icnaHcbke icnaHcbke [oToBWi Nnikapcbkumii 3aci6. Onuc Ta cknag.
KOHTelHepy B nauuj 3 nigNpMEMCTBO nignpMeEMCTBO 3miHa y cknagi ([oNOMiXHMX pevyoBUHax)
KapToHy; no 10 kancyn y "Cnepko Ykpaina" "Cnepko roTOBOrO NiKapcbKoro 3acoby (CMakoBi
6nictepi; no 2 abo 3 abo YkpaiHa" no6asku abo 6apBHUKK) - lofaBaHHs,
6 6nicTepiB Y KAPTOHHIN BUIyYEHHS abo 3amiHa (3MiHa B cKnagi
nauui 060/10HKN kancyn MN3: BUnyyYeHHs
6apBHUKIB XiHOMIHWIA X0BTUiA (E 104),
epuTpo3unH (E 127) Ta BBEAEHHS HOBOrO
6apBHMKa NoHco 4R (E 124) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsiliB nicns
3aTBEPAKEHHS)
82. | KAPAOHAT kancynm no 20 a6o 30, CninibHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH O peecTpaviiiHnX 6e3 peyenma UA/6386/01/01
abo 60 kancyny YKpaiHCbKO- YKpaiHCbKO- marepianis:
KOHTeliHepi; no 1 icnaHcbke icnaHcbke 3MiHu || TNy - BBEAEHHS HOBOTO BUPOGHMKA
KOHTelHepy B nauuj 3 nignpUeEMCTBO nigNpPUEMCTBO A®| nipugokcan-5-chocaty 3 HagaHHAM
KapToHy; no 10 kancyn y "Cnepko YkpaiHa" "Cnepko macTep thaiiny Ha AdI
6nicTepi; no 2 abo 3, YkpaiHa"
abo 6 6nicTepiB y
KapTOHHIN nayui
83. | KBETIAMIHY NopoLUOK (CybCTaHuist) y How Na6c¢ MNBT. IHais How /la6c MBT. IHais BHECEHHS 3MiH A0 peecTpauiiHnx - UA/12833/01/01
DYMAPAT EP naketax noAginHWUX nTAa. nTAa. mMartepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
nonieTunNeHoBux A5 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
hapMaueBTUYHOTO MicLst MPOBaAKEHHST AisiNIbHOCTI BUPOGHMKA
3acToCyBaHHS (BkIroHaoun, 3a HeObXiAHOCTI, Micue
NPOBeLEHHS KOHTPOJIIO AKOCTI), a60
BflacHUKa mactep-caiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY,
LL|0 3aCTOCOBYIOTLCA Y BUPOOHULTBI AdI
(AKLLO 3a3HaYeHO Y A0CbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuduikata
BiANOBIAHOCTI €BpoNeiichKilt hapmakonei y
3aTBEPAKEHOMY AOCbE, 460 BUPOOHMKA
HOBOI JONOMDKHOT PEYOBUHY (SIKLLIO
3a3HayvyeHo y AOCLE) (3MiHa agpecu
BMPOGHUKA, 6€3 3MiHM MicLisi BUPOGHULITBA)
84. | KENBEP® TabneTku, BKpUTI MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaviiiHnx 3a peyenmom | UA/13977/02/01

NNiBKOBOIO 060/I0HKOIO,
no 25 mr no 10 TabneTok
y 6nictepi; no 1, 3 abo 5
6nicTepiB y nauui

marepianis:
3MiHU | TUNy - 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO /1iKapCbKOro 3acoby
(ansa npuBeAeHHs y BiANOBIAHICTL 3 AdY abo
€BponecbKo hapMakoneeo Ta BUNYyYEHHS
NOCWNaHHSA Ha 3acTapinnii BHYTPILLHIl meTog,
BMNPOGYBaHHS i 1Oro HoMep); 3miHu | TNy -
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3MiHa napameTpiB cneumdikauin Ta/abo
[OMYCTUMUX MEX rOTOBOTrO NiKapCbKOro
3acoby
85. | KNTABAM NOPOLLOK AN PO3UNHY Ankem IHais Ankem IHais BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyernmom UA/4469/01/01
Ans iH ekuyiin, 500 mr/100 Na6opaTtopis NIT4 NabopaTtopis Matepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
Mmr, y conakoHax, no 1 ntp, 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
h1aKoHyY 3 MOPOLLUKOM Y MiCLii MPOBaKEHHS AiSNIbHOCTI
KapTOHHI ynakoBLi BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BKIYaoun AiNbHUL BUNYCKY cepil
abo MicLe NPoBeAEHHST KOHTPOKO SIKOCTI.
(misanbHICTb, 3a AKy BiAnosigae
BMPOGHUK/IMNOPTEp, BKIOYAKYN BUMYCK
cepiit) (3miHa agpecun BMPOGHMKa, 6e3 3MiHN
MicLisi BUPOOGHULITBA)
86. | KNABAM NOPOLLOK A5 PO3UNHY Ankem IHAis Ankem IHais BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/4469/01/02
ons v ekyid, 1000 JNlabopatopis /ITg NabopaTtopis MaTtepianis: 3miHu | TMNy - AGMIHICTPaTUBHI
Mr/200 mr, y donakoHax, nrp, 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
no 1 donakoHy 3 MiCLii NPOBAKEHHSA AiSNIbHOCTI
NMOPOLLKOM Y KapTOHHIi BMPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
ynakoBL;i 3aco0y, BK/1OHaUM AiNbHNLi BUNYCKY cepil
abo MicLe NpoBeAEeHHSI KOHTPOIO SKOCTI.
(@isinbHICTb, 3a Ky BigNoBigae
BMPOGHMK/iMMOpTEp, BKIOYAOYN BUMYCK
cepiid) (3mMiHa agpecy BUPOGHMKa, 6e3 3MiHN
MiCLisi BUPOOHNLITBA)
87. | KNABAM NMOPOLLOK 47181 PO3UYUHY Ankem IHais Ankem IHais BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/11092/01/02
ANA i ekwiin, 1000 Na6opaTtopi3 N14 Na6opaTtopi3 marepianis: 3miHu | TUny - AgMiHICTpaTUBHI
Mr/200 wr, in bulk: no 25 Nt 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
(pN1aKOHIB Yy KapTOHHiIl MicLA MPOBaMKEHHS AiANbHOCTI
Kopoo6Li BMPOBGHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BKIOYaUY AiNIbHNLj BUMYCKY cepil
abo micue NnpoBeAeHHA KOHTPOSIIO SKOCTI.
(AisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOpPTEp, BK/IOYAOUM BUMYCK
cepiid) (3mMiHa agpecy BUPOGHMKa, 6e3 3MiHM
MiCLil BUPOGHMLITBA)
88. | KIABAM NMOPOLLIOK A1 PO34UHY Ankem IHgis Ankem IHAjis BHECEHHS 3MiH O peecTpaviiiHnX - UA/11092/01/01
Ons iH ekyiin, 500 mr/100 Nab6opatopis /114 Nab6opaTtopi3 MaTtepianis: 3miHu | TUNY - AgMIHICTPaTUBHI
mr, in bulk: no 25 nTg 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecun

(h1aKOHIB Yy KapPTOHHIl
KopoobLi

MiCLii MPOBaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa roToBoro JlikapCbKoro
3aco6y, BKIOYaUM AiNbHULi BUNYCKY cepil

abo MicLe NnpoBeAeHHS KOHTPOJTH0 SKOCTI.

(oisnbHICTb, 3a Ky Biagnosigae

BMPOGHUK/IMIOPTEpP, BKIOYAKYM BUIYCK
cepiit) (3miHa aagpecn BUPOOHMKa, 6e3 3MiHn
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
MiCLis BUPOGHMLITBA)
89. | KNABAM TabneTku, BKpUTI Ankem IHAjA Ankem IHAja BHECEHHS 3MiH IO peecTpaviiiHnX 3a peyernmom UA/4469/03/01
060/10HKOH0, M0 250 Na6opatopis /114 Nab6opaTtopi3 MaTtepianis: 3miHu | TUNy - AgMIHICTpaTUBHI
mr/125 wmr, no 10 nTg 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
TabneTok y 6nictepi; no MicLA NPOBaMKEHHS AiANbHOCTI
1 a6o 2 6nictepn y BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
KapTOHHI KOpoo6Li 3aco6y, BKIOYaUM AiNbHNLi BUNYCKY cepil
abo micue NnpoBeeHHA KOHTPOJII0 SKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMIOpPTEpP, BKIOYAKYM BUIYCK
cepiid) (3mMiHa agpecy BUPOGHMKa, 6e3 3MiHM
MiCLisi BUPOBOHULITBA)
90. | KIABAM TabneTkun, BKpUTI Ankem IHais Ankem IHais BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/4469/03/02
060/10HKot0, No 500 Na6opaTopis T4 NabopaTopis mMatepianis: 3MiHu | TUNy - AgMIHICTpaTUBHI
mr/125 wmr, no 10 nTa 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
Tabnetok y 6aictepi; no MicLst MPOBAIKEHHST AisiNIbHOCTI
1 abo 2 6nictepn y BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro
KapTOHHiiA KOpo6Ll 3aco06y, BKIOYaUY AiNbHULi BUNYCKY cepil
abo MicLe NPoBeAEHHST KOHTPOJHO SIKOCTI.
(DisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEp, BKIKOYAKYN BUNYCK
cepiit) (3miHa agpecun BMPOOGHMKa, 6e3 3MiHn
MicLisi BAPOBGHULITBA)
91. | KNABAM TabneTku, BKpUTI Ankem IHais Ankem IHais BHECEHHS 3MiH [J0 peecTpaviiiHnx 3a peyenmom UA/14194/01/01
o060soHKot, 875 mMr/125 Na6opaTtopis 114 NabopaTtopis mMarepianis: 3miHu | TUny - AgMiHICTpaTUBHI
Mr no 10 TabneTok y nrp, 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
6nictepi, no 1 6nictepy MiCLii NPOBaKEHHSA AiSNIbHOCTI
B KQPTOHHI ynakoBLi BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
3aco0y, BKIHYauM AibHULL BUNYCKY cepil
abo MicLe NPoBeAEHHSI KOHTPOJKO SIKOCTI.
(@isnbHIiCTb, 3a AKy Bignosigae
BMPOGHUK/IMMOPTEp, BKIKOYAKYN BUMYCK
cepiii) (3mMiHa agpecy BUPOGHWKa, 6e3 3MiHN
Micus BUpo6bHULTBA); 3MiHKW | Tuny - 3MiHW
oo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3amiHn) (3amiHa
rpadivyHoro ohopMIEHHS NEPBUHHOI Ta
BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHS
ynakoBOK 3 BiANOBIAHUMM 3MiHAMMW [0
po3ginie MKA 13 (po3gain «IpadivHe
0(hOpPMNEHHS» 3aMiHEHO PO3AinoM
«MapKyBaHHS»)
92. | KTABAM MOPOLLIOK A1 OpasTbHOT Ankem IHais Ankem IHais BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom UA/4469/02/02
cycneHsii, 200 mr/28,5 Nab6opatopis /114 Nab6opaTtopi3 MaTtepianis: 3miHu | TUNY - AAMIHICTPaTUBHI
Mry 5 mn 1 dpnakoH 3 nrp, 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecun

nopowkom ans 100 mn

MicLsl NpOBaMKEHHS AisiNIbHOCTI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
OopasibHOI CycneHsii B BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
KOMM/IEKTi 3 MipHUM 3aco6y, BK/IOYaUM AiNbHNLj BUMYCKY cepil
KOBMAYKOM Y KapTOHHIlA abo MmicLe NpoBeAeHHsI KOHTPOJHO SKOCTI.
ynakoBLi (aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpPTEp, BK/IOYAOUM BUMYCK
cepiid) (3mMiHa agpecy BUPOGHMKA, 6e3 3MiHM
Micus BUPO6HULTBA); 3MiHKM | Tuny - 3MiHW
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHun) (3amiHa
rpacdiyHoro ohopMIEHHS NEPBUHHOI Ta
BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yNakoBOK 3 BigMnoBigHYMMN 3MiHaMK 0
po3ginie MKA N3 (po3gain «IpadiuHe
0hOpMIEHHS» 3aMiHEHO PO34iNoM
«MapKyBaHHs»)
93. | KNABAM NOPOLUOK AN151 OPas1bHOT Ankem IHais Ankem IHais BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyernmom UA/4469/02/01
cycneHsii, 125 mr/31,25 Na6opaTtopis 114 NabopaTopis Matepianis: 3MiHu | TUNy - AgMIHICTpaTUBHI
Mr B 5 mn 1 donakoH 3 ntp, 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MOPOLLKOM 3 MipHUM MiCLii MPOBaKEHHS AiSNIbHOCTI
KOBMAYKOM Y KapTOHHIl BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
ynakoBLj 3acoby, BKIYaoun AiNbHUL BUNYCKY cepil
abo MicLe NPoBeAEHHST KOHTPOJKO SIKOCTI.
(OisnbHICTb, 3a AKy BiAnosigae
BMPOGHUK/IMNOPTEp, BKIOYAKYN BUNYCK
cepiit) (3miHa agpecun BMPOGHMKa, 6e3 3MiHn
MicLisi BAPOOGHULITBA)
94. | KNNEKCAH® PO34unH ANs iH'ekuiin, 10 TOB "CaHodi- YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/7181/01/01
000 aHTK-Xa MO/1 mn, ABEHTIC YKpaiHa" BIHTPOIM marepianis:
Ne 2: no 0,8 mny IHOACTPIA 3MiHM | TUNY - 3MiHK Woao

LLNPUL-A03i i3 3aXMCHO
CUCTEMOIO FOJIKM, No 2
Lnpuu-403n y 6nictepi,
no 1 6nictepy B
KapTOHHI KOPOOL

6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cuctemy thapmakoHarnasgy, 3amiHa
YNOBHOBaXeHOI 0co6u, BiANoBiAanbHOT 3a
3[jilicHeHHs chapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3assHuka ans
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifl YNOBHOBaXeHOT
0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIovaroUn KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-
haiina cuctemun chapmakoHarssgy) - 3miHa
yNOBHOBaXeHOT 0cobw, BignoBifansHoOT Ans
3pjiicHeHHs hapmakoHarnagy: Aitova
pefakuisi - BoinTeHko AHTOH [eopriioBuy.
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
MponoHoBaHa pegakuist — KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOI 0c06M, BifnoBiganbHOI Ans
3[ifiCHEHHs hapmakoHarnsay
95. | KIEKCAH® PO34uH NS iH'ekuiin, 10 TOB "CaHoi- YkpaiHa CAHO®I ®paHuis BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/7182/01/01
000 aHTK-Xa MO/Mmn, Ne ABeHTIC YkpaiHa" BIHTPOIM marepianis:
10 (2x5): no 0,2 mny IHOACTPIA 3MiHM | TUny - 3MiHK Woao
LINPUL-A03i i3 3aX1CHO0 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
CUCTEMOLO FoJIKK, No 2 BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHWX
Lnpuy-403un y 6nictepi, LaHuX Npo cuctemy dpapmakoHarnsgy
no 5 6nicTtepis B (BBEAEHHSA y3ara/ibHeHVX AaHuX npo
KapTOHHI KopobLj; no cuctemy hapmakoHarnsgy, 3miHa
0,4 MmN y WNpvy-A03i i3 YNOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
3aXMCHOK0 CUCTEMOIO 3[iicHeHHs hapmakoHarnaay; KOHTakTHOT
rOIKU; NO 2 WNpUL-[03% ocobu 3 hapmakoHarnsgy 3asaBHuka ans
y 6nicTtepi; no 5 3[jiCHeHHs hapmakoHarnsgy B YkpaiHi,
6nicTepiB y KAPTOHHIl AKLWO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
KopoobLi ocobu, BignoBigasbHOT 3a 3AiCHEHHS
hapmakoHarnsgy (Bkaovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI Ans
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pepakuist — KnilmH AHTOH MukonaioBumy.
3MiHa KOHTaKTHWX AaHuX YNOBHOBaXEHOT
oco6u, BiaNoBiAaNbHOT AN 34iACHEHHS
chapmakoHarnsay
96. | KOMAKCOH 40 pPO34MH Nns iH'ekuin, 40 TeBa I3painb BUPOBHMLTBO 3a I3paine/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/6307/01/02
Mr/mn no 1 M posynHy dapmaLeBTikan NOBHUM LK/IOM: Benvka marepianis:
B nornepeaHbLo IHpacTpis 14, TeBa Bputanis/ 3MiHY I TURY - 3MiHW [0 IHCTPYKUIT Ans
HaMOBHEHOMY LLNPWL; dapmaueBTiKaU Higepnanaw/ MeAUYHOro 3aCTOCyBaHHSA y po3gin
no 1 wnpuuy B 6nicTepi; IHpacTpi3 NTg,, YropwumHa "3acTocyBaHHs y nepio BariTHoCTi abo

no 12 wnpwuis B
KapTOHHI KOPOOL

13pains;
BUPOBHMLTBO 3a
NOBHUM LMK/IOM:
AVBEKC
dapmacboTuKan
3 HOK, Benuka
BpuTtaHis;
KOHTPOb cepil
(aHaniTnyHi
BUNPO6YBaHHSA
Ta BUBYEHHS
cTabinbHoCTI):
MnaHTekc /1T4,,
I13paisb;

rogysaHHs rpyaaio”. BeefeHHA 3MiH
npotsArom 3 micsiLiB NicnsA 3aTBepAKeHHs




Ne

104

n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

97.

KOMAKCOH®-TEBA

KOHTpO/b cepii
(TinbKn
MiKpO6ionoriyHe
TECTyBaHHS):
TeBa
dapmaueBTikas
IHgacTpi3 NT4,,
13pains;
KOHTPONb cepil
(TinbKn
6ionoriyHe
TeCcTyBaHHs):
A6ik N14.,
13pains;
KOHTPOb cepil
(nosHe
TecTyBaHHs,
BK/IHOHAI0UMN HA
CTEPUSIBHICTb Ta
GakTepiasibHi
€HA0TOKCUHM,
ane okpim
6ionoriyHoro
TeCcTyBaHHs):
Papmaxemi
B.B.,
Higepnangu;
KOHTpO/b cepii
(TinbKn
6ionoriyHe
TecTyBaHHA): AT
dapmaueBTUYHU
i 3aBog TEBA
YropLmHa;
KOHTpOsb cepii
(ananiTnyHe
TecTyBaHHA Ta
BUBYEHHSA
cTabinbHOCTI):
Asia Kemikan
IHpacTpi3 N14.,
13painb

PO3unH ANs iH'ekuiin, 20
mr/mnno 1 mny
nonepeaHLo
HanoBHEHOMY LUNPWLj;

TeBa
dapmaLeBTikan
IHoacTpi3 J114.

I3painb

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
TeBa

dapmaueBTikan

I3pains/
Benuka
BpuTaHis/
Higepnangun/

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHuM | TUNY - 3MiHa B npoueci BUpobHULTBa

A®I, BUNy4eHHs TOUKM BiAOOPY 3paskiB

3a peyenmom

UA/6307/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
no 1 wnpuuy B IHpacTpis N14., YroplmHa yepes 9 roAguH nif yac NpoBeAeHHs TecToBOl

KOHTYPHIli YapyHKOBIl
ynakoBLi; No 28 wnpuuis
Y KOHTYPHMX YapyHKOBUX
yMakoBKax y KapTOHHIl
KopoobLi

13pains;
BUPOGHMLTBO 3a
MOBHWUM LK/IOM:
AWBEKC
dapmacbioTuKan
3 HOK, Benuka
BpuTtaHis;
KOHTPONb cepil
(nosHe
TeCcTyBaHHs,
BK/IHOHAI0UN HA
CTEPUSIBHICTb Ta
GakTepiasibHi
€HA0TOKCUHM,
ane okpim
6ionoriyHoro
TeCcTyBaHHs):
Papmaxemi
B.B.,
Higepnangu;
KOHTpO/b cepii
(TinbKn
6ionoriyHe
TecTyBaHHA): AT
dapmaueBTUYHU
7 3aBog TEBA,
YropLmHa;
KOHTpOsb cepii
(TiNbkn
6ionoriyHe
TecTyBaHHs): AT
dapmaueBTUYHU
 3aBog TEBA,
YropwuHa;
KOHTPOb cepil
(TinbKn
Mikpob6ionoriyHe
TeCcTyBaHHs):
TeBa
dapmaueBTikas
IHpacTpis NTa,,
13pains;
KOHTpOsb cepii
(ananiTnyHe
TEeCTyBaHHA Ta

peakuii Ha cTagii ll, oCKiIbk1 BUPOGHWYMIA
[l0CBif, NOKa3ye, L0 ONTUMasTbHWIA Yyac
peakuii cknagae 15 roguH; 3minm | tuny -
3MiHa y MeTogax BunpobysaHHs APl abo
BMXIZAHOrO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
npoueci BupobHuutea A®I - 3MiHM y MeTogax
BUNPOBYBaHHSA B npoveci BUpobHuytea Adl-
AopasaHHs igeHTudikalii metogom NIR -
XDS po cneumdikauii peareHTy (OLTOBOI
KMCOTK), LLLO BUKOPUCTOBYETLCS Y NPOLLEC
BMPO6HMLUTBA AD| (OHOB/EHHS p. 3.2.S.2.3);
3MiHM | TUMy - BUNpaBAeHHs ApyKapCbKol
NMOMW/IKN B METOZAi BUSHAYEHHS
AieTnnamigHux noxigHux y nepepaxyHky Ha
aieTnnamin (2429-1H-SI-15582), 3amicte G
1888A nomuskoso 3a3HavyeHo HP 61888;
3MiHM | Tuny - 3mMiHa y MmeTofgax
BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
- He3HaYHa 3MiHa y 3aTBepMXeHNX MeTodax
BMNpobyBaHHA T."KinbkiCHe BU3HAYEHHS
[OMILLKM/MPOAYKTU po3kniagdy” 3miHa NiMiTiB -
3MIHEHO MEXY KifIbKICHOTrO BU3HAYEHHS
(MKB) 3 0,10% 10 0,05%, y 3B 513Ky 3i
3HIDKEHHSAM BMICTY JOMILLKM 3 BiZHOCHUM
yncnom ytpumanHsa 0,37 3 0,2% po 0,15%,
3HKEHHS MeXi BMICTY BOAW y CTaHAapTi 3
10,0% pno 8,0%; 3MiHK | TURY - 3MiHK
BUNPo6YyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby -
[ofaBaHHsA MeToAy BUNPoOyBaHHA Ha
6akTepiasibHi eHAOTOKCUHN Nif, Yac
BMPOGHULITBA FOTOBOTO /iKapCbKOro 3acoby
(Mexi IAeHTNYHI 3aTBEepAKEHNM MeXaMm
BMicTy BET y kiHLeBOMY npoayKTi); 3miHu |
TUMY - 3MiHW y MeToAax BunpobyBaHHa Ad|
(rnaTmpamepa aueTary)- BU3Ha4YEHHS
amiHokmcioT (Amino Acids Content) - meTog
BEPX ¢ MC getektopoMm 3amicTb BEPX 3 Y
[EeTeKTOpOM; 3MiHM | TUny - 3MiHa y MeToai
BMnpobyBaHb A®I T. igeHTudikauia (YP) -
PO3LUMPEHHSA Ajana3oHy AOBXWH XBUb ON1S
peecTpayii Y cnektpy 3 190-300 HM g0
190-400 HMm; 3MiHM | TUNy - 3MiHa NapaMeTpis




106

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BVBYEHHA cneumdikaLii NepBUHHOI YNakoBKy -
cTabinbHoCTI): 3BY)XEHHSA AONYCTUMUX MEX T."BakTepianbHi
MnaHTekc N14,., €HAO0TOKCUHN"; 3MiHW | TUNY - 3MiHa Y
13paine; mMeTodax BunpobysaHHsA AdI - 3amiHa
KOHTpOsb cepii BM3HAYEHHS OIOKCMHY B rnatupamepi auerari
(TiNbkn Ha 6inbLu YyyTAmMBmMiA Mmetog MX (SI-40013) 3i
6ionoriyHe 3MIHOI0 HOMEpIB TECTIB Ta 3MiHa OANHWLb
TECTyBaHHS): BMMIiptoBaHHSA fiokcuHy 3 NMT 0,2% to NMT
AGik 14, 2000 ppm.; 3MiHu | TUNY - 3MiHK Y MeToAax
13pains; BMNpo6yBaHHA Ad| - 3amiHa meToay
KOHTPO/Ib cepil BU3HAYEHHA NinepuaviHy B rnatmpamMepi
(ananitnyHe auertarti 3 TWX Ha 'X 3 BUKOPUCTaHHAM
TEeCTyBaHHsA Ta napodgasHoi cuctemu; 3miiu |l Tuny - 3miHn y
BUBYEHHA MeTodax BunpobysaHHsA Ad| - BHECEHO
cTabinbHOCTI): pepakLiiHi 3MiHu (3aTBepKeHi B NpoLieci
A3ia Kemikan nepepeectpaii) 6e3 3MiH1 aHaNiTUYHNX
IHpacTpi3 N14., MeTOoAWK; 3MiHU || TUMY - KOHTPO/Ib TOTOBOTO
I13painb NiKapcbKoro 3acoby - 3MiHU y MeToAax
BMNPOBYBaHHSA rOTOBOrO /liKApCbKOro 3acoby
- BHECEHO peJaKLiiiHi 3MiHV (3aTBepaXeHi B
npoueci nepepeecTpaLii) 6e3 3mMiHu
aHaniTMYHnX MetoAuk: T. Mpo3opicTb
PO34MHY - pefakuiiHi npaBku; T. BigHOCHWIA
yac yTpumaHHs (BYY) Ta MonekynsipHo-
MacoBe PO3MNOAI/IEHHS - PeAakLiiHi npaBku,
[0[aHO CTaHAapTHI 3pa3ku; TUMOBI
XpomaTorpamu; MexaHiuHi BK/THOUYEHHS -
pefakuiiHi npaBku, 3MiHa NPo60NiAroTOBKY;
BakTepianbHi eHA0TOKCUHY - pefakLiiiHi
npasku
98. | KOMNABIKC® TabneTku, BKpUTI TOB "CaHodi- Ykpaina CaHodpi BiHTpon ®paHuis BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom | UA/11680/01/02
IHoacTpia marepianis:

o060n0HKot, 75 Mr/75 mr
Ne 28 (7x4): no 7
TabneTok y 6nictepi; no
4 6nicTepun B KAPTOHHIl
KopoobLi

ABeHTIC YkpaiHa"

3MiHM | TUNY - 3MiHK Woa0

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cucTemy thapmakoHarnagy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3iicHEeHHS hapMakoHariaay; KOHTaKTHOT
0cobu 3 thapmakoHarnagy 3asBHvKa Ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnagy (BKI4aun KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLleHHI MacTep-
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

thalina cuctemun chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBigansHoOT Ans
3[iicHeHHs1 hapMakoHarnsay: Airova

pefaxuisi - BoinTeHko AHTOH eopriioBuy.
MponoHoBaHa pepakuist — KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTAKTHUX JaHUX

yNOBHOBaXeHOT 0cobw, BignoBiganbHOI Ans

3fiicHeHHs1 chapMakoHarasgy

99.

KOPBAJIKAMNC
EKCTPA

Kancynu Teepgi no 10
Kancyn y énictepax; no
10 kancyn y 6nictepi; no
1 a6o 3 6nictepu B
navu,i

BiTaMiHHWIA 3aBOS,

MAT "KuiBcbkuii

YkpaiHa

MAT "KuiBcbKuii
BiTaAMiHHWN
3aBsog”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHnx
marepianis:
3MiHM | TUMy - 3MiHa y NEPBUHHINA ynakoBLi
roToBOro NikapcbKoro 3acoby - 3aMmiHa
nakyBaslbHOrO MaTepiany 6nictepa, 3
BiANOBIAHMMW 3MiHAMW Y P. «YTMaKoBKa».
BBegeHHA 3MiH npoTArom 3-x micsuis
nicns saTBepAKeHHsA

6e3 peyenma

UA/13729/01/01

100.

