MIHICTEPCTBO OXOPOHH 3[IOPOB’Sl YKPAIHU

HAKA3
17.02.2020 Ne 332
Kuis

IIpo mep>kaBHY peecTpaLiito
(mepepeecTpailito) JlikapCbKUX 3ac00biB
(MeguuHUX iMyHOOiO/TOTiUHKX
TriperniapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosizHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceKi 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsgky mepkaBHOI peecTpallii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBepyKeHOro moctaHoBor Kabinety MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3arBepgkeHHs Ilopsaky pmep»kaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX AepkaBHY peecTpailito
(mepepeecTpaiiito)», ab3aily TpuALATOro MiAnyHKTY 10 myHKTY 4 ITosi0’KeHHSI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOro rnocrtaHoBoro KabiHery
MinicTpiB Ykpaiau Big 25 6epesns 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCIIePTH3U  PeEeCTpalliiHMX  MaTepialiB  JIKApCbKUX  3aco0iB  (MeAUUHMX
iMyHOOio/IOTiYHKMX TIperapariB) Ta KOHTPOJIIO SIKOCTi THX, 1[0 MOZAHI Ha JiepKaBHY
peecTpauitlo  (mepepeecTpalito), NpoBeJeHUMX [JlepkaBHUM  MiJNPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIiB 111010 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi JsiKapCchbKoro 3acoby
(MeguuHOrO iMyHOGiO/OTiYHOTO TIpernapary), peKoMmeHAallii Horo Jo Aep»kKaBHOI
peecTpaliii (TepepeecTpaiiii) Ta BHECEHHSI 3MiH [0 peeCTpaLliiiHMX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuxX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>kKaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rigHO 3
riepesiikoM (JJoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauliiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
nmikapcbKux 3acobiB YKpaiHM Ha JiKapchkKi 3acobu (MeauuHi imyHOOiosioriuHi
riperiapaTH) 3TiJ{HO 3 repeslikoM (JoAaTokK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

KOHTpOJ’IB 3d BUKOHAHHSAM IbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

Misictp 3. CKAJIELIBKA



MEPENIK

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

17.02.2020 Ne 332

SAPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MPENAPATIB), AKI BHOCATbLCA A0

AEPXXABHOI'O PEECTPY NIKAPCbKNX 3ACOEIB YKPAIHU

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. ANMb®A MOPOLLIOK AT YkpaiHa Cyuwkoy dyuiinai Kutaii peecTpauisi Ha 5 pokis - He UA/17938/01/01
NINoeBA KpucTasniuyHuit "KNIBCbKWI dapmacbloTikan nidnszae
KACNOTA (cybcTaHuis) y BITAMIHHWIA Ko., T4
(TIOKTOBA nakeTax noAginHmx 3ABOL"
KNCNOTA) nosieTuIeHoBMX
ans
chapmaLeBTUYHOro
3acTocyBaHHs
2. FMIOKO3A pO3unH ANs iHdysil, OIAKO ITanisa OIAKO ITanisa peecTpauist Ha 5 pokis 3a He UA/17939/01/01
50 mr/mn, no 250 mn BIO®APMAY BIO®PAPMAUEYTI MepiognyHiCTb NOAAHHA PerynsipHo peyenmom nionsizae
a6o 500 mny EYTIYI C.P.J1. 4l C.P.N. OHOBJ/IOBAHOTO 3BITY 3 6e3neky BignoBigHO A0
CKNAHNX MAALLKAX Mopsaaky 34iicHeHHs dhapmakoHarnagy,
3aTBepAXEHOro Hakazom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NOAaHHSA PErynspHuX 3BiTiB 3
6e3neku.
3. AOMPOKIH Tabnetkn no 10 mr YOPA TypeyuunH YOPNA TypeyunHa peecTpadisi Ha 5 pokis 6e3 nionsieae UA/17940/01/01
no 10 TabneTok y MEAVUMH a MEOVUWVH INAY MepioAnYHICTb MOA4AHHS PErYNSAPHO peyenma
6nictepi, no 2 INAY CAH. BE CAH. BE TIOX. OHOBJIHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
6nictepn y TIOXK. A.LL. A.LL. Mopsaaky 34iicHeHHs chapmakoHarnaay,
KapTOHHI kopo6Lyj; 3aTBEpXEHOro Hakasom MiHicTepcTea
no 10 TabneTok y OXOPOHU 3[10POB’A YKPaiHW Bif, 27 rpyaHs
6nictepi, no 3 2006 poky Ne 898, 3apeecTpoBaHoOro B
6nictepu y MiHicTepcTBi rocTuuii Ykpainu 29 ciuHa 2007
KapTOHHIA KopoobLi poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHUW 300PO0B'S YKPaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
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M1 PO3YUHY Y
hnakoHi-
KpanenbHuui; 1 abo
3 dhnakoHa-
KpanenbHuULb B
KapTOHHI Kopoo6Li