KOPOAPOH®

Tabnetkn no 200 mr; Ne
30 (10x3): no 10
Tabnetok y 6aictepi; no
3 6nicTepun y KapTOHHii
Kopo6ui; Ne 30 (15x2):
no 15 TabneTtok y
6nicTepi; no 2 6nictepn
Y KapTOHHi kopobLi

TOB "CaHodi-

ABeHTIC YkpaiHa"

Ykpaina

XIHOIH 3aBop
PapmaLeBTUYHN
X Ta XimMi4HuX
MpoaykTis
MpaiisiT Ko.
nra.

YropumHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHM | TUNY - 3MiHK WoA0

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

BBegeHHs1 abo 3MiHM A0 y3arasibHeHWX
[aHnx nNpo cmuctemy hapmakoHarnsgy
(BBEAEHHS Y3araslbHEHUX AaHWX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[iiCHEHHST hapMakoHarsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3assHvKa gns
34ilicHeHHs1 hapmakoHarsiagy B YKpaiHi,
SAKLLO BOHA BigMiHHA BiJ, YNIOBHOBaXKEHOT
ocobu, BignoBigasibHOT 3a 3AiCHEHHS
thapmakoHariagy (BKIYaUn KOHTaKTHI
[aHi) Ta/abo 3MiHM y pPO3MiLLleHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOI 0CO6M, BifnoBiganbHOI A5
3[jicHeHHs1 hapMakoHarnsay: [irova
pepakLisi - BoliTeHko AHTOH eopriiioBuy.
MponoHoBaHa pepgakuyis — KniwnH AHTOH
MukonaiioBuy. 3MiHa KOHTaKTHUX JaHWX
yrNoBHOBaXeHOT 0cobwu, BignoBifanbHOT Ans
3fiicCHEHHS chapmMakoHarsgy

3a peyenmom

UA/3683/02/01

101.

NADPEPOBIOH

MOPOLLOK Ha3aslbHWiA, MO
100 000 MO, 5
(b1aKOHIB 3 NOPOLLKOM Y
6nicTepi; no 2 6nictepu
B NnayLi 3 KApTOHY

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
- 3MiHV [0 TEKCTY MapKyBaHHS BTOPUHHOI
YMaKoBKM

6e3 peyenma

UA/16017/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
102. | NADPEPOBIOH® cynosuTopii no 150 000 TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/13779/01/01
MO; no 3 cyno3suTopii no "BIO®APMA" "BIOGAPMA", marepianis:
11y KOHTYpHiit YkpaiHa; TOB 3MiHu |l TUNY - 3MiHK A0 IHCTPYKLT AnA
YapyHKOBIli ynakoBL,i; no "®3 MeAMYHOro 3acToCyBaHHS y po3ain "Cnocié
1 KOHTYpHI YapyHKOBIl "BIOGAPMA", 3acTocyBaHHs Ta fo3n"
ynakoBLi B nauui 3 YkpaiHa
KapTOHY; No 5
cynosutopiiBno 1 ry
KOHTYPHIli YapyHKOBIl
ynakosLi; no 1 a6o no 2
KOHTYPHi YapyHKOBI
ynakoBkn B nayli 3
KapToHY
103. | NTA®EPOBIOH® cynosuTopii no 500 000 TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaviiiHnX 6e3 peyenma UA/13779/01/02
MO:; no 3 cynosuTtopii no "BIODAPMA" "BIODAPMA", marepianis:
11y KOHTYpHii YkpaiHa, TOB 3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT Ans
YapyHKOBIli ynakoBLii; no "®3 MeJMYHOro 3aCToCyBaHHs y po3ain "Cnoci6
1 KOHTYpHIA YapyHKOBIlA "BIO®PAPMA", 3acTocyBaHHsA Ta Ao3n"
ynakoBLji B nauuj 3 Ykpaina
KapTOHY; No 5
cynosutopiiB no 1 ry
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauvuj 3
KapTOoHY
104. | NIHNAP3A Kancynm Teepgi no 50 AcTtpa3eHeka Ab Lseuis Brpo6H1LTBO CLIA/ BHECEHHS 3MiH 10 peecTpavLiiHnx 3a peyenmom | UA/14747/01/01
Mmr, no 112 kancyn in-bulk: Benvka mMartepianis: 3MiHu | TMNY - 3MiHK 3 AKOCTI.
TBEPAMX Y hakoHi; no 4 MaTeoH BpuTaHis [oTOBWIA Nikapcbkuii 3aci6. KoHTposb
p1aKoHM B KapPTOHHIlA dapmacbloTikas roTOBOro Nikapcbkoro 3acoby. 3miHa
Kopoo6ui c IHK, CLUA; napameTpiB cneundikauiii Ta/abo
MepBuHHE Ta [OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
BTOPWHHE 3aco6by (f0NoBHEHHS abo 3aMiHa NokKasHuKa
nakyBaHHs1, crneundikauii 3a pesynbTatamu 4OC/igKeHb
BUNYCK cepil: 3 6e3nekn abo AKOCTi (3a BUHSATKOM
AcTpa3eHeka nikapcbkux 3acobis
tOK NimiTep, 6i0/10rYHOro/iMyHO/IOTYHOTO NOXOAKEHHS))
Benuka (oonoBHEHHs cneumdikaii npy BUNYCKy
BpuTtaHis nokasHukomM «BmicT nonimopcpy L» He

6inbwe 10% m/m onanapuby) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
3aTBePMKEHHS); 3MiHM | TUny - 3MiHK 3
SIKOCTi. [OTOBWIA NiKapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
abo ymoBax 36epiraHHsi rOTOBOr0
NiKapCbKoro 3acoby (3MEHLLIEHHs1 TEPMiHY
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

NPWAATHOCTI FOTOBOIO J1iKAPCLKOro 3acoby) -
[ins TOproBoi ynakoBKW (3MEHLLEHHS TEPMiHY
NPUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby 3
BignosigHuMu 3miHamn y p. 3.2.P.8.1
Pestome 040 cTabinbHOCTI Ta BUCHOBKM) (3
2-x pokiB o 18 micsuiB) (TepmiH BBeEHHSA
3MiH NpoTArom 6-Tu MicALUiB nicns
3aTBEPMXEHHS); 3MiHM | TUny - 3MiHK 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHoCTi
abo ymoBax 36epiraHHsi roTOBOro
niKkapcbKoro 3acoby (3MiHa y 3aTBepAXeHOMY
NPOTOKOAi CTabiNbHOCTI) (3miHa Y
3aTBEpAXEHOMY MPOTOKOi CTabiNbHOCTI
['N13, a came BBeAEHHA TOYKN KOHTPO/IO 18
MiCALIB Ta BUAANEHHSA TOYKM KOHTPO/O 36
micsauiB (TepmiH BBEAEHHS 3MiH NpOTArom 6-
TV MiCALIB NicNs 3aTBepAKEHHS)

105.

NOCENPA30/I®

Kancynu no 20 mr no 7
Kancyn y 6nictepi; no 2
abo 4 6nictepu y
KapTOHHI KOpoo6Li

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
MNpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauiiHnX
Matepianis: 3MiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

3as1BHMKA (B/1acHMKa peecTpaLiiHoro
noceigueHHs) (3mMiHa agpecu Ta Ha3su
3asBHMKA); 3MiHW | TUNY - AOMIHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MicLA NPOBaKEHHS AiANbHOCTI
BUPOGHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BKIOYauM AibHNLi BUNYCKY cepil
abo micue NnpoBeeHHA KOHTPOJIIO SKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMIOpPTEp, BKIOYAKYM BUIYCK
cepiii) (3MiHa agpecu Ta Ha3BM BUPOOHMKA

MPO.MEQA.LUC lMpara a.c., Yecbka

Pecny6nika, 6€3 3MiH1 MicL BUPO6GHMLTBA)

3a peyenmom

UA/7767/01/01

106.

MAAJTOKC®

cycneHsist opasibHa Ne 1:
no 250 mMn y cnakoHi; no
1 chrakoHy B KapTOHHIlA
KOpooLi

TOB "CaHodi-
ABeHTIC YKpaiHa"

Ykpaina

Eili. HatTepmaHH
eHp Caiti Tm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHM | TUNY - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHWX
AaHux Npo cuctemy apmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnagy 3assHvKa gns
3iicHeHHs1 hapmakoHariagy B YKpaiHi,

6e3 peyenma

UA/9220/01/01
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Ymosu

Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayiliHo
20
nocsi0YeHHs1

AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT

0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKI4arUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cnuctemm chapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0c06M, BifnoBiganbHoI Ans
3gificHeHHs thapmakoHarnsgy: ditova
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepfakuis — KnilnH AHTOH
MukonainoBny. 3MiHa KOHTaKTHUX JaHWX
yMNOBHOBaXeHOT 0cobw, BignoBigansHoT Ans
3[iiCHEHHs1 hapMakoHarnsay
BHECEHHS 3MiH [0 peecTpauiiHnX

6e3 peyenma

UA/9219/01/01

107.

MAAJIOKC®

cycneHsist opasibHa Ne
30: no 15 mn y nakerti;
no 30 nakeTiB y
KapTOHHI KOpoo6Li

TOB "CaHodi-
ABeHTIC Ykpaina"

Ykpaina

dapmartic

®paHuina

marepianis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3ilicHeHHS hapMakoHariaay; KOHTaKTHOT
0cobu 3 thapmakoHarnagy 3asBHvKa Ans
3[jiCHEHHSs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnagy (BKI4aun KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOBAaXEHOI 0C06M, BifnoBigansHOI Ans
3gificHeHHs chbapmakoHarnsgy: ditoua
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepgakuis — KnilwmnH AHTOH
MukonaiioBny. 3MiHa KOHTaKTHUX JaHWX
yMNOBHOBaXeHOT 0cobw, BignoBigansHoi Ans
3[jiCHEHHs1 hapMakoHarnsay

6e3 peyenma

UA/8823/01/01

108.

MEBIKAP IC

Tabnetkn no 0,3 r no 10
TabneTok y 6nictepi; no
2 6nicTepu y nauuyj 3
KapTOHY

ToBapucTtso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtso 3
[04aTKOBO
BiANOBIAANLHICT
10 "IHTEPXIM",
Ykpaina
(BUPOGHMK,
BiANOBiAaIbHUI
3a BUMYCK cepil;
BUNPO6YBaHHSA

KOHTPOJ1K0 AKOCTI

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis:

3MiHW | TUMY - KOHTPO/1b JOMNOMIXKHUX
PEYOBUH - MPMBEAEHHS cneymdikauii Ta
MEeTOAIB KOHTPOJIHO AKOCTi JOMOMDKHUX
PeyoBUH Y BiANOBIAHICTL A0 BUMOr EP/ADY;

3MiHK | TUNy - 3MiHa NapameTpiB

cneuudikaLiin Ta/abo fonycTUMUX MeX

roTOBOro NikapcbKoro 3acoby (BUNyYEeHHs

HE3Ha4YHOoro nokasHuka (HaI'IpVIKI'Ia,EI,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(hisnyHi/XiMiYHi, 3aCcTapifioro NokasHyika, Takoro Sk 3anax Ta
Mikpob6ionoriyHa CMakK, abo igeHTudikaLis 6apBHYKIB Ym
yucToTa), CMakoBWX A06aBOK)); 3MiHW | TUNY - 3MiHK
36epiraHHsA BMNpobyBaHb abo JOMYCTUMUX MEX,
roToBoi BCTaHOBJIEHVX Y cneuudikauisx, nig vac
npoayKuii; BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
BVMPOGHMLTBO, (BUTyYEHHSI HECYTTEBOIO BUNPOOYBaHHSA B
36epiraHHsA npoveci BUpO6bHULTBA); 3MiHW | TUMY - 3MiHK
(roToBoi B MeToAax BUNpobyBaHHS
npoayKuii, T."Mikpob6ionoriyHa yicToTta" 4na nepBUHHUX
CMPOBUWHM Ta nakyBasibHUX Matepianis A®l, y 38 a3ky 3
martepianis); NpUBEAEHHSAM Y BiANOBIAHICTb A0 APY; 3MiHN
BMNPOGYBaHHSA | Tuny - 3miHn BUNPobyBaHb abo AONYCTUMMX
KOHTPOJIHO AKOCTI MeX, BCTaHOB/IEHUX y crieuudpikaliax, nig
(chiznyHi/ximiuHi) yac BUPOOHMLTBA FOTOBOIO NiKapCbKoro
3acoby; 3miHM | Tuny - 3mMiHa y metogax
BMNpobyBaHHA APl abo BuXigHOTO
mMartepiany/npomMbKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPMXEHNX METOAaX BUNPOOYBaHHS);
3MiHM | Tuny - 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTUMNX MeX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro
3aco6y (AONOBHEHHS cneuudikauii HOBUM
NOKa3HMKOM 3 BifJNOBIAHUM METOAO0M
BUNPOBYBaHHS); 3MiHU | TUNy - 3MiHa Y
napameTpax cneuucpikauin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Yy NpoOLeci BUPOOHMLTBA
A®I (iHWi 3MiHW)
109. | MEBIKAP IC Tabnetkn no 0,5 r no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/8823/01/02

TabneTok y 6nictepi; no
1 abo 2 6nictepn y
nauvj 3 KapToHy

[0AaTKOBOO
BiANOBIAANBLHICTIO
"IHTEPXIM"

[04aTKOBO
BiANOBIA&/IbHICT
10 "IHTEPXIM",
YkpaiHa
(BUPOBHMK,
BiANOBiAAbHUI
3a BUMYCK cepil;
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
(chiznyHi/xiMiuHi,
MiKkpoGionoriyHa
yncToTa),

marepianis:
3MiHW | TUNY - KOHTPOS1b AOMOMDKHUX
PeyoBUH - NpuBeAeHHs cneuudikadii Ta
METOAIB KOHTPOJIHO AKOCTI JOMOMDKHUX
peyoBUH Y BiANOBIAHICTL A0 BUMOr EP/APY;
3MiHK | TUNy - 3MiHK BUNpobyBaHbL abo
[0NyCTUMUX MEX, BCTAHOBNEHNX Y
cneundikavisx, nig yac BUPO6GHULTBA
roTOBOrO NikapCbKoro 3acoby (BMyYeHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BUPOGHMLTBA); 3MiHM | TUNY - 3MiHa
napameTpis cneundikauiii Ta/abo
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
36epiraHHsA O0MNYCTUMUX MEX rOTOBOTO NiKapCbKOro
roToBOI 3aco0y; cynyTHA 3MiHa: 3MiHV BUNpo6yBaHb
npoAyKuii; abo [oNyCTUMUX MEX, BCTAHOB/EHNX Y
BMPOGHMLTBO, cneuudikauisix, nig yac BUpobHULTBA
36epiraHHsA rOTOBOrO JliKkapCcbkoro 3acoby (BUTy4eHHs
(roToBoi HeCcyTTEBOro BMNPobyBaHHA B NPoLLeCi
NpoAyKUii, BMPOGHMLTBA); 3MiHW | TUNYy - 3MiHN B
CMPOBUHMN Ta mMeToAax BMNpobyBaHHS T."MikpobionoriyHa
martepianis); yucToTa" 4Ns NEPBUHHUX NakKyBaslbHUX
BMNPOGYBaHHSA marepianis A®l, y 38°3Ky 3 NpUBEAEHHAM Y
KOHTPOJIHO AKOCTI BiANOBIAHICTL A0 APY; 3MiHM | TURY - 3MiHK
(chiznyHi/XimiuHi) BUNPOo6YyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHULITBA FOTOBOTO /iKapCbKOro 3acoby;
3MiHU | TNy - 3MiHa y MeTogax
BunpobyeaHHA APl abo BMXigHOTO
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeCi
BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y
3aTBEPAKEHNX METOAaX BUNPOOYBaHHS);
3MiHK | TUNY - 3MiHa NnapameTpis
crneundikauii Ta/abo JoNyCTUMMX MEX
NepBUHHOT YNaKkoBKM rOTOBOrO J1iKapCbKOro
3acoby (40MNOBHEHHS creuudikaLlii HoBUM
NMOKa3HNKOM 3 BifMnOBifH/M METOAOM
BMNPOGYBaHHSA); 3MiHM | TUMy - 3MiHa 'y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUPOBHULTBA
A (iHWi 3MiHW)
110. | MEAOBIOTUH Tabnetku no 2,5 mMr no XtobHep HimeyunHa BUPOBHMK, HimeyunHa BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/2432/01/01
10 Tabnetok y 6nictepi; HatypapuyHaimitt BiANOBiAaIbHUI marepianis:
no 3 abo 6 6nictepiB y enb M6X 3a BUPOGHNLTBO 3MiHM | TUny - 3MiHK Woao

KapTOHHI KopooLi

Hepo3dghacoBaHo
ro npoaykty,
nepBuHHe Ta

BTOPVHHE
nakyBaHHs: Mibe
rM6X

ApuHaiimiTTens,
HimeuyumnHa;

BVPOGHMWK,

BiAnoBigabHNI

3a BUNyCK cepii,

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay
- BHECEHHS HE3HAYHUX pefakLiiHNX 3MiH A0
3aTBEPAKEHOIO TEKCTY MapKyBaHHS
ynakoBOK
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BK/IOYAKOUN
KOHTPO/b/BUNPO
6yBaHHs cepii:
AHTOH Xt06HEp
v6X & Ko. KT,
HimeuuunHa;
BUPOBHMK,
BiAnoBigaNbHWI
3a BUNYyCK cepii,
BK/IOYAK0UM
KOHTPO/b/BMNPO
6yBaHHs cepii:
Mibe Mm6X
ApuHaiimiTTenNb,
HimeyunHa

111.

MEHOBA3UH

po3uunH ans
30BHiLLHLOIO
3aCTOCyBaHHS,
cnupToBMiA No 40 MmNy
chnakoHax; no 40 mny
dnakoHi; o 1 dpakoHy
B nauu,i

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
thabpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
Matepianis: 3MiHu | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

3as1BHMKA (B/1acHMKa peecTpaLiiHoro
noceigueHHs) (TepMiH BBEAEHHS 3MiH
NPOTArom 3-X MicALIB NicNsA 3aTBEPLKEHHS);
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3aco06y, BK/0HauM AiNbHNLi BUNYCKY cepil
abo MmicLe NpoBeAEeHHSI KOHTPOIO SKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iIMIOPTEp, BKIOYAOYN BUMYCK
cepiii) (3MiHa agpecy BUpPoGHMKa MpAT
dapmaueBTnyHa habpuka "Biona”, YkpaiHa,
6e3 3MiHN MicLa BUpOGHMLTBA (3MiHA Ha3BU
Bynuui) (TepmiH BBEEHHA 3MiH NPOTArom 3-
X MicALIB NicnsA 3aTBEPAKEHHS); 3MiHM Il
Tuny - 3MiHu 3 skocTi. A®l. Bupo6HMUTBO.
3MiHa BUpo6HMKa BMXiAHOrO/NMPOMIXHOrO
npoayKTy/peareHTy, Lo BUKOPUCTOBYOTHCA Y
BMPOGHMYOMY npoteci AdDI, abo 3miHa
BMpOGHMKa (BKIKOYAKOUM, Ae HEOOXiAHO,
MicLe NnpoBeAeHHs KOHTPOIo akocTi) AdI (3a
BiZICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOMO
BMpOGHMKa A®| 3 HagaHHAM MacTep-dhaiina
Ha A®l) (BBeLeHHS fO0ATKOBOro BUPOBOHUKA
Aitoyoi pevoBrHN MeHTon «Bxarat

6e3 peyenma

UA/7484/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
Apomarikc /ITO», IHais (Bhagat Apomatics
Limited, India); 3minu Il TURYy - 3MiHK 3
AKocTi. A®l. BUpo6HMLTBO. 3MiHAa BUPOGHMKa
BVXifHOro/MPOMiXXHOro NpoAyKTy/peareHTy,
LLLO BUKOPUCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKaA
(Brntovaroun, ae HeobxigHo, Micue
npoBefEeHHS KOHTPOso sikocTi) APl (3a
BiCYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAXEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpOGHMKa A®| 3 HagaHHAM MacTep-thaiina
Ha A®l) (BBEEHHS f,04AaTKOBOrO BUPOGHMKA
Aito4oi peyoBrHN MeHTOoN «CINIBEPNANH
KEMIKE/IC», IHgia («SILVERLINE
CHEMICALS», Ingis)
112. | METANI3E® niodpinizaT 4N po3unHy BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH O peecTpaviiiHnX 3a peyernmom UA/8168/01/01
Ans iH'ekuii no 10 000 IHrenbxaim IHrenbxanm MaTepianis: NpMBeAEHHA HaNUCaHHA
OJ (50 mr), 1 chnakoH 3 IHTepHewHn MTm6X dapma 'mbX i c¢hopMmu Bunycky (ynakoBku) B Hakasi MO3
niodpinizarom 1a 1 Ko. KI YkpaiHu Ne 85 Big 17.01.2018 y
LUNPWL, 3 PO34YMHHNKOM BiANOBIAHICTb A0 3aTBEpAXEHNX
no 10 mn (Boga Ans peecTpauiiiHux matepianis B npoueci
iH'eKUl) y KOMMNekTi 3i nepepeecTpauii (pefakuis B Hakasi —
CTepUIbHUM niodpinizat gns po3unHy ans iH'ekuii no 10
nepexigH1M NPUCTPOEM 000 O/ (50 wmr), 1 donakoH 3 nopoLukom Ta 1
AnA dnakoHa Ta LUMPKL, 3 PO34MHHUKOM Mo 10 mn (Boga Ans
CTepUIbLHOI iH'EKULI/A) Y KOMMNEKTI 3i CTEPUTBHUM
0/1HOPAa30BOI0 TOJIKOK0 Y nepexigHyM NpucTpoeM ans nakoHa Ta
KapTOHHii KOpo6Lli CTepWIbHOK OAHOPA30BOI0 FOMKOK Y
KapTOHHI Kopo6Lyj; 3anponoHoBaHa
pegakuis — niodpinisat gns po3uvHy Ans
iH'ekyii mo 10 000 OJ, (50 mr), 1 dpnakoH 3
niocpinizatom Ta 1 WNpuL, 3 PO34YMHHUKOM MO
10 mn (Boda AN5 iH'EKLA) Y KOMMIEeKTi 3i
CTepUIbHUM NepexifHNM NPUCTPOEM NS
chnakoHa Ta CTepu/IbHOK 0OA4HOPAa30BOD
r0/IKOK0 Y KAPTOHHIli Kopo6Li)
113. | METONPO/MON TabneTku no 100 mr AT "3eHTiBa" CnoBaubka Brpo6HMLTBO CnoBaubka BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/1585/01/02
3EHTIBA Ne50 (10x5): no 10 Pecny6nika N3, nepsuHHe Pecny6nika/ marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
Tabnetok y 6aictepi; no Ta BTOPVHHE Yecbka [oToBMIA Nikapcbkuii 3aci6. 3MiHK Yy
5 6nicTepiB y KapTOHHii nakyBaHHs, Pecny6nika BMPOGHULTBI. 3amiHa abo BBEAEHHS

Kopoo6Li

KOHTPO/Ib Ta

BMNYCK Cepii:

AT "CaHeka
PapmacboTikan
3", Cnosaupka

[04aTKOBOT AiNbHULI BUPOGHMLTBA A5
4acTuHK abo BCbOro0 BUPOBHNYOTO NpoLecy
roTOBOrO JliKapcbKoro 3acoby (f4inbHUUSA, Ha

AKill NpoBOAATLCA ByAb-Ki BUPOOHMYI cTagil,
3a BUHSATKOM BUNYCKY CEepiil, KOHTPO/IIO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Pecny6nika; AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
TOB "3eHTiBa", nakyBaHHs, 419 HECTEPUIBHUX NIKAPCbKNX
Yecbka 3aco6iB) (BBeEHHS 0OAATKOBOI Ai/IbHUL
Pecny6nika; BMpo6bHULUTBa TOB "3eHTiBa", Yeckbka
BTopuHHe Pecny6nika (BupobHuyTteo N13) (TepmiH
nakyBaHHs: BBEJEHHS 3MiH NPOTAroM 6-Tn MicsAuiB nicns
AITA 3aTBEPMXEHHS); 3MiHM | TUny - 3MiHK 3
BMPOGHNYNIA AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Koonepartums BMPOBGHUUTBI. 3amiHa abo BBeAeHHS
iHBaUigiB, [,04aTKOBOI Ai/bHULi BUPOBHULTBA ANs
Yecbka 4acTuHK abo BCbOroO BUPOBHNYOrO npouecy
Pecny6nika rOTOBOrO JliKapCbKOro 3acoby (AiNbHUUS oNs

BTOPUHHOTIO NakyBaHHs) (BBEAEHHSA
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
BTOPVHHOrO nakyBaHHs - TOB "3eHTiBa",
Yecbka Pecnybnika; [ TA BUPOGHWUMIA

KoonepaTtuBs iHBanigis, Yecbka Pecny6nika)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | Tuny -
3MmiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
4yacTuHK abo BCbOro BUPOBHNYOro npouecy
roTOBOrO JliKapCbKOro 3acoby (AiNbHUUS oNs

NepBUHHOIO NakyBaHHs) (BeAeHHs
[04AaTKOBOT AiNbHULI BUPOGHMLTBA ANS
NepBUHHOrO nakyBaHHs - TOB "3eHTiBa",

Yecbka Pecny6ika) (TepmiH BBEAEHHS 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEpPKEHHS); 3MiHKM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi FOTOBOrO /ikapCbKoro 3acoby (3amiHa
abo gopaBaHHS BMPOOHUKA, LU0 BignoBigae
3a BBe3eHHSA Ta/abo Bunyck cepir) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepil
(BBEAEHHA [0OAATKOBOI AiNbHUL
BMPOOHULITBA BifNoBigaibHOI 3@ KOHTPO/b
Ta Bunyck cepiit - TOB "3eHTiBa", Yecbka
Pecny6nika) (TepmiH BBEEHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMXKEHHS); 3MiHM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHW y MpoLeci BUpo6HMLTBA
rOTOBOrO JiKapCbKOro 3acoby, BKIKYaK4m
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLieci BUPO6HULTBA)
(He3HayHi 3mMiHM B npoueci BUpobHuLTBa -
BBE/EHHS AOAATKOBOI CTafil NpocitoBaHHS,

BUAA/IEHHA KOHKPETHMX Ha3B NPUCTPOIB)
(TepmiH BBELEHHS 3MiH NPOTArOM 6-Tn
MiCALIB MiCc/1A 3aTBEPXEHHS); 3MiHM | Tuny -
3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CucTtema KoHTelHep/3aKynoptoBasibHUM
3aci6. 3miHa hopmMu abo po3mipy
KOHTelHepa 4n 3aKyrnoproBasibHOro 3acoby
(NepBMHHOI ynakoBku) (HECTEPUIbHI
nikapcbki 3acobu) (BBEAEHHS
a/bTepHaTMBHOIO po3Mmipy 6nictepa)
(TepmiH BBELEHHS 3MiH NPOTArOM 6-Tn

MiCALIB Mic/1A 3aTBEPXEHHS); 3MiHM | Tuny -
3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNPObyBaHb

abo [oMyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikaisx, nig yac BUPO6GHULTBA
rOTOBOrO /1iKapCbkoro 3acoby (iHLLi 3MiHW)
(BroaneHHs HeBaXNMBOI iHGhopMaLii
(HOMepiB BHYTPILLHIX CTaHAapTIB, 3a AKUMU
Bi1OYBaETHCSA KOHTPOb MPOMIXKHUX

NpPOAYKTIB rOTOBOrO NiKapCbKOro 3acoby mig,
yac B1pobHUUTBA) (TepMiH BBEAEHHS 3MiH

NPOTAroM 6-TM MiCALIB MiCNs 3aTBEPAKEHHS)

114.

METONPONON
3EHTIBA

Tabnetkn no 50 mr Ne50
(10x5): no 10 Tabnetok
y 6nicTepi; no 5
6nicTepiB y KAPTOHHIl
KopoobLi

AT "3eHTiBa"

Cnosaubka
Pecny6nika

Brpo6HMLTBO
N3, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUMYCK CepiiA:
AT "CaHeka
PapmacbloTikas
3", Cnosaupbka

Cnosaubka
Pecny6nika/
Yecbka
Pecny6bnika

BHECEHHS 3MiH O peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
YyacTvHK abo BCbOro BUPOGHMYOro npoLecy
roTOBOrO Jlikapcbkoro 3acoby (f4inbHUUSA, Ha
SIKili NpoBOAATLCA BYAb-siKi BUPOGHMUI cTagii,
3a BUHATKOM BUWMYCKY Cepiii, KOHTPOO

Pecny6nika; AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
TOB "3eHTiBa", nakyBaHHs1, 411 HECTePU/IbHUX JTiKapCbKUX
Yecbka 3aco6iB) (BBeAEHHA AOAATKOBOI Ai/TbHAL
Pecny6nika; BMpo6HMLTBa TOB "3eHTiBa", Yecbka
BTopuHHe Pecny6nika (BupobHuuTBo M3) (TepMmiH
nakyBaHHs: BBE/lEHHS 3MiH MPOTAroM 6-Tv MicauiB nicns
OITA 3aTBepXeHHSR); 3MiHK | Tuny - 3MiHK 3
BMPOGHNYNIA sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Kooneparums BMPO6HMLTBI. 3amiHa abo BBEAEHHSA

3a peyernmom

UA/4348/01/01




117

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
iHBaUiaiB, [,04aTKOBOI Ai/bHUL| BUPOBHULTBA ANs
Yecbka 4yacTuHK abo BCbOrO BUPOBHNYOrO npoLecy
Pecny6nika roTOBOrO JliKapCbKOro 3acoby (AiNbHUUS oNs

BTOPUHHOTIO NakyBaHHs) (BBEAEHHSA
[04aTKOBOT AiNbHULI BUPOGHMLTBA 4NN
BTOPVHHOrO nakyBaHHsA - TOB "3eHTiBa",
Yecbka Pecnybnika; [ TA BUPOGHWUMIA

KoonepaTtuBs iHBanigis, Yecbka Pecny6nika)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | Tuny -
3MmiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
4acTuHK abo BCbOro0 BUPOBHNYOrO npouecy
roTOBOrO JliKapCbKOro 3acoby (AiNbHUUS oNs
NepBUHHOIO NakyBaHHs) (BeAeHHsA
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
NepBUHHOrO nakyBaHHs - TOB "3eHTiBa",
Yecbka Pecny6ika) (TepmiH BBEAEHHS 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEpPKEHHS); 3MiHKM | TUny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOI0
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo gopaBaHHS BMPOOHUKA, LU0 BignoBigae
3a BBe3eHHSA Ta/abo Bunyck cepir) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepil
(BBEAEHHA [0OAATKOBOI AiNbHUL
BMPOOHULITBA BifNoBigaibHOI 3@ KOHTPO/b
Ta Bunyck cepiit - TOB "3eHTiBa", Yecbka
Pecny6nika) (TepmiH BBEEHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPMXEHHS); 3MiHM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHW y MpoLeci BUpo6HMLTBA
rOTOBOrO NikapCbKOro 3acoby, BKIYaK4m
MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOBOHULTBI rOTOBOTO JiKApCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6bHULTBA)
(He3HauHi 3mMiHM B Mpoueci BUpobHuLTBa -
BBEJEHHS 404AaTKOBOI CTafil NpocitoBaHHSA,
BWAA/IEHHS KOHKPETHNX HA3B NPUCTPOIB)
(TepmiH BBEZEHHSI 3MiH NPOTArOM 6-Tn
MicAILiB Micns 3aTBepMKEHHS); 3MiHM | Tvny -
3MiHM 3 siKOCTi. [0TOBWIA NiKapcbkuii 3aci6.
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

115.

METPO/NABIH

CucTtema KoHTelHep/3aKynoptoBasibHUM
3aci6. 3miHa hopmu abo po3mipy
KOHTelHepa uu 3aKyrnoproBasibHOro 3acoby
(NepBMHHOI ynakoBku) (HECTEPUIbHI
nikapcbki 3acobu) (BBEAEHHSA
a/bTepHaTMBHOIO po3Mmipy 6nictepa)
(TepmiH BBELEHHS 3MiH NPOTArOM 6-Tn
MiCAUIB Mic/1A 3aTBEPXEHHS). 3MiHu | Tuny -
3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNPObyBaHb
abo [oMyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikalisx, nig yac BUPO6GHULTBA
rOTOBOrO /liKapCbkoro 3acoby (iHLWi 3MiHW) -
BUAAIEHHS HEBaXXIMBOT iHdhopmaLii
(HOMepiB BHYTPILLHIX CTaHAapTIB, 3a AKUMU
Bi1OYBaETHCSA KOHTPOb MPOMIXKHUX
NpOAYKTIB rOTOBOrO NiKapCbKOro 3acoby mig,
yac BMpobHULTBA). BBEAEHHS 3MiH NPOTAromM
6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

116.

Masb no 40 ry Ty6i; no 1
Ty6i B nayLi 3 KapTOHY

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximthapmsasoz
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH O peecTpaviiiHnX
marepianis:
3MiHuM Il Tuny - 3MiHa BUPOGHKKa
BUXiQHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci A®l, a6o 3miHa BUPOGHMKa
(Bkntovatoun, ae HeobXxigHO, MicLe
npoBeAeHHS KOHTPOto skocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiANoBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBepKEHOMY [10CbE)(BBEAEHHSA HOBOIO
BMPOGHMKa AP| 3 HagaHHAM MacTep-daiina
Ha A®l) - BBEAEHHSA HOBOrO BMPOGHMKa AdDI
MeTPOHIAa30y 3 HaaHHAM macTep-aiiny
Ha A®| 10 BXe 3aTBEpPAKEHOro BUPOGHMKA

6e3 peyenma

UA/11518/01/01

METPOHIAA30/TY
BEH30AT

nopoLuUokK (cybcTaHuis) y
MiLLKax 3 NiBKK
nonieTuneHoBoi Ans
hapmMaueBTUYHOIO
3acTOCyBaHHsA

MPAT
"®ITOPAPM"

Ykpaina

Aaprti Oparc
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHK | TUNy - 3MiHa y MeTogax
BMNpobyBaHHA A®l abo BMXigHOTO
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci
BMpo6HMLTBA ADI (iHWi 3MiHKM Y MeTofax
BMNpobyBaHHA (BKIOYaoun 3amiHy abo
[OMOBHEHHS) AD| ab0 BMXiAHOTO/MPOMIXHOro
NPOAYKTY); 3MiHM | TNy - 3MiHa y
napameTpax cneuudikauii Ta/abo

A0NyCTUMUX MeX, BUSHAYEHUX Y

UA/5406/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
cneumdikauisx Ha Adl, abo
BVXigHVIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTHCS Yy NpoLeci BUPOGHMLTBA
A®| (3BY)KEHHS AONYCTUMUX MEX,
BM3HAYeHUX y cneupdikauii)
117. | MIPAMNEKC® NA, Tabnetku BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/3432/02/01
NPOSIOHrOBaHOI Aji No IHrenbxainm IHrenbxanm marepianis:
0,375 mr no 10 IHTepHewHn M6 X dapma M'v6X i 3MiHU | TUNY - 3MiHK [0 IHCTPYKLUT Ans
Tabnetok y 6nictepi, no Ko. KI MeAMYHOro 3acToCyBaHHA [0 po3Ainis
3 6nicTepn B KAPTOHHIN "Oco6mBocCTi 3acTocyBaHHSA", "MoGIYHI
Kopo6Ui peakuii”
118. | MIPAMNEKC® NA, TabneTku BepiHrep HimeyunHa BepiHrep HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/3432/02/02
NPOIOHrOBaHOI Aji No IHrenbxainm IHrenbxanm marepianis:
0,75 mr no 10 Tabnetok IHTepHewHn M6 X dapma M'v6X i 3MiHU | TUNYy - 3MiHK [0 IHCTPYKLUT Ans
y 6nictepi, no 3 Ko. KI Me[MYHOro 3aCTOCYBaHHA [0 pO3finis
6/1icTepn B KAPTOHHIN "Oco6/mBoCTi 3acTocyBaHHS", "MoGIYHI
Kopo6Li peaxuii"
119. | MIPAMEKC® NA, TabneTku BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/3432/02/03
NPOJIOHroBaHoI Aii no IHrenbxainm IHrenbxanm marepianis:
1,5 mr no 10 TabneTok y IHTepHewwHN TM6X dapma M'vbX i 3MiHU | TUNY - 3MiHK 0 IHCTPYKLUIT Ans
6nicTepi, no 3 6nictepn Ko. KI MeJMYHOro 3aCTOCYBaHHA [0 pO3fiNiB
B KapTOHHI kopobui "Oco6nmBocTi 3acTocyBaHHs", "To6IYHI
peakuii”
120. | MOKCUDTOP 400 TabneTkn, BKpUTI ToppeHT IHAis ToppeHT IHAis BHECEHHS 3MiH [0 peecTpauiiHnX - UA/13738/01/01
060/10HKOI0, No 400 wmr; dapmacbloTikanc dapmacbloTikan mMarepianis: 3miHu | TUny - AgMiHICTpPaTUBHI
in bulk Ne5x10, Ne5x20, nrp, c N1g, 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

Ne5x40: no 5 Tabnetok y
6nictepi; no 10 a6o no
20, a6o no 40 6nicTepis
Y KapTOHHIli KopoobLi

MiCLii MPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3acoby, BKIOYaoun AiNbHUL BUMYCKY cepil

abo MicLe NPOBEeAEHHST KOHTPOIO SIKOCTI.

(@isnbHICTb, 3a AKy Bignosigae

BMPOGHUK/IMMOPTEp, BKIOYAKYN BUMYCK
cepiit) (3miHa agpecu BMPOGHMKa, 6e3 3MiHn
MicUs BUPO6HULTBA); 3MiHW | Tumy -
AOMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOBHNYOI AiNbHUL (BKIHOHAKUN [ibHAL
ans A®l, npomikHOro npoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AinbHUL ons
NpoBeLEHHS NaKyBaHHSs, BUPOBHYKa,
BiANOBIAaIbLHOrO 3a BMMNYCK Cepiii, MicLe
nNpoBefileHHs KOHTPOI0 cepii) abo
nocTavajibH1Ka BMXigHOro martepiany,
peareHTy abo [ONOMKHOI PEYOBUHM (SIKLLO
3a3Ha4YeHo Yy 0CbE) (BUTYUYEHHS OOHIET
BMPOGHWYOI AinbHNLi 13 komnaHii ToppeHT
dapmacbtoTikasic /114, IHAis)
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

121.

MOKCU®DTOP 400

TabneTku, BKpUTI
060/10HKOI0, No 400 wmr;
no 5 tabnetok y
6nictepi; no 1 6nictepy
B KapTOHHI kopobuj

ToppeHT
dapmacbloTikanc
nrp,

IHais

ToppeHT
dapmacbloTikan
citg

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
mMarepianis: 3miHu | TUny - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

MiCLii MPOBAKEHHS AiSNIbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIOYaoun AiNbHUL BUNYCKY cepil

abo MicLe NPOBEeAEHHST KOHTPOHO SIKOCTI.

(@isnbHICTb, 3a AKy Bignosigae

BUPOGHUK/IMMOPTEp, BKIOYAKYN BUMYCK
cepiit) (3miHa agpecun BMPOGHMKa, 6e3 3MiHn
MicUs BUPO6HULTBA); 3MiHW | Tumy -
AOMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOBHMYOI AinbHUL (BKIHOHAKUN [ibHAL
ans A®l, npomikHOro npoAykTy abo rotoBoro

NiKapcbKoro 3acoby, AinbHULi ons

NpoBeLEHHS NaKyBaHHs, BUPOBHYKa,
BiANOBIAaIbLHOrO 3a BMMNYCK Cepiii, MicLe
npoBefileHHs KOHTPOIo cepii) abo
noctavajibH1Ka BUXigHOro martepiany,
peareHTy abo [ONOMDKHOI PEYOBUHM (SIKLLO
3a3HaYeHo Yy 0CbE) (BUTYUYEHHS OOHIET
BMPOGHWYOI AinbHNLi 13 komnaHii ToppeHT
dapmacbtoTikasic /114, IHais)

3a peyenmom

UA/12270/01/01

122.

MOJIECKIH® C

Masb no 15r y Ty6i; no 1
Ty6i y nayui 3 KapToHy

MAT "®apmak”,
Ykpaina

YKpaiHa,
YKpaina,
YkpaiHa

MAT "dapmak”,
Ykpaina

BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis: 3miHu | TUny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCLA1 NPOBAMKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3aco06y, BK/0HauM AiNbHNLi BUNYCKY cepil

abo MmicLe NpoBeAEeHHSI KOHTPOIO SKOCTI.

(aisnbHiCTb, 3a AKy Bignosigae

BMPOGHMK/iIMMOPTEp, BKIOYAOUN BUMYCK
cepiid) (3MiHa agpecy BUpoGHMKa 13 (3MiHa
IOPUAMYHOI agpecy Ha hakTuyHy), 6e3 3MiHu
Micus BUpO6HMLTBA) (TEpMiH BBEAEHHS 3MiH
NpoTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadivyHoro
0hOpMNEHHS YNAaKOBKN Ha TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNakoBKW 3 BifNOBIAHOK 3aMiHO p.
""pachiuHe ochopmeHHst ynakoBku'" Ha p.
"TekcT MapKyBaHHs ynakoBku npenapary")
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS)

3a peyenmom

UA/13153/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
123. | MOP®IH KANLEKC pO3unH ANns iH ekuin, 10 AT "Kanuekc" Nats.is BCi cTagii CnosayunHa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom | UA/15322/01/01
Mr/ma no 1 mn B amnyni; BVMPOGHNYOTrO Natsis marepianis:
no 5 amnyn B KOHTYpHiiA npouecy, Kpim 3MiHu |l TNy - 3MiHK Woao
YapyHKOBIli ynakoBLji BWMYCKy Cepil: 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
(niggoHi); no 1, 2 abo 20 XBM dapma BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
KOHTYPHMX YapyHKOBMX c.p.o., YMOB BUAaui peecTpaLiiiHoro nocBig4yeHHs,
ynakoBoK (NigA0HiB) B CnoBayuunHa; BK/IKOYatoun MNnaH ynpasnaiHHA pu3nkamm
nauuj i3 kKapToHy BMPOGHWK, AKWIA (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
Bignosigae 3a nofanbLIoro 06rpyHTyBaHHA HOBYMM
KOHTPO/1b [04AaTKOBUM AaHVMW, L0 MaloTb
cepii/sunpobysa HafaBaTnCA KOMMNETEHTHUM OpraHoMm,
HHS: AT OCKiNIbKN BUMaraeTbCs CyTTEBA OLLiHKa
"Ipingexc", KOMMETEeHTHUM OpraHoMm) - ByKoHaHHs
Natsis; 30060B'A3aHb BiAMOBIAHO A0 NignyHkTy 1.13
BMPOGHWK, SKUiA nyHkTy 1 gogatky 15 o Mopsaaky
Bignosigae 3a NPOBELEHHS EKCNEPTU3N peecTpaLiliHnX
BUMYyCK cepii: AT mMarepianis Ha nikapcbki 3acobwm, wo
"Kanuekc", noJarTbCs Ha AepXaBHy peecTpaLiio
NatBis (nepepeecTpauito), a Takox ekcnepTusmn
marepianis Npo BHECEHHS 3MiH 0
peecTpauiiHux MaTepiasiis NpoTArom aii
peecTpaLiniHOro NocBiAYEHHS,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
124. | MYKANTUH® Tabnetku no 50 mr no 10 | MAT "Fanuucapm” YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 peyenma UA/1982/02/01
Tabnetok y ctpunax; no "Tanuucpapm” marepianis:
10 Tabnetok y cTpwni, 3MiHK | TNy - 3MiHa y meTogax
no 3 cTpunu B nayw,; no BMNpobyBaHHA A®l abo BuXigHOTO
30 Tabnetok y mMartepiany/npomiKHOro NpoayKTy/peareHTy,
KOHTeliHepi, no 1 LLIO BUKOPUCTOBYETLCSA Y MPOLECi
KOHTeliHepy y nauui; no BMpo6HMLTBA ADI (iHWi 3MiHM Y MeTogax
10 Tabnetok y BUNPO6YBaHHSA (BKIOUAOUM 3aMiHy abo
6nictepax; no 10 [0NOBHEHHs) A®| abo BMXiAHOrO/MPOMIXKHOTO
TabneTok y 6nictepi, no NPOAYKTY) - BHECEHHA YTOYHEHb [0 PO3AiNny
3 6nicTepun B nauLi "KinbkicHe BU3Ha4YeHHs" MeToIB KOHTPO/I0
akocTi A®| (geTanbHWn oNMc MeToauKu,
BUKOPVCTaHHS NEBHOro obnafHaHHs,
iNbTPIB, LLO A03BOSSE 3MEHLUNTU NOXNOKY
MiX/1a60paTOpPHOI NpeunsiiHoCTi)
125. | HEOMIUWHY NnopoLLUoK (cybcTaHuis) y ToBapucTBO 3 YkpaiHa luaH CaHbcs Kutai BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/16217/01/01
CYNb®AT NOTPIiAHMX 06MeXeHoto PapmacbloTikan marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
nonieTuIeHoBMX BiANOBIAA/IbHICTIO Ko., N14. CepTudpikat BignosigHocTi/l E-cepTudpikat
naketax gns "papmMaueBTNYHa BiANOBIAHOCTI EBpONeiiChKil
hapmaLeBTUYHOro KOMMaHis thapmakonei/MoHorpadii. NMogaHHs HOBOrO
3aCTOCYBaHHs "3p0poB's"” ab0 OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
abo BMNy4YeHHs cepTudikara BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans
BUXIZAHOrO MaTepiany/peareHTy/npomMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI API; AN 4ONOMIXHOT pe4yoBUHU
(cepTudpikaT BignoBigHOCTI EBponeiickkiii
thapmakonei) - OHOBNEHUI cepTudikaT Big,
yXe 3aTBepKeHOro BUpo6bHuka (nogaHHs
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkint hbapmakonei Ne R1-CEP
2011-029-Rev 00 ans A®| HeoMiUMHY
cynbarT Bif BXe 3aTBEPKEHOr0 BUPOOHMKA
luan CaHbca ®apmacbtoTikan Ko., N114.,
KuTaii 3 BignoBigHVMK 3miHamu B agpeci
BMPOOHUKA)
126. | HOOBYT® IC Tabnetku no 0,25 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/8831/01/01
10 TabneTok y 6nicTepi; [04aTKOBOKO [04aTKOBOK Matepianis: 3MiHu | TUNy - AgMIHICTpaTUBHI
no 2 6nictepun y nauwi 3 BiANOBIAANBLHICTIO BiANOBIA&/IbHICT 3MiHK. 3MiHa kogy ATX (BHecTu 3MiHM A0
KapToHYy "IHTEPXIM" 10 "IHTEPXIM" IHCTPYKLji y po3ain «PapmakoTepanesTnyHa
(BMPOGHMK, rpyna», BignosigHo A0 knacudikaropa Koais
BiAnoBigabHN ATC BOO3 (TepMiH BBEAEHHS 3MiH
3a BUNYyCK cepii, NpPOTArom 3-X MiCAUIB MiC/1A 3aTBEPLKEHHS)
BMNpPOGYBaHHSA
KOHTPOJHO AKOCTI
(piznyHi/XiMiyHi,
Mikpob6ionoriyHa
yucToTa),
36epiraHHs
roToBo|
npoayKuii;
BMPOGHMLTBO,
36epiraHHs
(roToBoi
NpoAyKUii,
CUPOBWHMN Ta
martepianis);
BMNPOGYBaHHSA
KOHTpPO/I0
AKOCTI (hiznyHi/x
iMiYHi))
127. | HOOBYT® IC Tabnetku no 0,1 r no 10 ToBapucTso 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/8831/01/02
Tabnetok y 6nictepi; no [04aTKOBOK [04aTKOBOK MaTtepianis: 3miHu | TUNy - AgMIHICTpaTUBHI
2 6nictepu y navuj 3 BiANOBIAA/IbHICTIO BiANOBIAA/TbHICT 3MiHK. 3miHa kogy ATX (BHecTu 3MiHu A0
KapTOHY "IHTEPXIM" 10 "IHTEPXIM" IHCTPYKUIT y po3ain «®apmakoTepaneBTuyHa
(BUPOGHMK, rpyna», BiANOBIAHO A0 KnacudikaTtopa koais

BiAnoBigaIbHWI

ATC BOO3 (TepMiH BBEAEHHS 3MiH
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

3a BUNYCK cepii,
BMMNPO6YBaHHSA
KOHTPOJHO AKOCTI
(hisnyHi/XiMiYHi,
Mikpob6ionoriyHa
yucToTa),
36epiraHHs
roToBo(
npoayKuii;
BMPOGHMLTBO,
36epiraHHsA
(roToBoi
NpoAYKLii,
CUPOBUWHMN Ta
martepianis);
BMNPOGYBaHHSA
KOHTPO/0
AKOCTI (hi3nyHi/X
iMiYHi))

NPOTArom 3-X MiCALIB MIiC/1A 3aTBEPLKEHHS)

128.

HOOBYT® IC

Tabnetku no 0,25 r no
10 Tabnetok y 6nictepi;
no 2 6nictepun y nauui 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIAAbHICT
10 "IHTEPXIM",
YkpaiHa
(BMPOGHMK,
BiAnoBiganbHW
3a BUNYyCK cepii,
BMNPOGYBaHHSA
KOHTPOJIH0 AKOCTI
(chiznyHi/XiMiuHi,
Mikpob6ionoriyHa
yucToTa),
36epiraHHs
roToBoIl
npoayKuii;
BUPOGHMLTBO,
36epiraHHs
(roToBoi
npoaykuii,
CMPOBUHMN Ta
marepianis);
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
(hiznyHi/ximiuHi)

YkpaiHa

BHECEHHS 3MiH O peecTpaviiiHnX
marepianis:
3MiHK | TNy - 3MiHM BUNpobyBaHbL abo
[0NyCTUMUX MEX, BCTAHOBNEHNX Y
cneundikayisx, nig yac BUPO6GHULTBA
roTOBOrO NikapCbKoro 3acoby (BUyYeHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BUPOGHMUTBA); 3MiHM | TUNY - 3MiHK
BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTAHOB/IEHUX Y cneuudikauisx, nig vyac
BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(#opaBaHHA HOBOro MeToAy BUMPOGYBaHHS
Ta JonyCTUMUX MeX); 3MiHU | Tuny - 3MiHa
napameTpiB cneuudikauili Ta/a6o
[0MNYCTUMUX MEX FOTOBOTO NiKapCbKoro
3aco6y (iHLi 3MiHK); 3MiHK | TUMy - 3MiHa Y
napameTpax cneuudikauii Ta/abo
[OMNYCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha Adl, abo
BUXiZHWIA/NPOMIDKHWIA NpoAYyKT/pearexT, Wwo
BMKOPMCTOBYHOTbCS Y MpOLeci BUpobHULTBA
A®I; 3miHM | TUNY - 3MiHa Y MeTogax
BMNpo6yBaHHA APl abo BUXigHOrO
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y Npoueci
BUpO6HULUTBa AP| (HE3HAUHI 3MIHW Y
3aTBEPKEHUX MeTOoAax BUNPoByBaHHS);

6e3 peyenma

UA/8831/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

3MiHK | TNy - 3MiHK BUNpobyBaHbL abo
J0NyCTUMUX MEX, BCTAHOBNIEHWX Y
crneundikaisx, nig yac BUPO6GHULTBA
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK);
3MiHM | TuMy - 3MiHa napameTpis
cneuudikaliini Ta/abo fonycTUMUX MeX
roTOBOrO NikapCbKoro 3acoby (BUyYeHHs
He3Ha4yHOro MokKasHuKa (Hanpuknag,
3aCTapifioro NokasHWka, Takoro Ak 3anax Ta
cMakK, abo igeHTudikaLis 6apBHYKIB Ym
CMaKoBMX [,06aBOK)); 3MiHW | TUMY - KOHTPO/1b
[LOMOMDKHUX PEYOBMH; 3MiHW | TUny - 3MiHa
napameTpis cneundikauiii Ta/abo
[OMYCTUMUX MEX NEePBUHHOI YNaKkoBKu
rOTOBOrO NliKApCbKOro 3acoby (40NOBHEHHS
cneumdikalii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS);
3MiHK |l TUNY - 3MiHa BUPOGHMKa
BVXifHOro/MPOMiXXHOro NpoAyKTy/peareHTy,
LLLO BUKOPUCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKa
(Brntovaroun, ae HeobxigHo, Micue
npoBefEeHHS KOHTPOso sikocTi) APl (3a
BiACYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAXEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpOGHMKa A®| 3 HagaHHAM MacTep-thaiina
Ha A®l) - BBEleHHS [,04AaTKOBOrO BUPO6HMKA
ADI| (deHibyT)

129.

HOOBYT® IC

Tabnetkn no 0,1 r no 10
TabneTok y 6nictepi; no
2 6nicTepn y nauui 3
KapTOoHY

ToBapucTso 3
[0[4aTKOBOKO
Bi4nNoBigaNbLHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[aTKOBOIO
BignoBigasbHiCT
10 "IHTEPXIM",
Ykpaina
(BMPOGHMK,
BiAnoBigabHNI
3a BUNYCK cepii,
BMNpPO6YBaHHSA
KOHTPOJHO AKOCTI
(piznyHi/XiMiyHi,
Mikpob6ionoriyHa

YKpaiHa

BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis:
3MiHM | TURY - 3MiHW BUNPOGYBaHb abo
[0NyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
roTOBOrO /liKapCbKoro 3acoby (BUyYeHHs
HecyTTeBOro BUNpobyBaHHA B NpoLeci
BMPOGHMLTBA); 3MiHM | TUNY - 3MiHK
BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby
(OofaBaHHA HOBOro MeToZy BUNPOGYBaHHSA

yucToTa), Ta AoNyCTUMUX MeX); 3MiHU | Tuny - 3MiHa
36epiraHHs napameTpis cneundikauiii Ta/abo
roToBOI [OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
npoayKuii; 3aco06y (iHLWi 3MiHK); 3MiHK | TURNY - 3MiHa Y
BUPOBHMLTBO, napameTtpax cneuucikauin Ta/abo

6e3 peyenma

UA/8831/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY

(nikapcbka chopma,

ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

36epiraHHs
(rotoBoi
npoaykuii,
CUPOBWHMN Ta
marepianis);
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
(chi3nyHI/XiMiYHI)

[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiZHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUPOBHULTBA
A®I; 3miHuM | TMNY - 3MiHa y MmeTofax
BUNpo6yBaHHA APl abo BUXigHOrO
marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA y NpoLeci
BUpO6HULUTBA AP| (HE3HAUHI 3MIHW Y
3aTBEPKEHUX METOAAax BUNPOBYBaHHS);
3MiHM | TURY - 3MiHW BUMPOGYBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHK);
3MiHK | TUNy - 3MiHa NnapameTpis
crneundikayii Ta/abo JoNyCTUMMX MEX
rOTOBOrO JlikapCcbkoro 3acoby (BUTy4eHHs
He3Ha4yHOro nokasHuka (Hanpuknag,
3aCcTapifioro NokasHyiKa, Takoro Sk 3anax Ta
CMakK, abo igeHTudikaLis 6apBHYKIB Ym
CMakoBux 006aBoK)); 3MiHW | TUMY - KOHTPO/Ib
[0NOMDKHMX PEYOBUH; 3MiHM | TURY - 3MiHa
napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMUX MEX NEePBUHHOI YNakoBKu
rOTOBOrO /1iKapCbKOro 3acoby (fOMOBHEHHSA
cneupudikaLii HOBUM NOKa3HNKOM 3
Bi4NOBIAHUM METOAO0M BUNPOOYBaHHS);
3MiHu Il Tuny - 3mMiHa BUPOGHKKa
BVXiZHOro/MpOMiXXHOro NpoAyKTy/peareHTy,
LLLO BUKOPUCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUPOGHMKa
(Bkntovatoun, ge HeobxigHO, MicLe
npoBeeHHS KOHTPOsto fkocTi) AdI (3a
BIICYTHOCTI cepTucpikata BiAnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMAXEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpOG6HMKa AP| 3 HagaHHAM MacTep-daiina
Ha Adl) - BBeleHHS1 [,04AaTKOBOTO BUPOOHUKA
AD| (deHibyT)

130.