KOHTPO/b Ccepil:
K.T. POM®APM
KOMMAHI C.P.11.,
PymyHis;
BUNYCK cepil:
AT "Apaves
®apma”, MonbLya

OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBepAXEHOro Haka3om MiHicTepcTea

OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 300PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTb:

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoBka) nocsi0O4YeHHs1
4. KAMEUWUTABIH | Ttabnetku, BKpuTi Mictpan AHrnis Pewmegika NITa Kinp peecTpauisi Ha 5 pokis 3a He UA/17936/01/01
-BICTA NNiBKOBOIO Kenitan MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionsieae
060/10HKOH0, Mo 150 MeHeKMeHT OHOB/IOBAHOrO 3BITY 3 6e3neKku, BigNOBIAHO A0
mr, no 10 TabneTok Niviten Mopsaky 34iicHeHHs dhapMakoHarnagy,
y 6nicTepi; no 6 3aTBepKeHOro Haka3omM MiHicTepcTBa
6nicTtepis B nauui 3 OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
KapToHy 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHNMUN y
nepiogMYHOCTI MOAaHHSA PErynspHuX 3BiTiB 3
6e3neku.
5. KAMNEUWUTABIH | TtabneTtku, BKpuTi Mictpan AHrnis Pemegika N1 Kinp peecTpauist Ha 5 pokis 3a He UA/17936/01/02
-BICTA NNiBKOBOIO Kenitan MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom niosnsieae
060/10HKO10, N0 500 MeHemXMeHT OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
mr, no 10 TabneTok Niviteq Mopsaky 34iicHeHHs dhapMakoHarnagy,
y 6nicTepi; no 12 3aTBepKeHoro HakasomMm MiHictepcTea
6nicTepis B nauLi 3 OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
KapTOHY 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 300PO0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTbL:
3rifiHO 3i CTPOKamu, 3a3HavYeHMK Y
nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
6. KNAPUTPOMIL, | kpucTaniyHwii TOB "TK YkpaiHa HIHCA LIFOAHb Kutaii peecTpadist Ha 5 pokis - He UA/17941/01/01
VH NMOPOLLOK "Apopa" DAPMACBHIOTIKA nionsieae
(cybcTaHuis) y NKO., T4
noABIHNX
nonieTnNeHoBux
MiLLIKaX (30BHiLLHii
YOpHWiA) ans
chapmaLeBTUYHOro
3acTOCyBaHHSA
7. PO3ATON Kpani 04Hi, po34uH AT "Apavep, Monbwa BMPOGHMLTBO "in PymyHisa/ peecTpauist Ha 5 pokis 3a He UA/17942/01/01
no 0,3 mr/mn, no 3 dapma" bulk", nakyBaHHs i Monbwa MepiognyHiCTb NOAAHHA PErynsipHO peyenmom nionsizae
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nakyBaHHA