HOOBYT® IC 100

NOPOLLIOK ANs
OpasIbHOro po3yunHy, 100
mr/gosy; no2,5ry
cawe; no 10 cawe y
nauui 3 KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAANBLHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[0AaTKOBOIO
BiANOBIA&/IbHICT
10 "IHTEPXIM"
(BMPOGHMK,
BiAnoBigabHNI
3a BMNyckK cepii)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiH X maTtepianis:
3MiHu | TUNY - AOMiIHICTPaTUBHI 3MiHW. 3MiHa
Kofy ATX (BHeCTu 3MiHW 0 iHCTPYKLT y
po3gin «®apmakoTepaneBTUYHa rpyna»,
BignoBigHO A0 knacudikaropa kogis ATC
BOO3) (TepMiH BBEAEHHS 3MiH NPOTArom 3
MicsLiB Nicns 3aTBEPAKEHHS)

6e3 peyenma

UA/8831/02/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1

131. | HOOBYT® IC 500 NOPOLLOK A/15 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiii X maTtepianiB: | 6e3 peyenma UA/8831/02/02

opasibHOro po3umHy, 500 [04aTKOBOIO [0[aTKOBOO 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa

Mmr/gosy; no2,5ry BiANOBIAANILHICTIO BiANOBIA&/IbHICT Kofy ATX (BHeCTu 3MiHW [0 iHCTPYKUIT Y

cawle; no 10 cawe y "IHTEPXIM" 10 "IHTEPXIM" po3gin «®apmakoTepaneBTuyHa rpyna»,

nauuj 3 KapToHy (BMPOGHMK, BiANOBIAHO A0 knacudikaTopa kogis ATC

BiANOBigabHNI BOO3) (TepMiH BBEAEHHSA 3MiH NPOTArom 3
3a BMNyck cepii) MicsLiB NicNsA 3aTBEPAKEHHS)
132. | HYTPUDJNIEKC pO3uunH ANns iHdysiii no B. bpayH HimeyunHa B. BpayH LLiBeiiuapis BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom UA/7917/01/01
CMNELUIANBHNIA 1000 My MiLKy Menb3yHreH Al Megukan CA marepianis:

N1acTUKOBOMY 3MiHK | TRy - 3MiHK Woao

[BOKaMepHOMY (BEPXHSA 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

Kkamepa - 500 mn BBeneHHs abo 3MiHM [0 y3arasibHeHnX

PO34MHY amiHOKUCIOT 3 AaHvx Npo cmuctemy chapmakoHarnsgy

e/1eKTpo/iTaMu, HUKHSA (BBEAEHHSA y3araslbHEHNX AaHUX Npo

Kamepa - 500 mn cuctemy thapmakoHarnagy, 3amiHa

PO34MHY [NH0KO3M); No 1 YNOBHOB&XEHOT 0CO6MU, BiANOBiAa/IbHOI 3a

MiLLKY B NJ1aCTUKOBOMY 3[iicCHeHHs hapmakoHarnaay; KOHTakTHOT

3aXUCHOMY MILLKY i3 ocobu 3 thapmakoHarnagy 3asBHuka ons

copbeHToM; No 5 MiLkiB 3[jiCHeHHs hapmakoHarnisay B YkpaiHi,

Y KapTOHHIli kopobui; no AKLWO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI

1500 My MiLky ocobu, BignoBifasbHOI 3a 3AiCHEHHS

nnacTMKoOBOMY hapmakoHarnsgy (Bkaovaouy KOHTaKTHi

[BOKaMepHOMY (BEPXHSA [aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-

Kamepa - 750 mn thaiina cuctemun chapmakoHarnsgy) - Aioua

PO34MHY amiHOKUCIOT 3 pejakLisi: KOHTaKTHa ocoba BifgnoBsigasibHa

e/IeKTpo/iTaMu, HUKHSA 3a thapmakoHarnag - CupotuHcbka MapuHa

Kamepa - 750 mn HOp'iBHa. MNponoHoBaHa peAakLis: KOHTakTHa

PO3uuHy rKo3m); no 1 ocoba BignosiganbHa 3a hapmakoHarnsg, -

MiLLKY B NJ1aCTUKOBOMY Naxoscbknii Bonogumup OnekcaHaposuy.

3aXUCHOMY MILLKY i3 3MiHa KOHTaKTHUX OaHUX

COp6eHTOM; Mo 5 MiLLKiB

Y KapTOHHI KOpOOLii
133. | OKCO/IH NopoLLoK (cybcTaHuis) y [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiHnx - UA/2184/01/01

KOHTeliHepax
nosnieTNNeHoBMX AN
hapmaLeBTUYHOro
3acTOCyBaHHS

nignpueMcTBo
«3aBog, XiMIYHUX
peakTuBiB»
HaykoBo-
TEXHOJ10TYHOr0
KoMMekcy
«lHCTUTYT
MOHOKpUcTanis»
HaujioHanbHoi
akagemii Hayk
YKpaiHn»

nignpPUeEMCTBO
«3aBog, XiMIYHNX
peakTuBiB»
Haykoso-
TEXHOJ10TYHOTr0
KoMMekcy
«IHCTUTYT
MOHOKpUCTanis»
HaujioHasibHOT
akagemii Hayk
YKpaiHn»

MaTtepianis: 3miHu | TMNy - AGMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLil NPOBaKEHHS Aisi/IbHOCTI BUPOOHMKA
(BK/KOUALOUM, 3a HEOOXIZHOCTI, Micue
NpPOBeLIEHHS KOHTPO/IIO SIKOCTI), a6o
BNlacHuKa macTep-thaiina Ha A®l, abo
noctavasibHuka Adl/BnxigHoro
mMartepiany/peareHTy/NPOMbKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOGHULTBI API
(IKLWL,0 3a3HaYEHO Y J0CbE Ha NiKapCbknii
3acib) 3a BigCyTHOCTI cepTudpikata
BiNOBIAHOCTI €BpPoONeNChKii thapmakonei y
3aTBEPKEHOMY [J0CbE, 60 BUPOOHMKA
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
HOBOI JONOMDKHOI PEYOBUHY (SIKLLIO
3a3HavyeHo y Aocke) (3MiHa agpecu
BUpo6HUKa ADI, 6e3 3MiHN Micus
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH
npoTsirom 3-X MicsLiB nicsis 3aTBepAKeHHs)
134. | ON®EH™ FENb renb 1 % no 20 r abo 50 TeBa I3painb Mepkne 'm6X HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/0646/02/01
r rento B Ty6i; no 1 Ty6i dapmaueBTikan (BMPOGHYK, AKNIA marepianis: 3miHu Il Tuny - 3miHK Woao
B KOpOOLi IHoacTpi3 /1714, Bignosigae 3a 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BUPOBHULTBO BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
NPOAYKTY in YMOB BUAaui peecTpauiiiHoro nocsigveHHs,
bulk, nepsuHHe BKOYaoun MNnaH ynpasniHHA pusnkamu
nakyBaHHs, (3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
BTOPVHHE noAasIbLIOro 06rpyHTYBaHHSA HOBMMM
nakyBaHHs, [0AaTKOBUM AaHVIMK, L0 MatoTb
KOHTPO/b Cepil; HafaBaTnCcsA KOMMNETEHTHUM OpraHoMm,
BUPOBHUK, SKNIA OCKINIbKM BUMaraeTbCsl CyTTEBA OLjiHKa
Bignosigae 3a KOMMNETEHTHUM opraHoMm) (BMKOHaHHS
BMNYCK cepil) 3060B'A3aHb BiANOBIAHO A0 NigNyHKTY 1.13
nyHKTy 1 gopatky 15 go Mopagky
NPOBefEHHA excnepTu3n peectpauiiinx
mMaTepianis Ha nikapcbki 3acobu, Lo
noAatnTbCs Ha AepXaBHy peecTpawito
(nepepeecTpadito), a Takox ekcnepTusu
mMartepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasnis NpoTarom Aii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif 23.07.2015 Ne 460)
135. | OTO®PA Kpanni BYLUHi, PO3YuH, Na6opaTtopil ®paHuisa Na6opaTtopil ®paHuisa BHECEHHS 3MiH 10 peecTpavLiiHnx 3a peyenmom UA/2690/01/01
26 mr/mn (20000 Bywapa Bywapa MaTepianis: NPMBeAEHHA HanNUCaHHA
MO/mn) no 10 mny Pekoppari Pekoppaarti peecTpauiliHoi npoueaypu B Hakasi MO3

hnakoHi, no 1 chnakoHy
3 NINeTKOK Y KAPTOHHIl
KOpooLi

YKpaiHu
Ne 1385 Big 08.11.2017 y BignoBigHICTb
A0 3aTBEPMKEHNX peecTpaLiiHuX
MaTtepianiB B NpoLeci BHECEHHS 3MiH -
3MiHn | TMny - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikat signosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBJIEHOIO
cepTtudikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei: gns A®l; gns BUxigHoro
mMartepiany/peareHTy/NPoOMbKHOIO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI AdI;
0151 OMOMIiXHOI peqoBUHM (cepTudoikaT
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BiANOBiAHOCTI EBponelickbkin hapmakonel) -
HoBuii cepTudikat Bif BXe 3aTBEpAXEHOro
BUPOGHMKA - MNogaHHA HOBOro cepTudpikaty
BiANOBIAHOCTI EBponelichbkin hapmakonel
ANsa Oilyoi peyoBrHY pudpamilmHy HaTpito
Bif, 3aTBEPAXXEHOro BUPOOGHMKA, 3MiHA Ha3BM
Ta agpecu BUPOGHMKa
136. | OP/IOKCALVH PO34uH ANs iHdysil MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnX 3a peyenmom | UA/13268/01/01
0,2% no 100 mn a6o no akuioHepHe akuioHepHe mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
200 mn npenapary y TOBapuCTBO TOBapuCTBO [oTOBWIN NikapcbkWii 3aci6. 3MiHK Y
nasawui; no 1 naswuiy "IHdpy3ia” "IHdy3ia” BMPOGHULTBI. 3amiHa abo BBEAEHHS

nauui

[04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
YyacTvHy abo BCbOro BUPOGHMYOro npoLecy
roTOBOrO Jlikapcbkoro 3acoby (f4inbHUUSA, Ha

SIKili NpoBOAATLCA BYAb-siKi BUPOGHMUI cTagii,
3a BUHSATKOM BWNYCKY Cepii, KOHTPOSIIO SKOCTI
Ta BTOPVMHHOTO NakyBaHHA 415 CTEPUNBbHUX
nikapcbkunx 3acobis (BKIOYAKOUM BUPOG/IEHI
acenTUYHUM METOLO0M), KPiM NiKapCbKmx
3aco6iB 6i0N10riYHOro/iMyHO/I0rNYHOro
noxokeHHs) CynyTHS 3MiHa - 3MiHN 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
YyacTvHy abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO /liKapCbKOro 3acoby (AinbHULA Ans

BTOPVHHOrO NakyBaHHS) - 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULITBA
roTOBOrO fiKapcbKkoro 3acoby, BKIoYaoun
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHMLITBI FOTOBOTO /iKapCbKOro 3acoby
(iHWi 3miHW) (BBEAEHHA AOAATKOBOI AiNTbHULL
BMPO6GHULTBA). Cxema, TEXHO/OriYHI cTagil

BMPOGHMLITBA, NapaMeTpy KOHTPO/I0 B

npoueci BUpOOHULTBA HE 3MIHIOIOTLCS.
HesHauHi 3mMiHn B 061afHaHHI BiAnoBifalTb

Bumoram GMP; 3MiHa BUKNadeHHs
iHbopmawii y cxemi i onuci BUpOBHULITBA;
3MiHa TepMiHy 36epiraHHs NPOMKHOI

NPoAYKLUIiT (3anponoHOBaHO: 'y peakTopi nicns
NPUroTyBaHHs Ta ioro po3ninBY CymMapHo He
Ginblue 24 roauwH; y naswkax go crepunisauii
He 6inbLue 24 roguH); 3MiHn | Tuny - 3MiHn 3

sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOG6HMLTBI. 3MiHa iMnopTepa/3Minu, Lo
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO
AKOCTI rOTOBOrO MiKapcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHKKA, L0 Bignosigae

3a BBE3EHHS Ta/abo BMNyCK cepil) -
Bkntoyaroun KoHTposib/BUNpobyBaHHSA cepil
(BBELEHHA 00AATKOBOT AiNbHULL
BMPOOHULITBA) (3arasibHa KislbKiCTb YNakoBOK
3 HOBOIO afjpecoro CTaHOBUTL 3 LUTYKK, LLIO
MOB'A3aHO 3 BUKOPUCTaHHAM Y BUPOOHULTBI
NAALWOK ABOX TUMIB 3 jiaMeTPOM rOp/I0BUHM
17 mm Ta 3 giaMeTpoM ropsIoBUHN 22 MM);
3MiHu | TUNY - 3MiHK 3 IKOCTI. FoTOBMIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHa po3mipy cepii (BkIoYakum giana3oH
po3Mipy cepil) roToBOro NikapcbKoro 3acoby

(3meHLwweHHs Ao 10 pasis) (3MEHLUEHHS

TEOPEeTUYHOro PO3Mipy cepii roToBOro
nikapcbKoro 3acoby 3aTeepaxeHo: 2000,00
N, 3anponoHoBaHo: 2000,00 n Ta 500,00 n)

137.

NMABAN

PO34uH ANs iH'ekuiid, 100
MKr/Ma, no 1 mny
hnakoHax Ne 5y
KapTOHHI ynakoBLi

®eppiHr TM6X

HimeyunHa

BVPOGHMLTBO,
BiAnoBigabHN
3a nepBuHHe
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BMUNycK cepii:
®eppiHr TM6X,
HimeuyumnHa,;
BiANOBiAAbHUI
3a BTOPWHHE
nakyBaHHS:
PeppiHr
IHTEpHeLHN
CeHtep CA,
LLiseiuapis

Himeuunna/
LLiseiiuapis

BHECEHHS 3MiH O peecTpaviiiHnX
MaTepianis: 3miHu | TMNy: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkumit 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM Yy MeTogax
BMMNpo6yBaHb (BK/OYakoUM 3amiHy abo
nonosHeHHs))(MeTog BEPX, wo
BMKOPUCTOBYETbLCA A5 iAeHTUdikauii Ta
KifIbKICHOTrO BU3HAYeHHs KapbeToLuyHy Ta
[OMILLOK, 6YB NEPErSHYTUIA BigHOCHO
[OOMILLOK, ane aHaniTUYHNUIA MeToq,
3UIMLAETLCA TUM Xe cCaMUM. AHaNITUYHWUIA
MeToZ ANA iaeHTudiKaLi Ta KisibkicHoro
BM3HAYeHHs L-MeTioHiHy 6yB gofaHuii);
3MiHn | TURYy: 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonyCcTUMUX MEX
roTOBOro Nikapcbkoro 3acoby (BUNyYeHHs
He3HayHoro nokasHuka (Hanpvknag
3aCTapifioro NokasHWKa, Takoro Ak 3anax Ta
cMak, abo igeHTudikalis 6apBHUKIB Un
CMakoBUX [06aBOK))(BUTyHYEHHS TeCTy Ans
HaTpito Xnopuay, y 3B'A3Ky 3i 3MiHOKO cknagy
LOMOMDKHUX PeYOBUWH); 3MiHK | Tuny: 3MiHKM 3
AKoCTi. [0TOBWIA NikapcbKuii 3aci6. KOHTpob

3a peyernmom

UA/8834/01/01




130

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

rOTOBOrO /1iKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro
3aco6y (AONOBHEHHS cneuudikauil HOBUM
NOKa3HMKOM 3 BifJNOBIAHUM METOAO0M
BUNPOOBYBaHHSA) (LofaBaHHA AONYCTUMMUX
MexX Ans gomiwku [BAsp5] kapbeTouunHy);
3miHu | Trny: 3MiHn 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MeX
rOTOBOrO NliKApCbKOro 3acoby (40NOBHEHHS
cneumdikalii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS)
(mofaBaHHA TecTy Ta fONYCTUMUX MEX NS
L-MeTioHiHY); 3MiHK | TUMy: 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkumit 3aci6. KoHTponb
roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpis cneuyndikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKOro
3aco06y (3BY)XXEHHS 4OMYCTUMUX MEX)
(3BY)XEHHS AONYCTUMUX MEX A/15 AOMILLIOK);
3miHu | Trny: 3MiHM 3 sKocTi. FoToBWMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHn BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y cneuudikauisx, nig vac
BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(BUTYyYEHHSI HECYTTEBOIO BUNPOOYBaHHSA B
npoveci BUpobHULTBa)(B pe3ybTari 3MiHun
NepBMHHOT YNakoBkM (aMnynu Ha hyiakoHwn),
BWAA/IEHHS TECTY Ha HAsIBHICTb MiKpPOMOp B
amnyri); 3MiHu | TUny: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
BMPO6HMLTBI. 3MiHN BUNpObOyBaHb abo
JONyCTUMUX MEX, BCTAHOBNIEHWX Y
crneundikaisx, nig yac BUPO6GHULTBA
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHW)
(po3gin 3.2.P.3.4 gns Bupo6HUYoro npotecy
6yB OHOB/IEHUIA AN151 BifLOOBPaXXEHHS npoLecy
0151 pO3UMHY AN IH €KL, WO € cTabinbHWi
npu KiMHaTHI Temneparypi); 3miHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLeci
BMPO6GHULITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UN NPOMIXKHWIA NPOAYKT, LU0
3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOIO
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

niKkapcbkoro 3acoby (iHLwi 3MiHn)(po3ain
3.2.P.3.3 6yB nepernsHyTuid, o6
Bifo6pasnTn npoLec BUPOOGHMLTBA PO3UUHY
ONA iH'eKUi, WO € cTabinbHUiA Npy KiIMHATHIi
Temneparypi); 3miHu | Tuny: 3mMiHu 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y napameTpax
crneungikauii Ta/abo 4onycTuMmMx Mex,
BM3HAYeHUX y cneundikauisix Ha A®l, abo
BUXiAHWA/NPOMIKXHWIA NpoAYyKT/peareHT, Wo
BMKOPMCTOBYHOTbCS Y MPOLEeCi BUpoBHMLTBA
A®| (BUNYYEHHS HE3HAYHOrO NMOKa3HMKa
AKOCTI (Hanpuknaz, BUI1y4eHHs 3acTapifnoro
nokasHuka))(4onyctTumi Mexi
iAeHTNIKOBaHMX NENTUAHMX LOMILLOK:
Carbetocin sulfoxide I; Carbetocin sulfoxide
II; [D-Asn5]carbetocin , siki 3HaxoaATLCA B
OyXXe Manvx KiNibKOCTSX 3a3HaveHi aK
HeigeHTUIKoBaHi AOMILIKX 3 4ONYCTUMUMMN
Mexamu «He Ginblie 0,3%»); 3miHu | Tuny:
3miHu 3 sKkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiAHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUpobHULTBA
A®| (gonoBHEHHA creumndikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOBYBaHHSA)([OMNOBHEHHA cneumdikawii
A®| HoBMM nokasHukom [DES-GIn4]
Kap6eTounH); 3MiHu | TMNYy: 3MiHK 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BMU3Ha4YeHUX y cneuudikauisx Ha A®l, abo
BVXiAHW/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Yy NpoOLeCi BUPOOHMLTBA
AD| (3BYXKEHHS JOMYCTUMUX MEX,
BM3HAYEHNX Y cneumdikauii)(3ByXeHHS
[ONYCTUMUX MEX A1 KiSTbKiICHOTO
BM3HAYeHHs nentugis, [D-Gys6]
KapbeTouVHy, KUC/I0TK OLTOBOI, CyMun
OOMILOK); 3MiHM | TUny: 3MiHKM 3 AkocTi. ADI.
KoHTposib A®L. 3miHa y napameTpax
crneungikauii Ta/abo JonycTuMmx Mex,
BM3HAYeHUX y cneundikauisix Ha A®l, abo
BUXiZHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUpoBHULTBA
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
A®| (onoBHEHHA creumdikalii HOBUM

BiANOBIAHOCTI YMOB BMPOOHMLITBA BUMOram

NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BUNPo6yBaHHs)(cnewmdikavio AdI
[OMNOBHEHO aHaNITUYHOK METOAMKOI -Mac-
cnekTpomeTpia Ans ineHTudikauii
amiHOKMCNOT); 3MiHM | TUNY: 3MiHK 3 AKOCTI.
A®|. KoHTposnib A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMartepiany/npomMbKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y MPOLECI
BMpo6HMLUTBa A®I (iHWi 3MiHM Y MeTogax
BUNPOBYBaHHSA (BKIOYAOUM 3aMiHy abo
[0noBHEHHS) A®| abo BUXiAHOro/NPOMIXKHOTO
npoaykTy)(3miHa metogy BEPX, wo
BUKOPUCTOBYETLCA A1 iAeHTUikaui
Ki/IbKICHOrO BU3HAYEHHS KapbeToLmHy Ta
OOMILLOK); 3MiHM | TUNy: AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOT AiNbHUL
(Brntovaroun ginbHuLi ans APl NPOMiKHOTO
npoaykTy abo roToBOro ikapcbkoro 3acoby,
AiNbHWL ANA NPOBeAeHHA NakyBaHHS,
BMPOGHWKA, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, Micue NpoBeAeHHSI KOHTPOSHO cepii)
abo nocTavasibHMKa BUXIGHOTO Matepiasy,
peareHTy abo [ONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y A0CbE)( BUyHEHHS BUPOOHNYOT
ginbHuui Ixy6uneHt XonnmctepCruep
[xeHepan MapTHepwun, KaHaga
(BUpOOHMLTBO, BiANOBIAAILHNI 32
nepBUHHE, BTOPVHHE NakyBaHHSA Ta,
KOHTPO/b AKOCTI); 3MiHM | Tuny:
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3acoby, BKIOYaoun AiNbHUL BUNYCKY cepil
abo MicLe NPOBEeAEHHST KOHTPOKO SIKOCTI.
([isnbHICTb, 3a AKy Bignosigae
BUPOGHUK/IMMOPTEp, BKIOYAKYN BUMYCK
cepin)(NpuBeaeHHs agpecy BUPOOHUKa
®eppiHr TM6X, HiMeuunHa y BignoBigHICTb
[0 BUCHOBKY LL{0A10 NiATBEPAKEHHSA

Has1eXXHOI BUPOGHNYOIT NpakTvKn); 3miHu 11

TUny: 3MiHM 3 SKOCTi. FTOTOBWIA NiKapCbKuiA
3aci6. Onuc Ta cknag. 3miHa y cknagi
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

(BONOMDKHMX peYOBMHAX) FOTOBOrO
nikapcbKoro 3acoby (iHWi AONOMKHI
peyoBuHM) - AKiCHI ab0 KiNbKICHI 3MiHM LWOA0
ofHiei ab0o AeKiNbKOX [OMOMDKHUX PEYOBUH,
AKi MOXYTb 3HAYHO BM/IMHYTU Ha 6e3neky,
AKICTb @60 eheKTUBHICTL FOTOBOTO
nikapcbKoro 3acoby(3MiHa y ckiagi
[OMOMDKHMX PEYOBWH - 3aMiHa HaTpito
X10puay MaHiTOM B SIKOCTi i30TOHIYHOrO
areHTa, Ta OUTOBOI KNCMOTU Ha BychepHy
cuctemy Ta fofaBaHHs L-MeTioHiHY Ak
AHTWMOKCUAAHTY. FK HACNifOoK, 3MiHN
nokasHuka «pH» B cneundikauii M3 —
3aTBepaxeHo: (3,5-4,5); 3anponoHoBaHo:
(5,1-5,8) Ta 3miHK ymoB 36epiraHHs N13);
3Mminun Il Tuny: 3miHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHWii 3aci6. 3MiHa y
NepPBUHHINA yNakoBL,i rOTOBOrO /iKapCbKOoro
3acoby (Tvn KoHTelHepa abo foAaBaHHS
HOBOrO KOHTeliHepa) - CTepubHi Nikapchbki
3acobu Ta nikapcbki 3acobu
6ionoriyHoro/iMmyHonoriYHoro
NoxopKeHHsI(3aMiHa amnys1 Ha h1akoHK);
3Mminun Il Tuny: 3miHK 3 skocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
crneundikayii Ta/abo JONyCTUMMX MEX
roTOBOrO /iKapCbKOro 3acoby (3miHa
3HaxXo0ANTbCA NO3a 3aTBEPAKEHUMM
[ONyCTUMMMK Mexamu cneuudikaLlin)
(BnganeHHsa gonyctuMux mex ans [D-Cys6]
KapOeTOLWH, KW Tenep 3a3HavyeHnin aK
HeigeHTngikoBaHi 4OMILLIKK)

138.

MEPOTA

MOPOLLOK A4/15 PO34NHY
Ans iHgysili no 2 r /0,25
r; in bulk: 50 chnakoHis B
KapTOHHIA KOpoo6Li

Doxn Em

PapmMacboTUKaNC

Ipysia

Na6opatopis
Peir Oxodpe,
C.A.

IcnaHisa

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3akKynoptoBanbHuii 3aci6. 3MiHa
PO3Mipy YNakoBKW/ rOTOBOrO J1ikapCbKOro
3aco6y (3MiHa KinbKOCTi OANHULLb
(Hanpuknag TabneTok, amnys ToLlo) B
ynakoBLi:) - 3mMiHa nosa Aiana3oHoMm
3aTBEPKEHNX PO3MIpIB YNakoBK/ (BBEAEHHSA
[oAaTtkoBoi ynakosku in bulk: 50 dhnakoHiB B
KapTOHHI Kopo6Li 3 BiANOBIAHUMY 3MiHaMWK
y p. "YnakoBska".

UA/16609/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

139.

NMEPOTA

NMOPOLLOK A/151 PO3UNHY
ans iHgysiino4r/0,5r;
in bulk: 50 chnakoHiB B
KapTOHHI KOpoo6Li

xn Em
dapmMacbloTUKaC

Ipysis

Na6opatopis
Peir xodppe,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHNIA 3aci6. 3miHa
PO3Mipy YNakoBKW1 rOTOBOrO J1iKapCbKOro
3acoby (3MiHa KiNnbKOCTi OAUHULL
(Hanpuknag TabneTok, amnyn Towo) B
ynakoBLi:) - 3miHa no3sa gianazoHoM
3aTBEPKEHMX PO3MIPIB yNakoBKM (BBEAEHHS
[04aTKoBOI ynakoBku in bulk: 50 dhiakoHiB B
KapTOHHI Kopo6Lji 3 BiANOBIAHUMY 3MiHaMU
y p. "Ynakoska".

UA/16609/01/02

140.

MIAPOH

TabneTkn, BKpUTI
060/10HKO0, M0 500 mr
no 10 TabneTtok y
6nictepi, no 1 abo no 2
6nicTepy B KapTOHHIA
ynakoBLi

TOB "KYCYM
PAPM"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
Matepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

3as1BHMKA (B/1acHMKa peecTpaLiiHoro
noceigueHHs) (3MiHa agpecu 3asBHYKA);
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPoBaKEHHS Ai/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKOro
3aco6y, BKIOYauM AiNbHNLi BUNYCKY cepil
abo micue NnpoBeeHHA KOHTPOJII0 SKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMIOpPTEp, BKIOYAKYM BUIYCK
cepiid) (3mMiHa agpecy BUPOGHMKa, 6e3 3MiHM
Micus BUpo6HULTBA) (TepmiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB micns
3aTBepXeHHs); 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta papMakoHarnsay
(iHLWi 3MiHK) (BHECEHHS 3MiH 4O MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMaKoBKu:
BHECEHHS iHdhopMaLil Woao norotuny
KOMnMaHii, He3HaYHNX pefakuiliHiX NpaBok;
BHECEHHS 3MiH O MapKyBaHHSA BTOPUHHOI
yNaKoBKMW: 3a3HaYeHHSI Ha3BM filoyol
PeyvoBUHM, NikapcbKoi hopmMm Ta KiNlbKiCTb
OAVMHULb B YNaKOBL,i HA aHrNiicbkiii MOBI)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS)

6e3 peyenma

UA/9270/01/01

141.

NMOTEHUIANE

TabneTku, BKPUTI
060/10HKO0 No 50 Mr; no
2 Tabnetkun y 6nictepi;
no 1 a6o 2 6nictepn y
nauui 3 kapToHy; no 1
Tabnetui y 6aictepi; no

MpAT "TexHonor"

Ykpaina

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHu | TUNy - AAMIHICTpaTUBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecun

3anBHUKa (BNacHMKa peectpauiiHoro
nocsifyeHHs) (3MiHa agpecu 3asBHUKa)
(TepMiH BBEEHHS 3MiH MPOTATOM 6-TH

3a peyenmom

UA/6415/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
1 ab6o 2 abo no 4 MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | Tuny -
6nicTepu y nauui 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa
KapToHYy HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIOYaoun AiNbHUL BUNYCKY cepil
abo MicLe NPOBEeAEHHST KOHTPOHO SIKOCTI.
(@isnbHICTb, 3a AKy Bignosigae
BUPOGHUK/IMMOPTEp, BKIOYAKYN BUMYCK
cepiit) (3miHa agpecun BUpo6HuKa 13, 6e3
3MiHM Micus BUpobHuuTBa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicsAuiB nicns
3aTBEPAKEHHS)
142. | NOTEHUIANE TabneTku, BKpUTI MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/6415/01/01
060/10HKOI0 N0 100 mr; "TexHonor" MaTtepianis: 3miHu | TUNy - AgMIHICTPaTUBHI
no 2 Tabnetkn y 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
6nicTepi; no 1 abo 2 3asBHUKa (BNacHKa peecTpauiiiHoro
6nictepu y nauui 3 noceigueHHs) (3mMiHa agpecy 3asiBHUKA)
KapToHy; no 1 TabneTui (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tn
y 6nictepi; no 1 a6o 2 MicAILiB Micns 3aTBepPIKEHHS); 3MiHW | Tvny -
abo no 4 6nictepn y AOMiHICTPaTNBHI 3MiHW. 3MiHa
nauvj 3 KapToHy HalilMeHyBaHHs Ta/abo agpecu Micus
NPoBaKEHHS Ai/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIOYauM AiNbHNLi BUNYCKY cepil
abo micue NnpoBeeHHA KOHTPOJII0 SKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMIOPTEp, BKIOYAKYM BUIYCK
cepiii) (3mMiHa agpecu BUpo6HuKa M3, 6e3
3MiHN Micus BUpobHMLuTBa) (TepMiH
BBE/EHHS 3MiH MPOTAroM 6-Tv MicauiB nicns
3aTBEPKEHHS)
143. | NPOKTOCEAN® M Kancysm pekTasibHi Ne TOB "CaHodi- YkpaiHa Codptek Papma IHAis BHECEHHS 3MiH 10 peecTpavyiiHnx 3a peyenmom UA/4443/01/01
20: no 20 kancyny ABEHTIC YKpaiHa" MpaiBiT MlimiTeq marepianis:

dhnakoHi; no 1 dpnakoHy
B KapPTOHHiiA KOpo6Lyi

3MiHM | TUNY - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnasgy, 3amiHa
YNOBHOBaXeHOT 0co6u, BiANoBiAaNbHOT 3a
3[jilicHeHHs chapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3assHuka ans
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifl yNOBHOBaXeHOT
0co6w, BignoBigasbHOI 3a 34iACHEHHS
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
hapmakoHarnsgy (Bkaovaouy KOHTakKTHi
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yNOBHOB&XeHOT 0cobw, BignoBifanbHOI Ans
3AjicHeHHs1 hapMakoHarnaay: [irova
pepakLisi - BoliTeHko AHTOH eopriiioBuy.
MponoHoBaHa pegakuis - KnilwumH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOB&XEHOI 0c06M, BifnoBiganbHOI Ans
3[ifiCHEHHs hapmakoHarnsgy
144. | NPOMEZON PO34uH NS iH'eKUii, 20 AT "Kanuekc" Nartsia BCi cTagii CnosayunHa/ BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom UA/15324/01/01
KANUEKC mr/mn no 1 mn B amnyni; BUPOBHNYOTO Nartsis marepianis:
no 5 amnyn B KOHTYpHii npotecy, Kpim 3MiHu Il TMny - 3MiHK Woao
YapyHKOBIli ynakoBLji BUNYCKY cepii: 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
(nigooHi); no 1, 2 a6o 20 XBM dapma BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
KOHTYPHUX YapyHKOBUX c.p.o., YMOB BuAaui peecTpauiiiHoro nocsigyeHHs,
ynakoBoK (NigAoHiB) B CnoBavuunHa; BKOYaoun MNnaH ynpasaiHHA pusnkamu
naui i3 kapToHy BMPOGHWK, SKWiA (3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
Bignosigae 3a noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
KOHTPO/b [0AaTKOBUM AaHVIMK, LLO MatoTb
cepii/Bunpobysa HafaBaTnCcsa KOMNETEHTHUM OpraHoMm,
HHA: AT OCKINIbKM BUMaraeTbCsl CyTTEBA OLjiHKa
"I'piHaekc”, KOMMNETEHTHNM OpraHoMm) - BUKOHaHHsA
Natsig; 3060B'A3aHb BiANOBIAHO A0 NigNyHKTY 1.13
BMPOGHWK, AKWI nyHKTy 1 gopatky 15 go Mopagky
BignoBigae 3a NpOBefEeHHA excnepTu3n peectpauiiHnx
BMNyck cepii: AT mMaTtepianis Ha nikapcbki 3acobu, Lo
"Kanuekc", noJarTbCs Ha AepXaBHY peecTpaLito
Natsis (nepepeecTpaduito), a Takox ekcnepTusu
mMartepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasnis NpoTarom fAii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Bif 23.07.2015 Ne 460)
145. | NYNbMO/IOP® Tabnetkn Nel0 (10x1), Mosi Xenc rmexX LBeiiapis CaBa Xenckea peuisi/ BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/10378/02/01
Ne20 (10x2) B 6ricTepax Nta, IHAis; IHgis/ martepianis: 3miHu Il Tuny - FoToBUIA
Knesa CA, YropwumHa nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
Ipeuis; cKnagi (oNoOMiXHUX peyoBMHaX) roToBOro
Bannec nikapcbKoro 3acoby (iHwi 3MiHW) (BUy4YeHHs
PapmacboTikas KOHCepBaHTIiB: MeTunapabeH (E 218),
¢ MNeT. NIT4,, nponinnapabeH (E 216) 3i cknagy
IHais; NiKapcbKoro 3acoby Ta, Sk HacMigok,
Megiton BUIyYeHHS po3ainiB «KisbkicCHe BU3HAYeHHS

PapmacboTikan
N14., YropuwmHa

KOHcepBaHTiB. MeTunnapabeH.
MponinnapabeH» 3 cneunlikalii Ta MeTogiB
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KOHTPONO /13, yTOUHEHHA A0 METOAUKN
BMNpOoGYyBaHHSA 3a po3ginoM «CynpoBigHi
LOMiLLKM» (B p. HOpMK BMICTY AOMILLIOK.
BWyYEHO iHhopMaLiito LLOAO MikKiB
MeTuanapabeHy i nponinnapabeHy)
146. | NYNbMO/IOP® Tabnetku in bulk no Mosi Xenc rmeXxX Leiiapis CaBa Xenckea Mpeuisi/ BHECEHHS 3MiH [JO peecTpaviliHnx - UA/10379/01/01
5000 Tabnetok y NnTa, IHgis; IHpis/ matepianis: 3miHu Il Tuny - FoToBwiA
naketax Knesa CA, YropwumHa nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa y
Ipeuis; cknagi (4ONOMIKHUX pevyoBMHax) roTOBOro
Bannec nikapcbKoro 3acoby (iHWi 3MiHW) (BUTYyYEeHHS
PapmacboTikau KOHCepBaHTIB: MeTunapabeH (E 218),
¢ MNeT. NI14,, nponinnapabeH (E 216) 3i cknagy
IHais; NiKapcbKoro 3acoby Ta, Sk Hacnigok,
Megiton BUIyYeHHs po3iniB «KisbkicHe BU3HaYeHHS
$apmacbloTikas KOHCepBaHTiB. MeTunnapabeH.
Nta., YropwyHa Mponinnapabex» 3 cneyudikauii Ta meToais
KOHTpO/t0 13, YTOUHEHHSA [0 MEeTOANKN
BMNPOGYBaHHS 3a po3ainioMm «CynpoBigHi
OOMiLKv» (B p. HOpMKM BMICTY [OMILLIOK.
BU/TyHYeHO iHhopMaLito LLoAOo NikiB
MeTuanapabeHy i nponinnapabeHy)
147. | PEBIT npaxe, no 80 gpaxe B MAT "KuiBcbknii Ykpaina MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/4680/01/01
KOHTeliHepax BiTamiHHWIi 3aBoA” BiTaMiHHWI marepianis:
(6aHoukax), no 80 3aBof" 3MiHM | TUny - 3MiHa y MeTofax
Lpaxe B KOHTenHepi BMNPOOGYBaHHSI TOTOBOTO J1iKapCbKOro 3acoby
(6aHouuj); no 1 (He3HayHa 3MiHa y 3aTBepMKEHNX MeTohax
KOHTeliHepy (6aHouL) y BUNPOGYBaHHSA); 3MiHK | TUNy - 3MiHa Y
naui MeToAax BUNpobyBaHHA rOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToAax
BMNpo6yBaHb (BK/OYaoum 3amiHy abo
[LOMOBHEHHS))
148. | PELITA-20 TabneTkun, BKpUTI Inka Nabopatopi3 IHais Inka IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/15158/01/03
NAiBKOBOK 0601I0HKOIO, Niviten Na6opaTtopi3 marepianis:
no 20 mr no 14 tabneTok Nimiten BVNPaBIEHHS TEXHIYHUX MOMUIIOK Y
y 6nicTepi; no 2 Cneyudikauii Ha nikapcbkuii 3aci6, 6yno
6nicTepPU Yy KapTOHHIl [0NyLLEeHO NOMWUIIKM NPU 3a3HaYeHHi
nauuj BiICOTKOBOrO BiAXW/IEHHSI KpUTEPIiB
NPUAHATHOCTI AN NokasHuka «CepeaHs
maca TabsieTkn»
149. | PELUITA-5 TabneTku, BKpUTI Inka SlabopaTopi3 IHgis Inka IHAjis BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a peyenmom | UA/15158/01/01
NNiBKOBOI 060/1I0HKOIO, NimiTen Nab6opaTtopi3 martepianis:
no 5 mr no 14 tabneTtok Nimiten BUMNPaBAEHHS TEXHIYHUX NOMUIOK Y

y 6nicTepi; no 2
6nicTepun y KapTOHHiIl
navui

Creuudikauii Ta meTogax koHTponto MKA Ha
nikapcbkuii 3aci6, 6y10 AONYLLEHO NOMWUJIKA
npy 3a3Ha4yeHHi BiACOTKOBOIO BiAXWUIEHHS
KPUTEPIiB MPUAHATHOCTI AN151 NOKa3HMKa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

«CepefiHsl Maca TabneTkm»

150.

PUH3A®

Tabnetku, no 4
Tabnetkun y énictepi; no
1 6nicTepy B KApTOHHIl
Kopo6oui; no 4
Tabnetkn y énictepi; no
1 6nicTepy B KApTOHHIl
Kopo6oui; no 25
KapTOHHMX KOPOBGOYOK Y
KapTOHHI kopobuj; no
10 TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI Kopo6ouLli

TOB "XXOHCOH i
[>XOHCOH YKpaiHa"

YkpaiHa

HOHiK
PapmacboTuKan
NabopaTtopis
(BipoineHHn
ipmn "Ox. B.
Kemikans eHg,
dapmacboTuKan
3/114.")

IHAja

BHECEHHS 3MiH IO peecTpaviiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKKOYaOUM Aianas3oH po3Mmipy cepir)
rOTOBOrO J/1iKapCbKOro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) (3arBepaxeHo: 400 TuC.
TabneTok; 3anponoHoBaHo: 400 Tuc.
Tabnetok i 800 Tuc. TabneTok); 3miHu | TNy
- 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3ac006y (iHWi 3MiHN) (BunyyeHHs
iAeHTMdiKaw,i i KibKICHOro BU3HaYeHHs
HaTpilo MeTunnapariapokcnbeHsoary); 3mMiHn
| Tuny - 3MiHK 3 AKOCTI. FOTOBMIA Nikapcbkunii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(4ONOMKHMX peyoBUHAX) FOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHN) (BunyueHHs
3i cknagy 13 HaTpito
MeTunnaparigpokcnbeHsoaty. 3 BifNOBIAHUM
30i/TbLUEHHSIM KiNIbKOCTi KyKYpYA35HOTO
KpoxmManto Ha 1 Mr B TabreTuj 3amicTb
BWJTYYEHOro KOHCepBaHTa); 3MiHu | Tuny -
3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) (SogaBaHHA
po3ainis "3anBHuUK", "MicLe3HaxoMKeHHs
3asBHMKA" Ta SK HACNILOK BiANOBIAHI 3MiHW B
TeKCTi MapKyBaHHS); 3MiHu |l Tuny - 3MiHK
wopao 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiH1 y KOpoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU JAaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHAMWX JaHUMK Ta
LaHumu 3 dhapmakoHarnsgy (3MiHu BHeCEHO
00 IHCTPYKUiT AN MeAMYHOro 3acoCyBaHHs
nikapcbkoro 3acoby: Ao po3giny
"TMpoTtunokasaHHa", NepenosyBaHHS"
(BHECEHHS OHOB/IEHMX AaHMX 3 6e3nekw)

6e3 peyenma
- Ne 4 (4x1),
Ne 10 (10x1)
3a peyenmom
- Ne 100
(4x25)

UA/2078/01/01

151.

PAHOMICTUH®

Kpanni HasasibHi,
po3uuH, 0,05 %/0,01 %
no 10 mn y donakoHi 3

KonektnsHe
HayKoBO
BNpoBaAKyBasibHE

Ykpaina

MAT "dapmak”,
YkpaiHa; TOB
"BUpPOGHMYE

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis:
3MiHK | TUMy - 3MiHa Y METOAAax KOHTPOJ0

6e3 peyenma

UA/14094/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
KpanesibHuueto, no 1 Mane 06'eHaHHSA SIKOCTi TOTOBOrO MikapCbKOro 3acoby 3a
hN1aKoHy B KapTOHHIl niANpPMEMCTBO "TeTepis", nokasHukoMm «KinbkicHe BU3HaYEHHs», a
nauui "IcHa" YkpaiHa came: BBEEHHSA NnocunaHb Ha 3arafibHy
cTarTio dY 2.2.46; 3miHa ymOB
npuUroTyBaHHA 6ychepHOro po3uunHy;
YTOYHEHHS Y NPUrOTYBaHHI PO3UnHY
NOPIBHSAHHS; 3MiHa YMOB
XpomaTorpadyyBaHHs
152. | PO34YVMH MEHTONY pO3uuH (cybcTaHUis) y [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx - UA/7849/01/01
B MEHTUNOBOMY dnarax metanesux, abo nigNpMEMCTBO nignpMeMcTBO marepianis: 3miHu | TUny - AgMiHiCTpaTUBHI
E®IPI KNC/TOTU 604kax i3 Hepxasitouoil «3aBog, XiMIYHUX «3aBog, XiMIYHNX 3MiHN. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
ISOBA/NIEPIAHOBOI ctani, abo y peakTuBiB» peakTuBiB» MicLA NPOBaMKEHHS AisANbHOCTI BUPOGHMKA
nonieTUIeHoBMX HaykoBo- HaykoBo- (BKKOUALOUM, 3a HEOOXIAHOCTI, Micue
KOHTelHepax Ans TEXHOMNOrIYHOro TEXHOMOrYHOro NpOBEefEeHHA KOHTPOSIIO AKOCTI), abo
BMPOGHMLTBA Komnnekcy Komnnekcy Bf1acHvka mactep-caiina Ha A®l, abo
HeCTepUIbHNX «IHCTUTYT «lHCTUTYT noctavanbHuka A®l/BuxigHoro
niKkapcbknx hopm MOHOKpUcTanis» MOHOKpPUCTauiB» mMartepiany/peareHTy/nPoMiKHOIO NPOAYKTY,
HaujioHanbHoi HaujioHasbHOT LLI0 3aCTOCOBYIOTLCS Y BUPOOGHULTBI ADI
akagemii Hayk akagemii Hayk (AKLLLO 3a3HAaYEeHO Y [OCbE Ha NiKapCbKuii
YKpaiHu» YKpaiHu» 3acib) 3a BigCyTHOCTI cepTudikata
BiAnoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE, 260 BUPOOHMKA
HOBOI [JONOMIXHOI PEYOBUHY (SKLLO
3a3HayveHo y A0CbE) (3MiHa agpecu
BMPO6HUKa API, 6€3 3MiHN MicLA
BMPOG6HULTBA) (TEepMiH BBEAEHHS 3MiH
npoTsirom 3-X MicsLiB nicasa 3aTBepAXEHHS)
153. | POTALE® NMOPOLLOK A/151 PO3UUHY POTA®APM TypeyunHa 3eHTiBa Carnuk TypeuunHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom | UA/14808/01/02
Ans iH'ekuii no 0,5 r; 10 INAYNAPI NTA. YpyHnepi CaH. martepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CKNSIHWX (p/1aKoHIB 3 LTI, Be Tigpk. A.LL., [OTOBWIA NiKapCbKWii 3aci6. 3MiHU Yy
NMOPOLLKOM Y KapTOHHIi TypeuunHa; BMPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Wo
KOpoo6LUi; 1 cknsAHUIA PapmaBixH CTOCYHOTbCS BUMYCKY cepil Ta KOHTPOSI0
h1aKOH 3 MOPOLLUKOM Y CaH. Be Tigx. AKOCTI rOTOBOrO NiKAPCbKOro 3acoby (3amiHa
KOMMAEKTi 3 1 amnysioo A.LL., ab0 fofaBaHHA BUPOGHKMKA, L0 Bignosigae
pO34MHHKKa (Boga ANs TypeyunHa 3a BBE3EHHS Ta/abo Bunyck cepii) -

iH'ekUild) no 5 MmNy
KapTOHHI kopobuj; 1
CKNSIHWI dhNakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
1 amnysiol PO34MHHUKA
(pO3uuH nigokainy
rigpoxnopugy 1 %
(nigokaiHy rigpoxnopua,
HaTpito rigpokcuga, soja
ANA iH'eKuild)) no 2 mny
KapPTOHHI KOpoOU;i

Bkntoyaroun KoHTposib/BUNpobyBaHHSA cepil
(nodaBaHHsi BUpo6HMKa - PapmaBixH CaH.
Be Timk. A.LL., TypeuyumnHa, Ak Hacnigok
nosiBa TPbOX [J0ATKOBUX BTOPUHHMX
YNaKoBOK [/151 KOXXHOrO [JO3yBaHHSA); 3MiHu |
TUny - 3MiHK 3 IKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLITBA A151 YaCTMHM abo BCbOro
BMPOGHMYOro NpoLEecy roToBoro NikapcbKoro
3aco6y (giIbHMUSA, Ha AKI NPOBOAATLCS
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
6yAb-AKi BUPO6HUYI CTagji, 3a BUHATKOM
BWMNYCKY Cepii, KOHTPO/IIO SKOCTi Ta
BTOPVHHOTIO NakKyBaHHA 4151 CTEPUbHUX
NiKkapcbKknx 3acobis (BKIOUAKOUM BUPOG/IEHI
acenTUYHUM METOZOM), KPiM JTiKapCbKMX
3aco6iB 6i0/10r4HOro/iMyHON0rYHOIO
noxokeHHs). CynyTHs 3MiHa - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
4acTuHK abo BCbOroO BUPOBHNYOrO npouecy
rOTOBOrO JliKapCbKOro 3acoby (AiNbHUUS oNs
BTOPUHHOTIO NakyBaHHs) (BBEAEHHSA
[04aTKOBOT BUPOOHMNYOT AifbHULI
®apmaBixH CaH. Be Timk. A.L., TypeyumHa)
154. | POTALEE® MOPOLLIOK A1 PO3UUHY POTA®APM TypeuunHa 3eHTiBa Carnuk TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom | UA/14808/01/01
ans iH'ekuii no 1 r; 10 INAYNAPI NTA. YpyHnepi CaH. mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
CK/ISIHMX CP/1aKOHIB 3 LTI, Be Timpk. A.LL., [oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
MOPOLLKOM Y KapTOHHIl TypeyuunHa; BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
KOpoo6LUi; 1 ckNAHNIA PapmaBixH CTOCYHOTbCS BUMYCKY cepil Ta KOHTPOSI0
hNakoH 3 NOPOLLUKOM Y CaH. Be Tigx. SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
KOMMNAEKTi 3 1 amnysioto AL, ab0o fofaBaHHA BUPOGHKMKA, LU0 Bignosigae
pO34MHHKKa (BOAa ANs TypeyunHa 3a BBE3EHHS Ta/abo Bunyck cepii) -

iH'ekyit) no 10 mn y
KapTOHHI kopobuj; 1
CKNSIHWI dhNakoH 3
NMOPOLLKOM Y KOMMNJIEKTi 3
1 amnysio po3UNHHMKA
(pO3uuH nigokainy
rigpoxnopugy 1 %
(nipokainy rigpoxnopuvg,
HaTpito rigpokcuga, soja
ons iH'ekuiid)) no 3,5 mn
Y KapTOHHIli KopoobLi