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoBka) nocsi0O4YeHHs1
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku.
8. LE®PTPUAKCO NOpPOLUOK AN1A MpuBaTHe Ykpaina BMPOGHMLTBO Ta Ykpaina/ peecTpauist Ha 5 pokis 3a He UA/17943/01/02
H KOMBI PO3UUHY AJ151 iH'EKLLIA akuioHepHe nepBuHHe KuTalicbka MepioAnYHICTL NOAAHHS PerynspHo peuenmom nionsieae
no 1 ry dgnakoHi; 1 TOBapuCTBO nakyBaHHs HapogHa OHOB/IOBAHOrO 3BITY 3 6e3neKku, BigNOBIAHO A0
hnakoH Ta 1 "J1ekxim- PO3UYNHHVKIB; Pecny6nika Mopsaky 34iicHeHHs dhapMakoHarnagy,
amnyna 3 Xapkis" BTOPUHHE 3aTBEpKEHOro Haka3omM MiHicTepcTBa
PO3YNHHUKOM nakyBaHHs, OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
(nigokaiH, po3yuH KOHTpO/b Ta 2006 poky Ne 898, 3apeecTpoBaHoro B
ans iH'ekuiii, 10 BUNYyCK cepii MiHicTepcTBi tocTuLil Ykpainu 29 ciuHs 2007
mr/mn no 3,5 mn B roToBOro poky 3a Ne 73/13340 (y pefakuii Hakasy
amnyni) y 6nicTepi, nikapcbKoro MiHicTepcTBa OXOPOHM 3[00P0B'A YKpaiHu Bif,
no 1 6nictepy y 3acoby: 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
nauuj; 1 donakoH 3 MpuBaTHe 3rifHO 3i CTPOKaMK, 3a3HaYeHNMU Y
nopowukom Ta 1 akuioHepHe nepiognYHOCTI NOAAHHSA PErysIApHUX 3BITIB 3
avnyna 3 TOBapWCTBO 6e3neku.
PO34YMHHMKOM (BOAA "lekxim-Xapkis",
ONns iH'ekuin no 10 YKkpaiHa;
M/1 B amnyni) y BUPOGHMLTBO Ta
6nictepi; no 1 nepBuHHe
6nictepy y nauui nakyBaHHs
MOPOLLIKY:
PetoHr
dapmacboTuKan
Ko., ta4.,
Kutaricbka
HapogHa
Pecny6nika
9. LE®PTPUAKCO NMOPOLLOK A5 MpuBaTHe YkpaiHa BMPOOHMUTBO Ta Ykpaina/ peecTpauist Ha 5 pokis 3a He UA/17943/01/01
H KOMBI PO34UHY AN151 iH'EKLLIA akuioHepHe nepBuHHe KuTalicbka MepioAnYHICTb NOLAHHSA PEryNAPHO peuyenmom niosnsieae
no 0,5 r y dpnakoHi; TOBapuUCTBO nakyBaHHs HapogHa OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
no 1 a6o 10 a6o 50 "Jlekxim- PO3UMHHNIKIB; Pecny6nika Mopsigky 34iicHeHHs hapmakoHarnisay,
dhnakoHiB y navi; Xapkis" BTOPVHHE 3aTBepKeHoro Haka3omMm MiHictepcTea
ab6o 1 chnakoH 3 nakyBaHHs, OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
nopowkom Ta 1 KOHTPO/Ib Ta 2006 poky Ne 898, 3apeecTpoBaHoro B
amnyna 3 BUNYyCK cepil MiHicTepcTBi tocTuuil Ykpainu 29 ciyHs 2007
PO34YMHHMKOM (BOAA roToBOro poky 3a Ne 73/13340 (y pefakuii Hakasy
08 iH'eKUii no 5 mn nikapcbKkoro MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
B amnyni) y 6nictepi; 3acoby: 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
no 1 6nictepy B MpuBaTHe 3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
naui akuioHepHe NnepioguYHOCTI MOAAHHS PEryNIsipHMX 3BITIB 3
TOBapWCTBO 6e3neku.
"lekxim-Xapkis",
YkpaiHa;
BMPOGHULITBO Ta
nepBuHHe
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

MOPOLLIKY:
PetoHr
PapmacboTrKan
Ko., fita,.,
Kutaiicbka
HapogHa
Pecny6nika

HauyanbHUK Bigainy 3 nutaHb (papmauleBTUYHOI
pisnbHOCTI lenapTaMeHTy peasii3auii NONiTUK