Bktoyaroum KOHTPOsb/BUNPOByBaHHA cepil
(mopasaHHs BUPOGHYKa - ®apmaBixH CaH.
Be Timk. A.LL., TypeuyumnHa, Ak Hacnigok
nosiBa TPbOX [J0ATKOBUX BTOPUHHMX
YMakoBOK [/151 KOXXHOT0 A03YyBaHHS); 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpo6HMLTBI. 3aMiHa abo
BBEJEHHS A04aTKOBOT AifbHULL
BMPOGHMLITBA A5 YaCTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3ac00y (AinbHMLA, Ha Sk NPOBOAATLCA
6yab-AKi BUPO6HUYI CTaAji, 3a BUHATKOM
BUMYCKY Cepii, KOHTPOSIIO SKOCTi Ta
BTOPUHHOIO NakyBaHHA A1 CTePUIbHUX
nNikapcbKNx 3aco6iB (BKIOUaKUY BUPOGIEHI
acenTUYHUM METOAOM), KPiM NiKapCbKnx
3aco6iB 6i010riYHOro/iMyHO/OMNYHOr0
NoXoaKeHHs). CynyTHA 3MiHa - 3MiHU 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[0AaTKOBOT AiNbHUL BUPOBHMLTBA 415
4yacTuHK abo BCbOro BUPOBHNYOrO npoLecy
rOTOBOrO J1iKapCbKOro 3acoby (AinbH1UsA ans
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BTOPUHHOTIO NakyBaHHs) (BBEAEHHSA
[04aTKOBOT BUPOOHMYOT AifbHUL
$apmaBixH CaH. Be Timk. A.L., TypeyumHa)
155. | CAHOMEH cnpeli HasaNbHWUIA, CaHpo3 CnoBeHisi Nex CnoBeHis BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom | UA/15870/01/01
[,030BaHwuii, CycneHsis PapmacbloTikan3 $PapmaneBTUYHA marepianis:
50 mkr/go3y, no 60 fo3 o.a. KOMnaHisa 4.4. 3MiHK | TUNy - 3MiHK [0 IHCTPYKLUT Ans
ab6o no 120 fos a6o no MeZJMNYHOro 3aCTOCYBaHHS y PO34inu:
140 p03 y KOHTeliHepi; "Oco6nmBOCTi 3acTocyBaHHS", "T06IYHI
no 1 KoHTeliHepy y peakuii” BignoBigHO [0 OHOB/EHOT
Kopoo6Li iHchopma,ii 3 6e3nekun Ajryoi pevoBUHN.
BBepfeHHs 3MiH NpPOTArom 6-Tu micauis
nicns 3aTBepAKEeHHs
156. | CAPTOKAQL - H TabneTkun, BKpUTI Lxy6inaHt IHais [oxy6inaHT IHais BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom | UA/13677/01/01
NAiBKOBOK 000JI0HKOH, LbxeHepike NimiTeq, [bxeHepikc marepianis:
no 50 mr/12,5 mr no 14 Nimiteq 3MiHK | TUNY - NOAAaHHSA HOBOTO cepTudikaTy
Tabnetok y 6aictepi; no Bi4NoBIAHOCTI €Bponelicbkoi thapmakonei Ne
2 6nicTepy B KAPTOHHIi R1-CEP 2009-374-Rev 01 Big,
Kopobui; no 10 TabneTok 3aTBEpXEHOro BUpo6HuKa APl JlozapTaHy
y 6nicTepi; no 3 KauTito; 3MiHW | TMny - NogaHHA HOBOTO
6nicTepy B KapTOHHIiA cepTtudikaTy BignoBigHOCTI €EBponeiicbKol
Kopoo6Li hapmakonei Ne R1-CEP 2009-190-Rev 01
Big, HOBOro BUpoGHMKa A®| Jlo3apTaHy kasito
Ipca Laboratories Limited, IHais; 3miHu | Tuny
- NoJaHHs HOBOTO cepTudikaTty
BigNoBIAHOCTI €Bponelicbkoi thapmakonei Ne
R1-CEP 2009-227-Rev 00 Big HOBOro
BUpo6HUKa A®I JlozapTaHy kanito Zhejiang
Tianyu Pharmaceutical Co. Ltd., Kutaii
157. | CAPTOKAL - H TabneTkun, BKpUTI [bxy6inanT IHais [xy6inaHt IHais BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/13678/01/01
NAiBKOBOK 060/1I0HKOI, [xeHepike Mimiteq [hxeHepikc marepianis:
no 50 mr/12,5 mr in bulk: Nimiten 3MiHM | TUMY - NOAAHHA HOBOTO cepTudikaTy
no 5000 TabneTok y BiANoOBIgHOCTI EBponelicbkoi hapmakonei Ne
nonieTMNeHoBOMY NakeTi R1-CEP 2009-374-Rev 01 Big,
3aTBEepAXeHOro BupobHunka A®| JlozaptaHy
Kauito; 3MiHW | TUny - nogaHHA HOBOro
cepTudikaTy BignoBigHOCTI EBponeiicbkol
thapmakonei Ne R1-CEP 2009-190-Rev 01
Bi, HOBOro BUpo6HVKa APl Jlo3apTaHy Kanito
Ipca Laboratories Limited, IHAjs; 3MiHu | TURY
- NOJaHHA HOBOTO cepTudikaTty
BiANoOBIgHOCTI EBponelicbkoi hapmakonei Ne
R1-CEP 2009-227-Rev 00 Big HOBOro
BMpo6HMKa AP JlozapTaHy kanito Zhejiang
Tianyu Pharmaceutical Co. Ltd., Kutaii
158. | CAPTOKAQA - H TabneTkn, BKpUTI [bxy6inaHt IHAis [bxy6inant IHAis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom | UA/13677/01/02
NNiBKOBO 060/I0HKOI0, L[xeHepikc JlimiTeq, L[hKeHepikc marepianis:
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
no 100 mr/25 mr no 14 Nimiteq 3MiHK | TUNY - NOAAHHA HOBOTO cepTudikaTy
TabneTok y 6nictepi; no BiANOBIAHOCTI E€Bponelicbkoi hapmakonei Ne
2 6nicTepy B KAPTOHHIi R1-CEP 2009-374-Rev 01 Big,
Kopobui; no 10 TabneTok 3aTBEpPAKEHOro BUpo6HMKa APl SlozapTaHy
y 6nictepi; no 3 Kanito; 3miHu | TMny - nogaHHsA HOBOTO
6nicTepy B KapPTOHHIiA cepTudikaTy BignoBigHOCTI EBponeiicbKol
Kopoo6Li dhapmakonei Ne R1-CEP 2009-190-Rev 01
Bif4 HOBOro BMpO6HMKa A®| SlozapTaHy Kanito
Ipca Laboratories Limited, IHais; 3miHun | Tuny
- NoJaHHs HOBOTO cepTudikaTty
BiANOBIAHOCTI E€Bponeiicbkoi hapmakonei Ne
R1-CEP 2009-227-Rev 00 Big HOBOro
BMpo6HMKa A®I JlozapTaHy kanito Zhejiang
Tianyu Pharmaceutical Co. Ltd., Kutaii
159. | CAPTOKAL - H TabneTku, BKpUTI [bxy6inant IHAis [xy6inaHT IHais BHECEHHS 3MiH [J0 peecTpaviliHnx - UA/13678/01/02
NAiBKOBOK 060I0HKOH, [xeHepike Mimiteq [hxeHepikc marepianis:
no 100 mr/25 wmr in bulk: Nimitep 3MiHKM | TUNY - NOAAaHHA HOBOTO cepTudikaTy
no 5000 TabneTok y BiANOBIgHOCTI EBponeiicbkoi hapmakonei Ne
nonieTMIeHoBOMY nakeTi R1-CEP 2009-374-Rev 01 Big,
3aTBEepAXeHOro BupobHunka Ad| JlozaptaHy
Kauito; 3MiHW | TMny - NogaHHA HOBOro
cepTtudikaTy BignoBigHOCTI EBponeincbKol
hapmakonei Ne R1-CEP 2009-190-Rev 01
Bi, HOBOro BUpo6HVKa APl Jlo3apTaHy kanito
Ipca Laboratories Limited, IHAis; 3MiHu | TURY
- NO4AaHHS HOBOTO cepTudikary
BiANOBIgHOCTI EBponeiicbkoi hapmakonei Ne
R1-CEP 2009-227-Rev 00 Big HoBOro
BMpo6HuKa AP JlozapTaHy kanito Zhejiang
Tianyu Pharmaceutical Co. Ltd., Kutaii
160. | CEQAPACTOH® kancynu no 10 kancyn y Ecnapma Mm6X HimeyunHa BUPOBHMLTBO HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/13150/01/01
KANCYnn 6nicTepi; no 3 a6o 6, Hepo3dhacoBaHo marepianis:
abo 10 6nicTepiB y ro NpoayKTy, 3MiHU | TUNY - 3MiHa Y NEePBUHHIl ynakoBsLj
KapTOHHI KOPOOL nepBuHHE roTOBOrO /iKapCbKOro 3acoby (sikicHUin Ta
nakyBaHHs, KinbKicHWIA cknaa) - TBepai Nikapcbki hopmu -
BTOPUHHE BHECEHHS 3MiH [0 MaTepianis
nakyBaHHs, peecTpauiiHoro gocke p. 3.2.P.7. Cuctema
KOHTPO/1b SIKOCTI, KOHTeliHep/3aKkynopoBasibHWi 3aci6: 3aMiHa
BUMYCK Cepii: Asowaposoi nnisku (PVC/PVAC) ans
dapma 6nictepy Ha Tpuwaposy (PVC/PE/PVdC)
BepHirepoge
M6X,
HimeyunHa;
nepBuHHe
nakyBaHHs,

BTOpPUHHE
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa
161. | CENTONETE® NbOoAsHUKM 3 Mr/1 mMr no KPKA, a.4., HoBo CnoseHis KOHTpONb Ta CnoseHis BHECEHHS 3MiH O peecTpaviiiHnX 6e3 peyenma UA/15458/02/01
TOTAN 8 NboAsAHMKIB Y 6nicTepi, MecTo BUWMYCK Cepil: marepianis:
no 1 a6o no 2, a6o no 3, KPKA, a.4., 3MiHK | TUNY - NOAAHHS HOBOTO cepTudikata
abo no 4, abo no 5 HoBo mecTo, BiANoBiAHOCTI EBponelicbkin hapmakonei
6nicTepiB y KAPTOHHIl CnoBeHis; R1-CEP 2007-029-Rev 02 Big HOBOro
Kopoo6Li BMPOOBHULITBO "in Bupo6Huka DISHMAN PHARMACEUTICALS
bulk" , neprHHa AND CHEMICALS LIMITED, India gitouoi
Ta BTOPMHHA PeYOoBMHM LeTUINIPUANHII0 Xnopua,
ynakoska: KPKA,
0.4., Hoeo
MecTo,
CnoBeHis;
KOHTpPO/b Cepiii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
162. | CENTONIETE® cnpeii Ans poToBoi KPKA, a.4., Hoso CnoseHis BMPOGHMLTBO CnoseHis BHECEHHS 3MiH 10 peecTpavLiiHnx 6e3 peyenma | UA/15458/01/01
TOTAN MOPOXXHWHW, PO3YUH NO MecTo roToBOro marepianis:
30 mAy nnacTMkoBoMy nikapcbkoro 3MiHK | TUNY - NoAaHHA HOBOro cepTudikaTa
hNakoHi 3 f03yoUnMM 3acoby, BiANOBIAHOCTI €Bponelicbkilt thapmakonei
ny/ibBepu3aTropom; no 1 NnepBUHHE Ta R1-CEP 2007-029-Rev 03 Big HOBOro
bN1aKoHY B KapTOHHIl BTOPUHHE Brpo6HMKa DISHMAN CARBOGEN AMCIS
Kopoo6Li nakyBaHHs, LIMITED, India gito4oi pe4oBuHM
KOHTPO/Tb SIKOCTI, LeTUINIpUAVHII xnopug, 3 BignoBigHMMMN
BUMYCK Cepiii: 3MiHamu y p. «Cknag»
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTPO/b Cepiii:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis
163. | CUHTOMIUVH NiHIMeHT 5% no 251y MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpavLiiiHnX 6e3 peyenma UA/4683/01/01
Ty6i, no 1 Ty6i B navi "Ny6Hnchapm"” "Ny6Hncpapm” Marepianis: 3miHu Il TNy - 3MiHK Woao

6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) oo 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro noceigyeHHs,
BK/IIOHaK0UM MNaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[00aTKOBUM AaHVIMU, L0 MatoTb
HaJaBaTnCA KOMNETEHTHUM OpraHoMm,
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

OCKi/IbKM BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNeTeHTHUM opraHoM) (BUKOHaHHSA
3060B'A3aHb BiANOBIAHO A0 NigNyHKTY 1.13
nyHKTY 1, nignyHkTy 2.3 NyHKTY 2 gogartky 15
0 MNopagky NpoBeAeHHs ekcnepTnsn
peecTpauiiHnx MaTepianis Ha sikapcbki
3aco6u, WO NojatTbCsA Ha AePXaBHY
peecTpadito (nepepeecTpavito), a Takox
eKkcnepTu3n MaTepianis Npo BHECEHHSA 3MiH
[0 peecTpavuiiiHMx MaTepianis NpoTArom Aji
peecTpaLiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

164.

CNABINAKC-
310POB'SA

Kpanni opasnbHi, 7,5
mr/mn, no 15 mn a6o 30
MY do1akoHi; no 1
hnakoHy B KOpo6L,i 3
KapToHY

ToBapucTso 3
06MexeHot
Bi4nNoBiAaNbLHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
obmexeHoro
BignoBigabHICT
10
"®GapmavueBTuyH
a KoMnaHis
"3popos'sa”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviliHnx
marepianis: 3miHu | TUny - AgMiHiCTpaTUBHI
3MiHK. 3MiHa Ha3Bn A®| abo AOMNOMIKHOT
peyoBMHM (3MiHA HA3BU AONOMDKHOT
peyoBuHn) (TepmiH BBEAEHHS 3MiH MPOTATOM
3-x MicsLiB nmicns 3aTBepKeHHs); 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEO6XIiAHICTIO
npuBeLeHHs Yy BIANOBIAHICTb 40 MOHOrpadil
[®Y abo €sponeiicbkoi hapmakonei, abo
iHLWOT HauioHaNbHOT thapmakonei fepxasu
€C (3miHa y cneuundikaLisx, nos'a3aHa 3i
3miHamu B 1Y, abo EBponeiickkili
thapmakonei, abo iHLUiA HaLioHaNbHIl
thapmakonei gepxasu €C) CynyTHs 3MiHa -
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
MeTogax BunpobyBaHHA APl abo BUXigHOIO
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y Npoueci
BUpO6HULUTBa AP| (HE3HAUHI 3MIHW Y
3aTBEPKEHNX MEeTOoAAax BUNPOGYyBaHHS)
(NpvBeaeHHsa cneuudikauii Ta MeToAis
BXigHOro koHTposto A®I Hatpito nikocynbgat
3a nokasHukamu: «lageHTudikayis D»
(nokasHuK BUIy4eHo), «MikpobionoriyHa
yucToTa» Yy BiANOBIAHICTL 40 BUMOrO Ajit04Oro
BMAaHHA EP); 3miHun | Tuny - 3miHM 3 AKOCTI.
CepTudpikar signosigHocTi/lE-cepTudpikat
BiANOBiAHOCTI EBpONeiiChKilt
hapmakonei/MoHorpadii. 3miHun, nos'a3aHi 3

6e3 peyenma

UA/12465/02/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL
00 MoHorpadii 4dY abo EBponeiicbKoi
thapmakonei, abo iHLWOT HaLioHaNbHOT
hapmakonei gepxasu EC (3miHa y
cneundikauisix, noB'a3aHa 3i 3miHamu B dY,
abo €ponelicbkiin gpapmakonei, abo iHLLii
HaujioHasbHIl thapmakonei gepxasmn €C)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHs
[OMNOMDKHOT PEYOBMHY (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOAaX BUNPOOYBaHb)
(npvBeeHHs cneumdpikaliin Ta MeTogis
BXiJHOrO KOHTPO/IHO SKOCTi AOMOMIXKHMX
PEYOBUH Y Bif4NOBIAHICTL 40 BUMOT Ai04Oro
BuAaHHa EP/Q®Y: - Hatpito 6eH30aT, Boga
ouyiLLeHa — 3a NOKa3HUKaMu:
«Mikpob6iosioriyHa unctota», «Baxki
MeTann» (PO34is BUIydYeHo); - CopbiT — 3a
nokasHukamm: «CynpoBifHi JOMILLKM»,
«Bopga», «MikpobionoriyHa ymctota»,
«Po3mip yacTok» (po3ain BHECEHO); -
KvncnoTa IMMOHHA — 3a NOKa3HNKOM
«MikpobionoriyHa yncrotax»; - Hatpito
umMTparT — 3a nokasHukamu: «Bopga»,
«MikpobionoriyHa YicToTax», «Baxki
MeTasn» (PO34ia BUTyYeHO); 3MiHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
3MiHW, NOB'sA3aHi 3 HEOOXIAHICTIO
npuBeLeHHs Yy BiANOBIAHICTb A0 MOHOrpadii
L®Y abo €sponeiicbkoi hapmakonei, abo
iHLLIOI HaLjoHa/IbHOT thapmakonel Aepxasu
€C (3miHa y cneuudikauisx, nos'asaHa 3i
3aMiHo0 BUMOT MoHorpadii APY abo iHWwol
HaujioHasbHOT thapmakonei aepxasu €C Ha
BMMOrY MoHorpadii €BponeincbKoi
thapmakonei) CynyTHs 3MiHa - 3MiHU 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob
[OMOMIKHUX PeyoBWH. 3MiHa y MeTodax
BUMPOBYBaHHA AOMOMiXHOI PEYOBUHN
(He3HauHi 3MiHN Y 3aTBEPAKEHNX METOAAX
BMNpo6yBaHb) (3MiHM y crnieumdikavii Ta
MeToAax BUNPo6yBaHHSA [ONOMIKHOT
PEYOBUHM KMC/IOTA IMMOHHA, MOB'A3aHi i3
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

3amiHO0 BMMOT MoHorpadii 4PY Ha Bumorn
MoHorpadii EP 3a nokasHukamu:
«lpeHTudikauis B», «3abapBneHHs
PO3uUnHy», «Baxki MeTanm» (NoKasHuK
BWy4YeHO); 3MiHu | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /1iKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK)

CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax

BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXKEHNX METOAAX
BMNPOGYBaHHSA) (HE3HAYHI 3MiHW napameTpis
cneuudikauii Ta MeTogiB KoHTposo /13 3a
nokasHukamu: - «po3opicTb» - YTOUHEHO
KpuTepii NPUAHATHOCTI BiANOBIAHO 4,0 BUMOT
njtoyoro BugaHHsa AdY; - «[o3a i
O[IHOPIAHICTb A03YBaHHA» - BUTYYEHO
nocuiaHHA Ha JdY nepLuoro BUAAHHS;

«MikpobionoriyHa uncToTa» - pefakLiiHo

YTOYHEHO KpUTepii NPUAHATHOCTI, METOAUKY
BMNPOBYyBaHHA NPMBEAEHO A0 BUMOT Ai04HOro
BUAaHHA ADY; - «KinbKicHe BU3HAUYEHHS» -
YTOUYHEHHS KiIbKICHOTO BMICTY Ajito4oi
PEYOBMHM Ta KOHCEPBAHTY Y PO3PaxyHKy Ha
ofAnHULII0 06'eMy: 3aTBeppKeHO: (B 100 M
npenapary); 3anponoHoBaHo: (B 1 mMn
npenapary), Kputepii NPUAHATHOCTI He
3MIHWNCD;

- [0 cneumdikayii Ta METOAIB KOHTPO/O
AKOCTi 3a po3ginamu: «laeHTudikayis,
«pH», «BigHocHa ryctuHa», «CynpoBiaHi
[OMILLKV» BBOAWUTLCA NOCUIAHHA Ha Ajtoyy
pegaxuito Y 6e3 3miH KpuTepiiB
NPUAHATHOCTI Ta aHaNITUMHNX METOANK);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaliini Ta/abo fonycTUMUX MeX
rOTOBOrO /iKapCbkOro 3acoby (iHLLi 3MiHW)
(3wmiHa napameTpis cneuudikauii 13 3a
nokKasHNkoMm «CTyniHb 3a6apB/ieHHs» Ta, K
HacnifgoK, 3MiHM 0 p. «Onuc») (TepMiH
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BBE/EHHS 3MiH NPOTAroM 3-X MicsALiB nicns
3aTBEpAXEHHS); 3MiHM | Tuny - 3MiHK 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHNIA 3aci6. 3miHa
chopmu abo po3Mipy KOHTelHepa 4u
3aKynoproBasIbHOT0 3aco6y (NepBUHHOT
ynakoBkK) (HeCTepUsIbHI NiKapcbki 3aco6m)
(He3HauHi 3MiHW po3Mipy 3aTBEpPLKEHNX
Kpuwok 1,4 a BupobHrka TOB «®apmmalu»);
3MiHn |l Tuny - 3MiHK 3 akocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiAHOro/NPOMIXHOr0 NPOAYKTY/peareHTy,
LLLO BUKOPWCTOBYHOTHLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOYatoum, ae HeobXxigHO, MicLe
NpoBefEeHHS KOHTPOIO sikocTi) APl (3a
BiICYTHOCTI cepTudcpikaTa BiAnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(BBEAEHHS HOBOMO
BMpOGHMKa A®| 3 HagaHHAM MacTep-gaiina
Ha A®I) (BBeaeHHSA HOBOTO BUpo6HMKa AdI 3
HaJaHHAM MacTep-gaiina)
CynyTHS 3miHa - 3MiHuM 3 sKocTi. ADI.
KoHTposib A®L. 3miHa y napameTpax
crneungikauii Ta/abo 4onycTuMmMx Mex,
BM3HAYeHUX y cneundikauisix Ha A®l, abo
BUXiZHWA/NPOMIKXHWIA NPOAYKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y MPOLECi BUPOBHULTBA
A®I (iHWi 3MiHN)

- 3MiHM 3 skocTi. APl KoHTponb A®l. 3miHa y
mMeTofax BunpobysaHHs APl abo BuXigHOro
mMarepiany/npoMiXKHOTO NPOAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeCi
BMpo6HUMUTBa API (iHWI 3MiHM Y MeTogax
BMNpo6yBaHHA (BK/IKOYaloumM 3amiHy abo
[0MoBHEHHST) AD| abo BUXiAHOTO/NPOMIXHOro
npoaykTy) (NpuBefeHHs cneumdikadii Ta
MeTOZAiB BXiHOr0 KOHTPOSIIO 3& NOKA3HUKOM
«3aNLLKOBA KiNbKICTb OpraHiyHnx
PO3YMHHVKIB» [0 MaTepiasiB HOBOro
BMPOGHUKA)

165.

CoNnisM®

TabneTku, BKpUTI
060/10HKOIO,
KMLUKOBOPO34MHHI NO
20000 /10; no 10
TabneTok y 6nictepi, no

MAT "BiTamiHn"

YkpaiHa

MAT "BitamiHn"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
YMOB BMayi peecTpauiiiHoro noceig4eHHs,

6e3 peyenma

UA/5184/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayjiliHo
ynakoska) 20
nocsi0YeHHs1
2 abo 5 bnictepis y BK/IOYatoun MnaH ynpaeniHHA py3nkamm
nauuj 3 KapToHy (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIOro 06I'pyHTYBaHHSA HOBUMM
[04AaTKOBUM AaHVMW, L0 MaloTb
HafaBaTnCA KOMMNETEHTHUM OpraHoMm,
OCKiNIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM OpraHom) (BUKOHaHHS
3060B'A3aHb BiAMOBIgHO A0 NignyHkTy 1.13
NyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
0o MNMopsaky NpoBefeHH ekcnepTuan
peecTpauiiHnx MaTepianis Ha flikapcbki
3acobu, Lo NoJaloTbCa Ha AepXKaBHy
peecTpauito (nepepeecTpaw,iio), a Takox
eKCnepTn3n matepianiB Npo BHECEHHS 3MiH
[0 peecTpauiliiHnx maTtepianis NpoTArom fii
peecTpaLiniHOro NocBiAYEHHS,
3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
166. | COMHO/N® TabneTku, BKpUTI AT "Kanuekc" Nartsis AT "T'piHoekc” Nartsis BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/5343/01/01
NNiBKOBOIO 060/TI0HKOIO, MaTepianis: 3miHa 3asiBHMKa (BnacHuKa
no 7,5 mrno 10 peecTpavuiiiHoro noceigveHHs) (3rigHO Hakasy
TabneTok y 6nictepi; no MO3 Big 23.07.2015 Ne460)
1 abo no 2 6nictepu y
KapTOHHIM nayui
167. | CTAMAPUN NOPOLLOK A1 CycneHsii CaHodpi MNactep PpaHuis NOBHWIA LMK PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom | UA/16354/01/01
BAKUUHA AnA ANA iH'eKUjiA, He MeHLWwe C.A. BMPOGHMLTBA, YropLumHa marepianis:
MPO®ITAKTUKUN Hixx 1000 MO/go3a no 1 3arnoBHEHHS, 3MiHM | TUNY - 3MiHK WoA0
YKOBTOI [03i y thnakoHi Ta niodcpinisauis, 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
NMNXOMAHKU (OKUBA | po34nHHKK (HaTpito nepBuHHe Ta BeefieHHs1 ab0 3MiHK [0 y3araslbHEHUX
ATEHYVIOBAHA) Xxnopua, Boga ons BTOPUHHE LaHuX NPo cuctemy dhapmakoHarnsgy
iH'ekyit) no 0,5 mny nakyBaHHs, (BBEAEHHSA y3ara/ibHEHVX AaHuX npo
nonepegHL0 KOHTPO/Ib AKOCTI, cuctemy thapmakoHarnsgy, smiHa
3anoBHEHOMY LWnpuuy 3 BMNYCK Cepil; YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
NPVIKPINIEHOIO TOMNKOIO; MOBHUIA LKA 3[iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
no 1 donakoHy 3 BMPOGHMLTBA, 0cob6u 3 thapmakoHarnsagy 3assHuka ans
nopoLukomM Tano 1 nepBrHHE Ta 34ilicHeHHs1 hapmakoHarsiagy B YKpaiHi,
nonepeaHLo BTOPVHHE AIKLLIO BOHA BifiMiHHA Bifi YNOBHOBaXEHOT
3aMoBHEHOMY LWINpULY 3 nakyBaHHs, 0co6wu, BiANOBifabHOI 3a 3AiiCHEHHS

MPVKPINIEHOIO FO/IKOIO B
KapTOHHI kopobuj; no 1

KOHTPO/b SIKOCTI
Ta BUMNyCK cepil

thapmakoHariagy (BKIYaUn KOHTaKTHI
[aHi) Ta/abo 3MiHM y pPO3MiLLleHHI MacTep-

0031 y chnakoHi Ta PO3UYMHHUKA: thaiina cuctemu chapmakoHarnsgy) - Airoua
PO3YMHHWKK (HaTpito CaHocpi MNacTep, pefakuisi: ynoBHOBaXeHa ocoba 3
xnopug, soga Ans PpaHuis; thapmakoHarnagy: Amens BeHkpitni / Amel
iH'ekuUid) no 0,5 Mny nepBuHHe Ta Benkritly; koHTaKTHa ocoba 3asBHVKa A1
nonepegHsLo BTOPVHHE 3iicHeHHs1 hapmakoHariagy B YKpaii:
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3anoBHEHOMY LNpuLy 3 nakyBaHHs, HeuenypeHko MapuHa BacunisHa.
ofHieto abo gsoma KOHTPO/b AKOCTI, MponoHoBaHa pefakLis: ynoBHOBaXeHa
OKpemMumu ronkamu; no BUNYCK CepiT; ocoba 3 hapmakoHarnsgy: Epik Teo / Eric
1 chnakoHy 3 NOPOLLKOM MOBHMWI LKA Teo; KOHTaKTHa 0coba 3asBHVKa Ans
Ta no 1 nonepeaHbO BMPOGHMLTBA, 3[jiCHEeHHS hapMakoHaraay B YKpaiHi:
3anoBHeHoMYy LWnpuuy 3 NnepBUHHE Ta KniwnH AHTOH MukonaiioBuy. 3miHa
1 abo 2 okpemumu BTOPUHHE KOHTaKTHUX JaHWX YyNMOBHOBaXEHOI 0cobu
ronikamu y 6nictepi B nakyBaHHs, 3as9BHMKA Ta KOHTaKTHOI 0co6u
KapTOHHI KOpooLi KOHTPO/b SKOCTI
Ta Bunyck cepii
PO3YMHHYKA:
CaHodpi MNactep,
dpaHuis;
MOBHWIA LMKN
BUPOGHULTBA,
nepBuHHe
nakyBaHHs,
KOHTPO/b SKOCTI
PO3UYNHHKIKA:
CAHO®I
BIHTPOM
IHOACTPIA,
®paHuis;
BTOPVHHE
nakyBaHHs:
CaHodhi-ABeHTiC
MpatisiT Ko.
Jitg., YropuwumHa
168. | CYMAMEA® niodpinizaT 4N po3umHy TeBa I3painb MNIBA Xopsaris BHECEHHS 3MiH O peecTpavLiiiHnX 3a peyenmom UA/2396/04/01
Ans iHgpysili no 500 wmr, dapmaLeBTikan XpBarcka A4.0.0. marepianis:
5 chnakoHis 3 IHgacTpi3 J174. 3MiHK | TUny - 3MiHa 6yAb-AKOT YacTNHK

niodgpinizaTom y kopobu,i

maTepiasnly NepBMHHOT yNakoBKK, L0 He
KOHTaKTy€e 3 rOTOBMM JliKapCbKM 3aC060M -
3amMiHa aitoMiHIEBOrO 06THNCKA4oro
KOBMayka Ha a/toMiHIEBUI KOBNAYOK 3
noninponiNeHoBUM ANCKOM 3 KOHTPO/IEM
nepLioro BigKpuTTA. OHOB/IEHO PO34iNu
3.2.P.1. Onuc Ta ckniag fikapcbkoro 3acoby
Ta 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBabHWii 3aci6: onuc
CK/ISIHMX (pr1akoHiB, NMPO6OK Ta KoBNaukiB
OHOB/IEHO BIAMNOBIAHO A0 Ai0YOro cTaHAapTy
1ISO 8362; 3miHn | TMNY - 3MiHa NapameTpis
cneuudikaLin Ta/abo fonycTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro
3aco6y (AoNOBHEHHS cneundikauii HOBUM
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
NMOKa3HNKOM 3 BifnOBiLH/M METOAOM
BMNPOGYBaHHS)
169. | CYP®AKTAHT-Mb cycneHsis ans M.BIOTEK Benvka B/EC KaHaga BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom | UA/15565/01/01
iHTpaTpaxeasibHOro NIMITEQ BputaHis BIOYEMIKANC marepianis: (minbku 8
BBe[EHHS, 27 Mr/mn no IHK TEeXHiYHa MOMUJIKa Y METOLAX KOHTPOSIKO ymosax
3 mn abo no 4 mn, abo AKOCTI Ta IHCTPYKUIT ANA MeANYHOro cmavyioHapy)
no 5 mn y donakoHi; no 1 3aCTOCYBaHHSA y PO34i/i «YMOBW 36epiraHHs»
hnakoHy y nauui 3
KapTOoHY
170. | CYP®AKTAHT-MBb cycneHsis gis M.BIOTEK Benvka BJIEC KaHaga BHECEHHS 3MiH A0 peecTpauiiHnx - UA/15566/01/01
iHTpaTpaxeasnbHOro NIMITEL BpuTaHis BIOYEMIKANC marepianis:
BBEAEHHS, 27 Mr/mn in IHK TEeXHiYHa NOMUSIKa y MeToAax KOHTPO/I
bulk: no 3 mn a6o 4 mn, SIKOCTi Ta IHCTPYKUIT 415 MeANYHOro
a6o 5 mn y donakoHi; no 3aCTOCYBaHHS y PO34i/i «YMOBU 36epiraHHs»
20 dpnakoHiB y
KapPTOHHIN KOpoOU;i
171. | CYTEHT Kancynu no 12,5 mrno 7 Mdpaiizep IHK. CWA Mdpaiizep ITanisa ITania BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom UA/7785/01/01
Kancyn y 6nictepi; no 4 C.p.n. marepianis:
6nicTepun y KapTOHHIl 3MiHun Il Tuny - 3MiHK Woao
KopoobLi 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BMAaui peecTpauiiiHoro noceig4eHHs,
BK/TIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
[0AATKOBUM AaHVIMU, L0 MatoTb
HajasaTncs KOMNETEHTHUM OpPraHoMm,
OCKINIbKN BUMaraeTbCs CyTTEBA OLLHKa
KOMNETEHTHUM OpraHom) - BUkoHaHHs
30060B'A3aHb BiANOBIAHO A0 NiANYHKTY 2.3
NyHKTY 2 gopatky 15 go Mopapgky
NpoBefeHHA excnepTu3y peecTpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha filepXasHy peecTpadiiio
(nepepeecTpaduito), a Takox ekcnepTusu
marepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom Aii
peecTpaLiiiHOro nocBig4eHHs,
3aTBEpAXEeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)
172. | CYTEHT Kancynm no 25 mr no 7 Mdpaiizep IHK. CWA Mdpbaiizep ITania ITanis BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/7785/01/02

Kancyn y 6nictepi; no 4
6nicTepun y KapTOHHiIl
Kopoo6Li

C.p.n.

marepianis:
3MiHu |l TNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3MiHa(1) A0 3060B'A3aHb Ta
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Kpaina

Peecmpayjitina npoyedypa

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

BUPOGHUKa

YMOB BUAaui peecTpauiliHoro nocsigyeHHs,

CWA

Mdpaiizep ITanis

ITanis

BK/IIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMU
[0AATKOBUM AaHVIMK, LLO MatoTh
HafaBaTnCcA KOMMNETEHTHUM OpraHoMm,
OCKi/TbKM BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) - BUKOHaHHS
3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY 2.3
NyHKTY 2 gopatky 15 go Mopagky
NPOBEefEHHA ekcnepTu3n peecTpaLiiinx
mMaTtepianis Ha nikapcbki 3acobu, Lo
noAatoTbCA Ha flepXxasHy peecTpadliio
(nepepeecTpav,ito), a TaKoX ekcnepTnaun
mMartepianis NPo BHECEHHA 3MiH 40
peecTpauiiHux maTepiasnis NpoTarom Aii
peecTpaLiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis:

173.

CYTEHT

kancynu no 50 mr no 7
Kancyn y 6nictepi; no 4
6nicTepun y KapTOHHIl
KopoobLi

Mdpaiizep IHK.

CLUA

C.p. n.

ITanis

Mdbaiizep ITanis

3MiHK |l TNy - 3MiHW Wwoao
6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.
BHeceHHA abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
BK/IIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pyHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVIMK, L0 MatoTb
HagasaTncs KOMNETEHTHUM OpraHoM,
OCKINIbKN BUMaraeTbCs CyTTEBA OLLHKa
KOMMNETEHTHUM OpraHom) - BUKOHaHHS
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3
NyHKTY 2 gopatky 15 no Mopapgky
NpoBefEeHHA excnepTu3y peectpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha filepXaBHy peecTpadiiio
(nepepeecTpaduito), a Takox ekcnepTusmn
mMaTtepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasiB NpoTArom aii
peecTpaLiiHoOro NocBig4eHHs,
3aTBEpAKEHOro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3

Ymosu Homep
Bionycky peecmpayiliHo
20
nocsi0YeHHs1
3a peyenmom UA/7785/01/03
3a peyenmom UA/7785/01/04

Big 23.07.2015 Ne 460)

BHECEHHS 3MiH 40 peecTpaLiiHnX

kancynu no 37,5 mrno 7

Mdpaiizep IHK.

174.

CYTEHT
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Kancyn y 6nictepi; no 4
6nicTepun y KapTOHHIl
KopoobLi

C.p. n.

marepianis:
3MiHun Il Tuny - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapmakoHarniagy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBigyeHHs,
BK/TIIOYaK0UM MNaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
NoAaJsIbLIOro 06r'pyHTYBaHHS HOBUMM
[0AaTKOBUM AaHVIMU, L0 MatoTb
HafaBaTnCcs KOMMNETEHTHUM OpraHoM,
OCKiNIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMMNEeTeHTHUM OpraHoMm) - BrkoHaHHs
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3
NyHKTY 2 gopatky 15 go Mopapgky
NpoBefeHHA excnepTu3u peectpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha iepXaBHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTusn
mMaTtepianis NPO BHECEHHSA 3MiH 40
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHOro NocBig4eHHs,
3aTBEpAKEHOro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

175.

TAKCOTEP®

KOHLeHTpaT Ans
pO3uuHy ans iHgoysiii, 20
mr/mn Ne 1: no 1 mn (20
Mr) y conakoHi; no 1
hN1aKoHy B KapTOHHIl
Kopo6ui; Ne 1: no 4 mn
(80 mr) y dhnakoHi; no 1
hN1aKoHY B KapTOHHIl
KopoobLi

TOB "CaHodhi-
ABeHTIC YkpaiHa"

Ykpaina

CaHochi-ABeHTic
[Loliunang TM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHM | TUNY - 3MiHK Woa0

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX
AaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo
cucTemy thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3ilicHEeHHS hapMakoHaria4y; KOHTaKTHOT
0cobu 3 thapmakoHarnagy 3asBHvKa Ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLLIO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 3ilACHEHHS
hapmakoHarnagy (BKI4aun KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yMNOBHOBAaXEHOI 0C06M, BifnoBiganbHOI Ans
3fificHeHHs chapmakoHarnsgy: ditova
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepgakuis — KnilwmnH AHTOH
MukonainoBmy. 3MiHa KOHTaKTHUX AaHWX

3a peyenmom

UA/5488/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
yNOBHOB&XeHOT 0cobw, BignoBifanbHOI Ans
3fiicHeHHs1 chapMakoHarisgy
176. | TAHAKAH® TabneTku, BKpUTI INCEH ®APMA PpaHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/9822/01/01
060710HKOI0, NO 40 Mmr, IHAYCTPI marepianis: 3miHu | Tuny - 3miHK Woao
no 15 TabneTtok y 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
6nictepi; no 2 abo 6 (iHWi 3MiHM) (OHOB/IEHHA 3aTBEPAKEHOrO
6nicTepiB y KAPTOHHIN TEKCTY MapKyBaHHA NEePBUHHOI Ta BTOPUHHOT
KopooLi ynakoBOK /13 3 BHECEHHAM 3MiH [0 TEKCTY
MapKyBaHHS: JONOBHEHHS TEKCTY
MapKyBaHHA BTOPUHHOT yNakoBKN
iH(hopMaLLiero CTOCOBHO KaTeropii Bignycky,
cnocoby Ta LWNsAXy BBeAEHHS, iHhopMaLil,
fKa HaHoCcUTbCA WpndTom bpaiins Ta
NOroTMny KOMNaHii, BUNy4YeHHs 3 NePBUHHOT
ynakoBKW iHchopmMaLii Woao Airoyoil
PEYOBUHM, & TaKOX BUTyUEHHSI TEKCTY
MapKyBaHHS1 POCiiCbKOI0 MOBOIO 3 NEPBUHHOT
Ta BTOPVHHOI yNakoBOK (6y/10 yKpalHCbKO
Ta POCIliCbKOI0, @ CTao YKpaiHCbKOH)
(TepMiH BBEAEHHS 3MiH NMPOTArOM 6-Tn
MicALiB Nicasa 3aTBepAKEHHS)
177. | TAHAKAH® PO34MH opasibHUiA, 40 INCEH ®APMA dpaHuis BO®YP INCEH dpaHuis BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/9843/01/01
mr/mn no 30 mny IHAYCTPI marepianis:
hnakoHi; no 1 chnakoHy 3MiHW | TUny - 3MiHK Woao
y KOMMNJIeKTi 3 6e3nekn/edheKTVBHOCTI Ta dapMakoHarnsay
[03aTOPOM Y KapTOHHiIl - OHOB/IEHHS 3aTBEPAXXEHOr0 TEKCTY
Kopoo6Li MapKyBaHHsA NepBUHHOT Ta BTOPUHHOT
yNaKkoBoK /13 3 BHECEHHAIM 3MiH [0 TeKCTY
MapKyBaHHS: JONOBHEHHS TEKCTY
MapKyBaHHS BTOPUHHOI YNakoBKK
iH(hopMalLliero CTOCOBHO KaTeropii Bignycky,
cnocoby Ta LsAXy BBeAEHHS, iHhopmaii,
Aka HaHocWTbCS WpKndToM Bpaiina Ta
IOrOTUNY KOMMAHIT, & TaKOX BUTyYEHHS 3
NepBMHHOT YNakoBkM iHdhopmauii Wwoao
Aito4oi peyosrHU. BBeAeHHA 3MiH
NPoOTArom 6-T1 micsAyiB nicns
3aTBEPAKEHHSA
178. | TAHAKAH® PO34mnH opasibHUiA, 40 INCEH ®APMA dpaHuis BO®YP INCEH ®paHuis BHECEHHS 3MiH [JO peecTpaviiiHnx 3a peyenmom UA/9843/01/01
mr/ma no 30 My IHOYCTPI marepianis:
chnakoHi; no 1 dpnakoHy 3MiHKM | TUNY - NOAAaHHA HOBOTO cepTudikaTy
Y KOMNJIEKTi 3 BiANOBIAHOCTI €Bponelicbkilit hapmakonei
[,03aTOPOM Y KapTOHHIiA RO-CEP 2014-205-Rev 00 Big Bxe
KopoobLi 3aTBEpPKEHOro BUPOGHMKa Ait0H0i pevOBUHU
iHKro 6i106a Cyxoro ekcTpakTy
179. | TACUTHA kancysm Teepgi no 200 HoBapTic ®apma LLiBeliyapis HoBapTic ®apma LLIBeliLapist BHECEHHS 3MiH 40 peecTpaLiiHnX 3a peyenmom UA/8979/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Mr no 14 kancyny Al LWrenH Al marepianis:
6nicTepi; no 2 6nictepn 3MiHM | TUny - 3MiHa BUPOGHYMKa
Y KOpo6L,i 3 KapToHy; Mo BUXiAHOro/NPOMIXHOr0 NPOAYKTY/peareHTy,
4 kancynu y 6nictepi; no LLIO BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
7 6nicTepiB y Kopobui 3 npoueci A®l, abo 3miHa BUpOGHMKa
KapToHY (BKnOYatoum, ae HeobXxigHO, MicLe
NPOBELEHHS KOHTPO/IHO AKOCTI) API -
BBEJEHHA a/lbTePHaTUBHOI AiNbHUL,
BignoBigasbHOI 3a BCi eTany BUpO6HULTBA,
BK/IOYA0UM MIKpPOHi3aLjio. BBegeHHsA 3MiH
npotsrom 3-x Micslis nicna
3aTBEPAKEHHSA
180. | TACUIHA Kancysm Teepgi no 150 HoBapTic ®apma LLIseliyapis HoBapTic ®apma LLIBeiLapis BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/8979/01/02
Mr M0 4 kancynuy Al LWTeitt Al marepianis:
6nicTepi; no 7 6nictepis 3MiHu | TNy - 3MiHa BUPOGHMKa
y kopobLji 3 KapTOHY BVXifHOro/MPOMiXXHOro NpoAyKTy/peareHTy,
LLLO BUKOPWUCTOBYHOTLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKaA
(Bkntovatoun, ae HeobxigHO, MicLe
NpoBeEeHHSA KOHTPOJI0 AKOCT) AdI -
BBEJEHHA aflbTePHATUBHOI AiNbHUL,
BiANOBIA&/IbHOI 3a BCi eTann BUpPObHULITBA,
BK/IOYA0UN MIKpPOHi3aLiio. BBegeHHs1 3MiH
nporarom 3-x Micauis nicna
3aTBepPAKEHHSA
181. | TAXOKOMB nnacTuHa, BkpuTa Takepna ABCTpis ABCTpis Takena ABCTpis ABCTpis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/8345/01/01
060/10HKOI0; 1 nnacTnHa 6X rM6X marepianis: 3miHu | TUNy - 3MiHK 3 AKOCTI.
po3mipom 2,5 cm x 3,0 [oTOBWIA Nikapcbkuit 3aci6. Cuctema
cm abo po3mMipom 9,5 cm KOHTeliHep/3akKynopoBasibHWi 3aci6 (iHLWi
x 4,8 cm, abo po3mipom 3MiHW) (BHECEHHS 3MiH [0 p. «YNaKkoBKa»
48cmx4,8cmB MK$A N13: y3romxeHHs iHchopmaui,
6nictepi. Mo 1 6nictepy 3a3HayveHol y p. YnakoBka» 3 MaTepianamu
B MakeTi. peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
[ns nnactuHyn po3mipom KOHTeliHep/ 3aKkynoptoBasibHMIA 3aci6)
25cmx3,0cmTa9,5 (TepMiH BBEAEHHS 3MiH NMPOTArOM 6-Tu
cM X 4,8 cm: no 1 nakety MicALiB NiCNSA 3aTBEPAYKEHHS)
B KApPTOHHIli KOpooL;
[nsa nnactrHm po3mipom
4,8 cm x 4,8 cm: o 2
nakeTn B KAPTOHHIM
Kopo6Li
182. | TEMOAAN® MOPOLLIOK 4151 PO3UUHY LWepinr-Mnay LBeliuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH 10 peecTpayinHnx 3a peyenmom UA/4893/02/01
Ans iHdysiii no 100 mry CeHtpan lct Al Hepo3dacoBaHo Benebris marepianis:
hnakoHax Ne 1 T npoayku;i, 3MiHU | TUNYy - 3MiHa y MeTogax
nepsuHHe BunpobyBaHHA APl abo BUXigHOTO

NnakyBaHHA Ta

mMaTtepiaay/npomidkKHOro NPoAyKTy/peareHTy,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KOHTPO/Ib SIKOCTI: LLIO BUKOPUCTOBYETLCA Y NPOLLEC
Bakctep BMpO6HMLTBA AP - 3aMpONOHOBaHO
OHKonoaxi 3a3HayeHHs! aNbTepHATUBHOI KOMIOHKY, L0
v6X, BMKOPWCTOBYETLCA B @aHA/TITUYHI MeToAML
HimeuumnHa; BEPX 415 KiflbKicHOro BU3HauYeHHst Ad®|
BTOPVHHE TEMO30/10Miy; BUNPaBEHHS APYyKapCbKOl
nakyBaHHs Ta NMOMW/IKV - HE3HAYHA KOPEKLisi CTPYKTypK
[03BiN Ha Jomilkm (MantoHky) - 2 Azahypoxanthine B
BUNYCK cepil: po3aini peecTpauiliHnx matepianis
LepiHr-Mnay 3.2.5.4.2.5; 3MmiHn | Tuny - 3mMiHa y Mmetogax
Na6o H.B., BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
Benbris - 3aNpornoHOBaHO 3a3Ha4YeHHs
a1bTePHAaTMBHOT KOJTOHKM, LLO
BMKOPWCTOBYETLCSA B @aHA/TITUYHI MeToAML
BEPX 3a po3ginom «KinbkicHe BU3HaYeHHs
Ta CynpoBiAHI AOMILLKMN»
183. | TEMOAAN® Kancynum no 20 mry LWepiHr-Mnay LBeiiuapis BMPOGHMLTBO PiHnanpin/ BHECEHHS 3MiH O peecTpaviiiHnX 3a peyernmom UA/4893/01/02
cawe Ne 5 (1x5), Ne 20 CeHTpan lct Al Hepo3dghacoBaHo Benbris marepianis:
(1x20) B KapTOHHii T npoAykuii, 3MiHM | TUny - 3MiHa y MeToAax
Kopoo6Li nepBuHHA BMNpobyBaHHA APl abo BuXigHOTO
ynakoBka Ta mMartepiany/npomiKHOro NpoayKTy/peareHTy,
KOHTPO/Tb SIKOCTI: LLIO BUKOPUCTOBYETLCSA Y NPOLLECI
OpioH dapma, BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y
PiHNAHAIA; 3aTBEPKEHNX MeToAax BUNPOBYBaHHS) -
nepBrHHa Ta 3aMpornoHOBaHO 3a3HayYeHHs
BTOPVHHA a/IbTEPHATUBHOI KOTOHKM, LLIO
ynakoBka, BUKOPVCTOBYETLCA B aHauTiTUYHIA MeToauL
[03BiN Ha BEPX fns KiflbkicHOro Bu3HaueHHs Adl
BUNYCK cepil: TeM030/10Mify; BUNPaB/IEHHA APYKAPCHKOT
LWepinr-Mnay NMOMWJIKW - HE3HAYHA KOpEeKLis CTPYKTYpu
Na6o H.B., Jomilkm (MantoHky) - 2 Azahypoxanthine B
Benbris po3gaini peecTpauiiiHnx martepianis
3.2.5.4.2.5; 3miHu | TMNYy - 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAxX
BMNPOGYBaHHS) - 3aNpPONOHOBaHO
3a3HaYeHHsa asibTEPHATUBHOT KOJTOHKW, WO
BMKOPWCTOBYETLCA B @aHA/TITUYHI MeToAuLi
BEPX 3a po3ginom «KinbkicHe BU3HaYeHHs
Ta CynpoBiAHI AOMILLKMN»
184. | TEMOOAN® Kancynu no 100 mry LWepiHr-Mnay LBeiiLapis BMPOGHMLTBO PiHnanpin/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/4893/01/03
cawe Ne 5 (1x5), Ne 20 CenTtpan Ict Al Hepo3cacosaHo Benebris marepianis:
(1x20) B KQpPTOHHiM T mpoaykuii, 3MiHK | TUNy - 3MiHa y MmeTogax
KOpooLi nepBuHHA BMNpobyBaHHA A®l abo BUXigHOTO
ynakoBka Ta mMaTtepiany/npomMiKHOro NpoAayKTy/peareHTy,

KOHTPOJ1b AKOCTI:

LL|0 BUKOPUCTOBYETLCS Y MPOLECI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
OpioH ®apwma, BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y
DiHNAHgIS; 3aTBEPMAKEHUX MeToAax BUNpobyBaHHs) -
nepBuHHa Ta 3anponoHOBaHO 3a3HaYeHHs
BTOPUHHA a/IbTEPHATUBHOT KOJIOHKM, LLLO
yrakoBKa, BMKOPWCTOBYETLCSA B @aHa/TITUYHI/ MeToAuLi
[03BiN Ha BEPX A5 KifibkKiCHOr0 BU3Ha4YeHHss Ad|
BUMYCK Cepii: TEMO30/10MiZy; BUNPaBNEHHS APYKapCbKOi
LWepinr-Mnay MOMUJIKW - HE3HaYHa KOpeKLis CTPYKTypu
Na6o H.B., OOMiLLKM (MasltoHKy) - 2 Azahypoxanthine B
Benebris po3gini peecTpauiliHnx martepianis
3.2.5.4.2.5; 3miHu | Tuny - 3mMiHa y MmeToaax
BUNPOBYBaHHS rOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEpPAKEHNX MeToAAx
BMMNPOGYBaHHS) - 3aNponoHOBaHO
3a3HayeHHs aNbTepHATUBHOI KOMIOHKY, L0
BMKOPWCTOBYETLCA B @aHA/TITUYHI MeToAML
BEPX 3a po3ginom «KinbkicHe BU3Ha4YeHHs
Ta CynpoBigHI AOMILLKN»
185. | TEMOAAN® Kancynu no 250 mry LWepinr-Mnay LLseiuapis BMPOGHMLTBO PiHnaHgia/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/4893/01/04
cauwe Ne 5 (1x5), Ne 20 CeHTpan Ict Al Hepo3dhacoBaHo Benbris marepianis:
(1x20) B KapTOHHii T npoAykuii, 3MiHu | TNy - 3MiHa y MeTogax
Kopoo6Li nepBuHHA BMnpobyBaHHA APl abo BMXigHOTO
ynakoBka 1a mMartepiany/npomiKHOro NpPoayKTy/peareHTy,
KOHTPO/b SKOCTI: LLI0 BUKOPUCTOBYETLCSA Y NpoLeci
OpioH ®apwma, BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y
PiHNAHAIA; 3aTBEpAKEHUX MeToAax BUNpobyBaHHs) -
nepBuHHA Ta 3anponoHOBaHO 3a3HaYeHHs
BTOPUHHA aNIbTEePHaATUBHOT KOMTOHKM, LLO
ynakoBka, BUKOPVCTOBYETLCA B aHaUTITUYHIA MeToauL
[03BiN Ha BEPX a5 KiflbkiCHOTO BU3Ha4YeHHst Al
BUMYCK Cepii: TEMO30/10MiZy; BUNPaBNEHHS ApYKapCbKOi
LWepinr-Mnay MOMWJIKM - HE3HaYHa KOpeKLis CTPYKTypu
Na6o H.B., OoMilkM (MasitoHKy) - 2 Azahypoxanthine B
Benbris po3gini peecTpauiliHnx martepianis
3.2.5.4.2.5; 3miHu | TMNY - 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBepAKEHNX MeToAax
BUMPOOYBaHHS) - 3anpoNoOHOBaHO
3a3HayYeHHs aNbTepHATUBHOI KOMTOHKY, L0
BMKOPVCTOBYETLCA B @aHa/TITUYHI MeToauLi
BEPX 3a po3ginom «KinbkicHe BU3HaYeHHs
Ta CynpoBiAHI AJOMILLKN»
186. | TEMOOAN® kancysm no 140 mry LWepiHr-Mnay LLiseliyapis BUPOBHMLTBO dinnsaxgia/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/4893/01/05
cawle Ne 5 (1x5), Ne 20 CeHTpan Ict Al Hepo3dhacoBaHo Benbris marepianis:
(1x20) B KapTOHHil T npoAykuj, 3MiHM | TUny - 3MiHa y MeTofax
Kopo6ui nepBMHHA BMNPo6yBaHHs APl abo BMXigHOro
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
ynakoBka Ta mMartepiany/npomiKHOro NpoayKTy/peareHTy,
KOHTPO/b AKOCTI: LLI0 BUKOPUCTOBYETLCA Y NpoLeci
OpioH dapma, BUpO6HULUTBA AP| (HE3HAUHI 3MIHN Y
PiHNAHgIS; 3aTBEPAKEHNX MEeToAax BUNPOOyBaHHS) -
nepBuHHa Ta 3anponoHOBaHO 3a3HaYeHHs
BTOPVHHA albTEPHATUBHOI KOTOHKM, LLIO
ynaKoBKa, BMKOPWCTOBYETLCA B @aHA/TITUYHI MeToAML
[03BiN Ha BEPX 415 KinlbKicHOr0 BU3HauYeHHst Ad|
BUNYCK cepil: TeM030/10Mify; BUNPaB/IEHHS APYKAPCHKOT
LepiHr-Mnay MOMW/IKW - HE3HAYHA KOPEKLisi CTPYKTypK
Na6o H.B., Jomilkm (MantoHky) - 2 Azahypoxanthine B
Benbris po3aini peecTpauiliHnx matepianis
3.2.5.4.2.5; 3miHn | Tuny - 3mMiHa y Mmetofax
BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXKEHNX METOAAX
BMNPOGYBaHHS) - 3anpONOHOBaHO
3a3HayYeHHs aNbTepHATUBHOT KO/TOHKY, L0
BMKOPWCTOBYETLCA B @aHa/TITUYHI MeToauLi
BEPX 3a po3ginom «KinbkicHe BU3HauYeHHs
Ta CynpoBigHI AOMiLLKN»
187. | TEMOOAN® kancynu no 180 mry LWepiHr-Mnay Leiiapis BUPOBHULTBO PiHnsaHpia/ BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/4893/01/06
cawe Ne 5 (1x5), Ne 20 CenTpan lct Al Hepo3cacoBaHo Benbris marepianis:
(1x20) B KapTOHHii T npoayku;i, 3MiHu | TUNY - 3MiHa y MeTogax
KopoobLi nepBuHHA BMNpo6yBaHHA APl abo BUXigHOrO
ynakoBka Ta mMaTepiany/npomMikKHOro NpoayKTy/peareHTy,
KOHTPO/Tb AKOCTI: LLI0 BUKOPUCTOBYETLCA Y Npoueci
OpioH dapma, BUpO6HULUTBa AP| (HE3HAUHI 3MIHW Y
PiHNAHgIS; 3aTBEPMAXEHNX MeToAax BUNpobyBaHHs) -
nepBuHHa Ta 3anponoHOBaHO 3a3HaYeHHs
BTOPVHHA aNbTePHATUBHOI KOTOHKM, LLIO
ynaKoBKa, BMKOPVCTOBYETLCA B @aHa/TITUYHI MeToauLi
[03BiN Ha BEPX g1 KinbkKiCHOro Bu3HavyeHHs Ad|
BUNYCK cepil: TeM030/10Mify; BUNPaBEHHS APYKAPCHKOT
LepiHr-Mnay MOMW/IKW - HE3HAYHA KOPEeKLisi CTPYKTypK
Na6o H.B., OOMiLKkuM (MaultoHKy) - 2 Azahypoxanthine B
Benbris po3aini peecTpauiliHnx matepianis
3.2.5.4.2.5; 3MmiHn | Tuny - 3mMiHa y MmeTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXXEHNX METOAAX
BMNPOGYBaHHS) - 3aNpPONOHOBaHO
3a3HayYeHHs aNbTepHaTUBHOT KO/TOHKY, L0
BMKOPWCTOBYETLCA B aHa/TITUYHI MeToauLi
BEPX 3a po3ginom «KinbkicHe BU3HauYeHHs
Ta CynpoBigHi AOMILLKN»
188. | TUBEPAN® TabneTku, BKpUTI BAT [eBa XongiHr TypeuunHa BAT CaHpo3 TypeyuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/10486/01/01

NNiBKOBO 060/1I0HKOI0,

pyn Carnwmk

marepianis:
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
no 500 mr Ne 10 (10x1) y YpyHnepu 3MiHu Il Tuny - 3mMiHa BUPOGHKKa
6nictepax Inaunapu CaH. BVIXiZHOro/MpOMiXXHOro NpoAyKTy/peareHTy,
Be Tik. LLI0 BUKOPUCTOBYETHCS Y BUPOOHUYOMY
npoueci APl abo fitouoi peyoBmHu, abo
3MiHa BUPO6HUKa (BKToYatouu, ae
Heo6XifHO, MicLie NPOBEeAEeHHSA KOHTPO/IO
akocTi) APl abo gitouoi peyosuHm (3a
BiICYTHOCTI cepTudcpikaTa BiAnoBigHOCTI
€Bponelicbkiil hapmakonei y matepianax
peecTpauinHoro Aocbe) (BBeAEHHS HOBOTO
BMpPOGHMKa AP| abo fil040i peHOBUHM 3
HafjaHHAM MaTepiasniB peecTpauiliHoro ocbe
(mactep-thaiina) Ha Ailody peyoBuHy) -
BBEAEHHS1 HOBOTr0 BMPO6GHUKa AdI|
189. | TUHIAA3O0ON-TEBA TabneTku, BKpUTI BankaHdapma- Bonrapis BankaHtapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/6782/01/01
NAiBKOBOK 060I0HKOH, AynHnus AT JynHunus AT, marepianis:
no 500 mr no 4 TabneTku Bonrapis; 3MiHK | TUNy - 3MiHa NnapameTpiB
y 6nicTepi; no 1 BankaHtapma- cneyudikalini Ta/abo fonycTUMNX Mex
6nicTepy y KapTOHHIi Pasrpag AT, roTOBOrO /liKapcbkoro 3acoby (iHLWi 3MiHW) -
Kopoo6Li Bonrapis npveefeHHA Cneuudikauii metoais
KOHTPO/O SIKOCTI JTIKAPCLKOro 3acoby y
BIANOBIAHICTb A0 OpuriHanbHOI cnevmdikawi
B peecTpauiiiHoMy focbe, 6e3 3MiHK
napameTpiB Ta fONyCTUMUX MEX Ta 3
HeOobXiAHICTIO BHECEHHS pefaKLiiHUX NpaBok
B Ha3BY MNoka3Huka y cneuudikauii Ta 'y
TEKCTi MeToAiB KOHTPOJIIO SAKOCTI
«OHOPOAHOCTb MACChI» (3aTBEPAKEHO
«OpHOpPOAHOCTL NO Macce».) BBeaeHHA
3MiH npoTarom 3-x Micauis nicns
3aTBepPAKEHHSA
190. | TIOTPUA3ONIH NnopoLLUoK (cybcTaHuis) y [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/2565/01/01
KOHTelHepax niANPMEMCTBO nignNpPMEMCTBO marepianis: 3MiHu | TUny - AAMIHICTpaTUBHI
nonieTuNeHoBMxX A5 «3aBog, XiMiYHNX «3aB0og, XiMIYHNX 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecun
thapmMaueBTUYHOIO peaxkTusiB» peakTuBiB» MiCLii NPOBaKEHHS AisS/IbHOCTI BUPOOHMKA
BUKOPUCTaHHSA HaykoBo- HaykoBo- (BKKOUAlOUM, 3a HEOOXiAHOCTI, Micue
TEXHOJI0TYHOr0 TEXHOJI0T4YHOr0 NpPOBeAEHHS KOHTPO/IO SIKOCTI), ab0
Komnnaekcy Komnnaekcy BflacHvKa mactep-taiina Ha A®l, abo
«IHCTUTYT «lHCTUTYT noctavasnibHuka A®l/suxigHoro
MOHOKpUcTaniB» MOHOKpUCTaniB» mMartepialy/peareHTy/MPoOMKHOTO NPOAYKTY,
HaujioHanbHoT HaujioHasibHOT 1110 3aCTOCOBYHOTbCS Y BUPOGHULTBI ADI
akageMmii Hayk akagemii Hayk (AKLL0 3a3HAYEHO Y AOChE Ha NiKapCbKuii
YKpaiHu» YkpaiHm» 3acib) 3a BigCYTHOCTI cepTugikata

BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CLE, ab0 BUPOOHMKa
HOBOI JONOMIiXXHOI PEYOBUHY (SIKLLLO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3a3Ha4yeHo y Aocke) (3MiHa agpecu
BMpo6HUKa A®I, 6e3 3MiHN MicLA
BUpo6HUUTBA) (TepMiH BBEAEHHS 3MiH
NpoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS)
191. | TOPACEMIA Tabnetkn no 5 mr no 10 CaHpos3 CnoseHis BMPOGHMLTBO in Himeuunna/ BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/9619/01/02
CAHAO3® Tabnetok y 6nictepi; no dapmacbloTikan3 bulk, nakyBaHHs, MonbLa marepianis:
2 abo 10 6nicTepiB y a.4. BUMYCK Cepii: 3MiHM | TNy - 3mMiHa po3Mipy cepii
KapTOHHIA KOpooLi CanoTac (BK/IKOYALOUM Ajana3oH po3Mmipy cepir)
dapma NvbX, roTOBOrO NiKapCbKOro 3acoby - BBEAEHHS
HimeuumnHa; [0[4aTKOBOro po3Mipy cepii g/1s roToBOro
BUPOGHMLTBO in nikapcbkoro 3acoby: 3anponoHoBaHo: 5 mg
bulk, nakyBaHHs, tablets: approx. 320 kg corresponding to 4
BUMYCK Cepii: 000 000 tablets
Nex C.A., approx. 640 kg corresponding to 8 000 000
Monbua tablets
192. | TPAHKBIIAP® IC Tabnetkn no 0,3 r no 10 ToBapuncTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 6e3 peyenma UA/8851/01/01
TabneTok y 6nictepi; no [0aTKOBOKO [04aTKOBOK marepianis:
2 6nictepn B navui 3 BiANOBIAALHICTIO BiANOBIAALHICT 3MiHM | TURY - 3MiHW BUNPOGYBaHbL abo
KapTOHY "IHTEPXIM" 10 "IHTEPXIM", [ONYCTUMMX MEX, BCTAHOB/IEHUX Y
YkpaiHa cneuudikayisix, nig yac BUpobHULTBA
(BUPOBHKK, roTOBOro Nikapcbkoro 3acoby (BUNyYEeHHs

BiANOBiAaIbHUI
3a BUMYCK cepil;
BUNPOOBYBaHHSA
KOHTPOJIHO AKOCTI
(chiznyHi/XiMiuHi,
Mikpob6ionoriyHa
yncToTa),
36epiraHHs
rotoBof|
npoayKuii;
BVMPOGHMLTBO,
36epiraHHs
(roToBoi
npoaykuii,
CUPOBWHMN Ta
martepianis);
BMNPO6YBaHHSA
KOHTPOJH0 AKOCTI
(chiznyHi/ximiyHi)

HecyTTEBOro BUNpPoOyBaHHS B NPOLIECi
BMPOGHULITBA); 3MiHU | TVMY - 3MiHa
napameTpiB cneuudikaLii Ta/abo
O0MNYCTUMMX MEX rOTOBOTO NiKapCbKOro
3acoby; 3MiHu | Tuny - 3MiHa y napameTpax
cneuudikadii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHUX y cneuucpikauisix Ha A®l, abo
BVXiAHWA/NPOMIKHUIA NpoAYyKT/peareHT, Wo
BMKOPVCTOBYIOTLCS Yy NpoLeci BUPO6HMLTBA
A®I; 3miHM | TMNY - 3MiHa y MeTogax
BMNpobyBaHHA A®l abo BuXigHOTO
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOAAX BUNPOOYBaAHHS);
3MiHK | TNy - 3MiHM BUNpobyBaHb abo
[ONYCTUMMX MEX, BCTAHOBJIEHUX Y
cneuudikavisix, nig yac BUpo6HULTBA
rOTOBOTO JIiKAPCLKOro 3acoby (iHLUi 3MiHN);
3MiHu | TUNy - 3MiHa NnapameTpiB
cneyudikalii Ta/abo fonycTUMUX Mex
roTOBOrO NiKapCbKoro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka (Hanpuknag
3aCcTapifioro nokasHvika, Takoro sk 3anax Ta
CcMak, abo igeHTndikalisi 6apBHMKIB Un




Ne Ha3sBsa nikapcbko2o

Popma sBUMYCKY

160

n/n 3acoby

(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo
20

nocsi0YeHHs1

193.

TPUTALEE®

Tabnetkn no 5 mr Ne 28

CMakoBWVX 406aBoK)); 3MiHW | TUMy - cuctema
KOHTeliHep/3akKyrnopoBanibHWi 3aci6 (iHLWi
3MiHK) - 3MiHW B MeToZax BUNPO6YBaHHSA

T."Mikpob6ionoriyHa yicToTta" Ana nepBUHHUX
nakyBasibHUX Matepianis A®l, y 38 a3ky 3

NpUBEAEHHSAM Y BiANOBIAHICTb A0 APY; 3MiHN
| TNy - KOHTPO/b AONOMIXXHWUX PEYOBWH;
3MiHM | TuMy - 3MiHa napameTpis
cneuudikaliini Ta/abo fonycTUMUX MeX
NepBUHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3aco0y (AONOBHEHHS crneuudikauil HOBUM
NOKa3HUKOM 3 BifjNOBIAHUM METOAO0M
BMNPOGYBaHHSA)

194.

TPUTALEE®

(14x2): no 14 TabneTok
y 6nicTepi, no 2
6nicTepy B KapTOHHIA
KopoobLi

Tabnetkn no 10 mr Ne 28

TOB "CaHoi-
ABeHTIC YkpaiHa"

YkpaiHa

CAHO®I C.IN.A

ITanisa

BHECEHHS 3MiH O peecTpaviiiHnX
marepianis:
3MiHK | TURy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 a60 3MiHK [0 y3arasibHeHUX
AaHvx nNpo cmuctemy chapmakoHarnsgy
(BBEfEHHSA Y3arasibHEHUX AaHuX Npo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiZa/IbHOI 32
3[iicCHeHHA hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarniagy 3assHvKa gis
3[jiCHeHHs hapmakoHarnisgy B YkpaiHi,
AKLWO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBigasbHOT 3a 3AiCHEHHS
hapmakoHarnsgy (Bkaovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI Ans
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pepakuist — KnilmH AHTOH MukonaioBumy.
3MiHa KOHTaKTHWX AaHWX YNOBHOBaXEHOT
0ocobW, BignoBiganbHoI Ans 34iiCHEeHHS
hapmakoHarnsagy

3a peyernmom

UA/9141/01/02

(14x2): no 14 Tabnetok
y 6nicTepi, no 2
6/1icTepn B KAPTOHHIN
KOpooLi

TOB "CaHoi-
ABeHTIC YkpaiHna"

YkpaiHa

CAHO®I C.IN.A

ITanis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis:
3MiHKM | TUNY - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BBefeHHst abo 3MiHM [0 y3arasbHeHUX
[aHvx Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnagy, 3amiHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbHOI 3a

3iicCHEHHS1 hapMakoHarsay; KOHTaKTHOI

3a peyenmom

UA/9141/01/03
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

ocobu 3 hapmakoHarnisgy 3assBHvKa gns
3[jiCHEeHHS hapMakoHarsay B YkpaiHi,
SKLLO BOHA BiMiHHA Bif, YNOBHOBaXKEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobw, BignoBigansHoOT Ans
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pegakuis — KniwmH AHTOH Mykonainosuy.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT
ocobwu, BignoBifabHOT ANs 3AiACHEHHS
dhapmakoHarnagy

195.

YHOEBIT

npaxe, no 50 gpaxe y
KOHTeliHepi, no 1
KOHTeliHepy B nauui 3
KapToHy; no 50 apaxe y
KOHTElHepi

MAT "BiTamiHn"

YkpaiHa

MAT "BitamiHn"

YkpaiHa

BHECEHHS 3MiH O peecTpaviiiHnX
maTepianis: 3miHu Il TMny - 3MiHK WOA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro noceigyeHHs,
BK/tOYatoun MnaH ynpaeniHHA py3nkamu
(3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
noAasibLIoro 06I'pPYHTYBaHHSA HOBUMM
O04AaTKOBUM AaHVMW, L0 MaloTb
HafaBaTnCA KOMNETEHTHUM OpraHoMm,
OCKiNIbKN BUMaraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM OpraHom) (BUKOHaHHS
3060B'A3aHb BiAMoOBIgHO A0 nignyHkTy 1.13
nyHKTY 1, NignyHKTYy 2.3 NyHKTY 2 gogatky 15
0o Mopsaky NpoBeAeHH ekcnepTuan
peecTpauiiHnx MaTepianis Ha flikapcbki
3acobu, L0 NoJaloTbCA Ha AepXKaBHyY
peecTpauito (nepepeecTpaw,io), a Takox
eKcrnepTun3n mMaTepianis NPo BHECEHHA 3MiH
[0 peecTpauiliHix maTtepianis NpoTArom fii
peecTpaLiniHOro NocBiAYEHHS,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

6e3 peyenma

UA/5605/01/01

196.

YPOTO/NI® CP

Karncynu nposioHroBaHor
Aii TBepgi no 4 mr Ne 28
(14x2), Ne 84 (14x6): no
14 xancyn y 6nictepi, no
2 abo no 6 6nictepis y
KapTOHHI KOPOOLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

BMPOGHMLTBO
TabneTok,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BWMYCK Cepiii:
PapmateH CA,
[peuist;

Ipeuis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3MiHu | TUNy - AAMIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOT AiNbHML
(Btovatoun ginbHuui ans A®Il, npomixHoro
npoayKTy abo roToBOro NikapcbKoro 3acooy,
AiNbHUL AN NPOBEeHHA NaKyBaHHs,
BMPOOHWKA, BifNOBiAa/IbHOTO 3a BUMYCK
cepiid, MicLie NpoBeAEHHSI KOHTPOHO cepii)
ab0 nocTayasibHMKa BUXIGHOTO MaTepiasty,

3a peyenmom

UA/14571/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
dapmaTeH peareHTy abo [ONOMDKHOI PEYOBUHM (SIKLLO
IHTepHewHn CA, 3a3HayeHo y [0CbE) (BUNYYEHHS BUPOBGHMKA
peuis N3 OmaH ®apmacbloTikans MNpogaxrc

KomnaHi /1/1Ci, OmaH); 3MiHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNeHoro cepTudikaTa BifnoBiAHOCTI
abo BUNy4YeHHs cepTuddikarta BignoBiAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans
BMXigHOro Matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHMLTBI API; ANt AONOMIXHOT PevyoBUHM
(TE-cepTudikat BignoBigHOCTI EBpONECHKiIi
thapmakonei gns A®l/BuxigHoro
martepiany/peareHTy/NPoMiKHOIO NPOAYKTY
ab0o fonoMixHOT pevoBuHU) - OHOBNEHUI
cepTnaikaT Bif BXe 3aTBEpPKEHOr0
BMPO6HMKA (NOAaHHSA oHoBeHux IME-
CepTudikaTiB BifnoBigHOCTi EBpONECHKIi
hapmakonei AN AONOMiIKHOT pevyoBUHN
Gelatin Big, BXe 3aTBEPL)KEHNX BUPOOHVIKIB:
ROUSSELQOT SAS, ®paHuisa CEP Ne R1-
CEP 2000-027-Rev 02; STERLING
BIOTECH LIMITED, Ingisi CEP Ne R1-CEP
2001-211-Rev 01 NITTA GELATIN INDIA
LTD., IHgia CEP Ne R1-CEP 2000-344-Rev
02 NITTA GELATIN INC., fnoHia CEP Ne
R1-CEP 2004-247-Rev 00 NITTA GELATIN
INC., Anoniss CEP Ne R1-CEP 2004-320-Rev
00 NITTA GELATIN INC., fnoHia CEP Ne
R1-CEP 2005-217-Rev 00); 3miHu | Tvny -
3MiHu 3 sKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO
cepTugikaTta BiANOBIAHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChkili
hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoOMKHOTO NPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCSA Y BUPOGHULTBI AdI;
ONs fonoMixHOI pevoBuHY (MTE-cepTudikat
BiANOBIAHOCTI EBponelichbkin hapmakonel
anst Adl/BnxigHoro
matepiany/peareHTy/NPoMiKHOIo NPOAYKTY
ab0 AoNOMiXHOT pevyoBuHK) - HoBwuii
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

ceptudiikat AN BUXigHOTO
matepiany/peareHTy/npomMiKHOro NPoayKTy
ab0 [0NOMDKHOT pevyoBMHU Big, HOBOro abo
BXE 3aTBEP)KEHOro BUpoOHMKa (MoJaHHA
HoBoro E-CepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP
2001-332-Rev 02 gnsa fONOMDKHOI Pe4OBUHM
Gelatin Big HoBOro BMpo6Huka: Name of
holder: ROUSSELOT Kanaaldijk Noord 20-
21 The Netherlands -5691 NM Son Site (s) of
production: Rousselot Argentina SA Avda
Gobernador Vergara 2532 Villa Tesei
Argentina-1688 Hurlingham)

197.

YPOXO/TYM

Kpanni opasibHi no 25 mn
abo no 40 mny
dhnakoHi; no 1 chnakoHy
B nauuj

TOB "OKMN
"®apmaueBTnyHa
habpuka"

YkpaiHa

TOB "OKnM
"®apmaueBTUYH
a thabpuka"

YkpaiHa

BHECEHHS 3MiH O peecTpaviiiHnX
MaTtepianis: 3miHu | TUNy - AgMIHICTPaTUBHI
3MiHW. 3miHa kogy ATX (3MiHM BHeCeHi B
IHCTPYKLiI0 AN MegUYHOro 3actocyBaHHs 13
y po3gin "®apmakoTepaneBTuyHa rpyna”
BiANOBIAHO A0 knacudikatopa kogis ATX
BOO3 (TepMiH BBEAEHHSA 3MiH NPOTArOM
0HOr0o MicsiLs nicns 3aTBEPKEHHS)

6e3 peyenma

UA/11755/01/01

198.

®ECTANI® HEO 10

000

TabneTku, BKpUTI
060/10HKOH,
KMLLIKOBOPO3UMHHI no 20
Tabnetok y 6nictepi, no
1 6nicTepy B KapTOHHiIl
Kopoo6Li

TOB "CaHoi-
ABeHTIC Ykpaina"

YkpaiHa

TOB
"®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis:
3MiHM | TUNY - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
OaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA y3arasIbHEHMX AaHnX Npo
cuctemy thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbHOI 3a
3fiicHEeHHS chapMakoHarisay; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka gns
3pjiicHeHHs chapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBifasnibHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHOT 0cobwu, BignoBifanbHOT Ans
3iicHeHHs chapMakoHarnagy: Lirova
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pegakuis - KnilwumH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOT 0cobw, BignoBifansHoOT Ans
3AjicHeHHs hapmakoHarnagy

6e3 peyenma

UA/14533/01/01

199.

PIHA/ITOH®

Masb, no 20 r y Ty6i; no

TOB "CaHoi-

YKpaiHa

BUPOGHMLTBO,

ABcTpisi/

BHECEHHS 3MiH 40 peecTpaLiiHnX

6e3 peyenma

UA/1909/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
1 Ty6i y komMnaexTi 3 ABeHTiC YkpaiHa" nakyBaHHs, HimeuunHa marepianis:
ansikatopom y MapKyBaHHs Ta 3MiHM | TURY - 3MiHK WoA0
KapTOHHI KOpooLi KOHTPO/b Ccepil: 6e3nekn/edekTBHOCTI Ta thapmakoHarniagy.
FNMOBO®APM BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX
dapmauoiiTiwe [aHnx Npo cmuctemy chapmakoHarnsgy
MpoayKLioH3- (BBEAEHHS y3araslbHEHNX AaHMX Npo
YHA cuctemy hapmakoHarnsagy, amiHa
XaHgenbcresen YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
bwiagt M.6.X., 3[jiCHEHHST hapMakoHarsay; KOHTaKTHOI
ABCTpIS; 0co6u 3 hapmakoHarnsgy 3asBHuKa 45
BVPOGHMK, 3[jiCHEeHHS hapMakoHarsay B YKpaiHi,
BiAnoBigabHNI SAKLLO BOHA BigMiHHA Bif, YNIOBHOBaXEHOT
3a BuNycK cepii ocobu, BignoBifasibHOI 3a 3MjACHEHHS
(He Br/TIOYaOUM hapmakoHarnsgy (Bkovaouy KOHTaKTHi
KOHTPOb [AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
cepii/Bunpobysa thalina cuctemun chapmakoHarnsgy) - 3miHa
HHSA): BepiHrep yMOBHOBaXeHOT 0cobw, BignoBigansHoOT Ans
IHrenbxaim 3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
dapma M'v6X i pepakuis — KniwmH AHTOH Mukonainosuy.
Ko. KT, 3MiHa KOHTaKTHUX AaHWNX YNOBHOBAXEHOT
HimeuunHa ocobwu, BignoBifabHOT ANs 3AiACHEHHS
dhapmakoHarnsgy
200. | DNATIN® Cyno3uTopii BariHa/bHi TOB "CaHoi- YkpaiHa lOHiTep NikBig ®paHuis BHECEHHS 3MiH O peecTpaviiiHnX 3a peyenmom UA/8410/01/01
no 500 mr Ne 10 (5x2): ABeHTIC YkpaiHa" MaHydekuypiHr marepianis:

no 5 cynosutopiis y
CcTpuni; No 2 cTpunu B
KapTOHHI KopooLi

3MiHK | TRy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHWX
AaHvx nNpo cmuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX Npo
cuctemy hapmakoHarnagy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[iicCHeHHA hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3[jiCHeHHs hapmakoHarnsay B YkpaiHi,
AKLWO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI
ocobu, BignoBigasbHOT 3a 3AiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI Ans
3[jicHeHHs1 hapMakoHarnagy: Jirova
pepakLisi - BoliTeHko AHTOH "eopriioBuy.
MponoHoBaHa pepakuist — KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBAaXEHOI 0C06M, BifnoBigansHOI Ans
3[iicCHEHHs hapmakoHarnsay
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
201. | ®NATIN® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa damap JlioH, dpaHuisn/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom UA/9621/01/01
060/10HKOI0, N0 250 Mr ABeHTiC YkpaiHa" ®paHuis; Icnanis marepianis:
Ne 20 (10x2): no 10 CAHO®I- 3MiHM | TUNY - 3MiHK Woa0
TabneTok y 6nictepi; no ABEHTIC C.A., 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
2 6nicTepy B KAPTOHHIi Icnanisa BBefeHHs1 ab0 3MiHM 0 y3araslbHEHUX
KopoobLi [aHuX Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NpPo
cuctemy hapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
34ilicHeHHS hapMakoHariaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3assBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif] YNOBHOBa)XEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIovaUn KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cnuctemmn chapmakoHarnsgy) - 3miHa
YMNOBHOB&XEHOI 0C06M, BifnoBiganbHOI Ans
3fificHeHHs chapmakoHarnsgy: ditova
pepakuisi - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pepfakuis — KnilmnH AHTOH
MukonainoBny. 3MiHa KOHTaKTHUX JaHnX
yMOBHOBaXeHOT 0cobw, BignoBigansHoi Ans
3[iiCHEHHs1 hapMakoHarnsay
202. | XAPBOHI TabneTku, BKpUTI lneap CaiteHcus, CWA BMNYCK cepil, Ipnangis/ BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom | UA/15873/01/01
NAiBKOBOK 000I0HKOH, IHK. BTOPVHHA Kanapa/ mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
no 90 mr/400 wmr; no 28 ynakoBKa, CWA [oTOBWIA Nikapcbkunii 3aci6. CTabiNbHICTb.
TabneToK y dp/1akoHi; no KOHTPO/b cepii: 3miHa y TepmiHax npugaTHocTi abo ymosax
1 donakoHy B KAPTOHHIi lneap, 36epiraHHs rOTOBOrO /iKapCbKOro 3acoby
KopoobLi CaileHcus (36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOIO
AlieneHp, HOC, nikapcbKkoro 3acoby) - Ans Toprosoi
IpnaHgis; ynakoBKku (NigTBEPAXYETbCA AaHNMU
BUPOGHMLTBO, peasibHOro vacy) (36inbLUEeHHS TepPMiHY
nepBuHHa Ta npugatHocTi N3 3 2-x go 3-x pokis) (TepmiH
BTOPVHHA BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
ynakoBka, 3aTBEPKEHHS)
KOHTPO/b cepii:
MaTeoH IHK.,
KaHapga;
BTOPUHHA
ynakoBka:
lneap
CaileHcms, IHK.,
CLA;

KOHTPO/b Ccepil:
lneag
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
CaiteHcms, IHK.,
CLA;
BTOPVHHA
ynakoBka:
MinvayHT
Xernckea N114,,
Ipnangis;
KOHTPO/b cepii:
nna
[eBesionmeHT,
nn, CWA
203. | XENIAEPM ®OPTE niHa HawkipHa no 58,5 r ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHnx 6e3 peyenma UA/11691/01/02
AEPO30/1b abo 117,0 r y 6anoHax; 06MEXeHOo 06MEXEHO marepianis:
no 1 6asoHy B Bi4nNoBigaNbHICTIO BignoBigabHICT 3MiHM | TUMY — BUNYyYEHHSI BUPOOHMKA Aitouol
KapTOHHI KopooLi "papmMaueBTUYHA 10 PEYOBUHM aNaHToiHY; 3MiHM | TUNY - 3MiHa Y
KOMNaHis "®apmaueBTUyH napameTpax crneuucpikauin Ta/abo
"3p0pos'a” a KoMnaHis [ONYCTUMUX MEX, BUSHAUYEHUX Y
"3p0pos'a" cneuundikauinx Ha A®l, abo
BWXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Yy NpoLeci BUPOOHMLTBA
A®I (ONOBHEHHA cnevundikaLii HOBUM
MOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHSA); 3MiHU | TUMY - 3MiHK,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHanbHOI chapmakonei gepxasu €C
(3miHa y cneumdikanisx, nos'asaHa 3i
3miHamu B 1Y, abo EBponeiickkili
thapmakonei, abo iHLUiA HaLioHaNbHIl
thapmakonei gepxasu €C); 3MiHu Il Tuny —
BBE/JeHHs1 HOBOIO BUPOGHMKa itoHoT
PEYOBMHW aTAHTOIHY
204. | UMNKNOKAMPOH- po3uMH NS iH'eku;iin, 100 ToBapuncTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx 3a peyenmom | UA/15252/01/01
340POB'A Mr/mn no 5 mn B amnyni; 06MexeHo 06MeXxeHo marepianis:
no 5 a6o 10 amnyn y BiANOBIAALHICTIO BiANOBIAALHICT 3MiHM | TUny - 3MiHK Woao
KapTOHHI KOpo6L;i 3 "hapMaueBTUYHA 10 6e3nekn/edheKTVBHOCTI Ta dapMakoHarnsay
neperopogxkamu; rno 5 KOMNaHis "®apmaueBTUYH - 3aMiHa TEKCTY MapKyBaHHS NepBUHHOI
M B amnyni; no 5 "3p0pos'a” a KoMnaHist yNakoBKM (ETUKETKa Ha amnyny 5 mn).
amnyn y 6nictepi; no 1 "3po0pos's” BBefeHHs 3MiH NpoTsromM 3-x micsuiB

abo 2 bnictepn y
KOpo6Li 3 KApTOHY

nicns 3aTBepAKeHHsA
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HavanbHUK YnpaBniHHA hapmaleBTUYHOI
AIANBHOCTI Ta AKOCTi (hapmaueBTUYHOT NPoAYKLUiT T.M. NIAcKoBCbKUI
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MEPENIK

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

13.03.2018 Ne 467

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TOTNYHNX NPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUINHNX MATEPIANIB

TA AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

donakoHi; no 1 abo
no 5 dpakoHiB y
naJui; no 5 mn B
amnyni; no 10
amnysn y navj; no
20 Mn 'y doNakoHi;
no 5 dnakoHis y
nauuj; no 50 mny
donakoHi; no 1
donakoHy B nauui

Ne Ha3ssa Popma sunycKy 3asaBHUK Kpaina Bupo6HUK KpaiHa lMiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby
1. NIOHIOKATH® pO34uH Ans TOB "lOpia-®apm” YkpaiHa TOB "lOpia-®apm” YkpaiHa 3acigaHHa HTP Ne 06 BigmoBuTM y 3aTBepKEHHi 3MiHM - BUMpPaB/IEHHSA
iH'ekuji, 5,0 mr/mn Big 08.02.2018 TEeXHIYHOI MOMWMKM B po3gini "MapkyBaHHsa", a came
no5mny BU/IYYEHHA afpecy 3asiBHUKA 3 TEKCTY MapKyBaHHS

NepBUHHOT YNakKoBKM /iKapCbKOrO 3acoby, OCKi/bKu
3anporoHoBaHa pefakLiss BUMNPaB/IEHHS  TeXHIYHOT
NoMWUSIKM He BiAMOBigae MaTepianam peecTpauiiHoro
Aocbe (apxiBHMM matepianam)

HauyanbHuK YnpaBniHHA dphapMmaleBTUYHOI
BIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLUiT

T.M. JIacKOoBCbKUM
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