T.M. NAacKOBCbKUU




Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
17.02.2020 Ne 332

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3fainis

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
1. AJEMMNAC® TabneTku, BKPUTI Baiiep Al HimeuuunHa BCi cTagii HimeuunHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/14101/01/05
NNiBKOBOKO BMpPO6GHMLTBA: 3MiHM Wo[o 6e3nekn/eeKTUBHOCTI Ta peyenmom nidnseae
o6onoHkoto no 0,5 Baiiep AT, hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
Mmr Ne 42: no 21 HimeuuuHa; NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Tabnetuiy BTOPVHHE IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3
6nicTepi; no 2 nakyBaHHS: HOBMMMW JaHUMU 3 SKOCTi, AOKAIHIYHUMU, K/TIHIYHUMM
6nictepu B LteremaHH OaHuMK Ta gaHumn 3 hapmakoHarnsagy - 3mMiHu
KapTOHHIN nayu; JoHhepnakyHr & BHECEHO A0 IHCTPYKUii A8 MeanyHoro
Ne 84: no 21 Norictiwep Cepsic 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
Tabnetyiy e.K., HimeuunHa "Cnoci6 3acTocyBaHHsA Ta A031" (BHECEHI
6nicTepi; no 4 YTOUHEHHS), "B3aemogis 3 iHWVMU nikapCbKumum
6nictepu B 3acob6amu Ta iHwWi BuAan B3aemogiii”, "OcobamBocTi
KapTOHHIN nauui 3acTocyBaHHs", "Mo6ivHi peakuii" BigNOBIAHO [0
mMaTtepianis peecTpauiiiHoro 4OoChbe.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PerynsapHuX
3BITIB 3 6e3MeKu.
2. AJQEMMNAC® TabneTkn, BKPUTI Baviep Al HimeuunHa BCi cTagii HimeuunHa MepepeecTpavis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/14101/01/03
NNiBKOBOIO BMPOGHMLTBA: 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsiecae
o0600HKoo no 1,0 Baiiep AT, hapmakoHarnsgy. 3MiHU y KOpOTKili xapakTepucTuLi
mr, Ne 42: no 21 HimeuunHa; nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
Tabnetuiy BTOPUHHE IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
6nictepi; no 2 nakyBaHHs: HOBUMUW JaHUMU 3 AKOCTI, AOK/TIHIYHUMU, KNiHIYHUMU
6nictepu B LLteremaHH AaHVMU Ta gaHumuy 3 chapmakoHarnsgy - 3MiHu
KapTOHHIN navi; JToHbepnakyHr & BHECEHO A0 IHCTPYKUii AN MeguyHoro
Ne 84: no 21 NoricTiwep Cepsic
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
Tabnetuiy e.K., HimeuunHa "Cnoci6 3acTocyBaHHsA Ta A031" (BHECEHI
6nictepi; no 4 YTOUHEHHS), "B3aemogis 3 iHWVMU ikapCbKumun
6nictepu B 3acob6amu Ta iHwWi BuAn B3aemogiii”, "OcobamBocTi
KapTOHHIN nauui 3acTocyBaHHs", "Mob6ivHi peakuii" BigNoOBIAHO 00
MaTepianis peecTpauiiiHoro foChke.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignosiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.

3. ALEMMAC® TabneTku, BKpUTI Baviep Al HimeuunHa BCi cTagii HimeuunHa MepepeecTpavis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/14101/01/04
NNiBKOBOKO BMPOGHMLTBA: 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom nionsicae
o060n0HKow no 1,5 Baiiep AT, hapmakoHarnsgy. 3MiHU y KOpOTKili xapakTepucTuLi
mr, Ne 42: no 21 HimeuunHa; nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
Tabnetuiy BTOPUHHE IHCTPYKLUT AN MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
6nictepi; no 2 nakyBaHHs: HOBUMUW JaHWMK 3 AKOCTI, AOK/TIHIYHUMU, KNiHIYHUMU
6nictepu B LLiteremaHH AaHVMU Ta gaHumuy 3 chapmakoHarnsgy - 3MiHu
KapTOHHIN navi; JToHbepnakyHr & BHECEHO A0 IHCTPYKUii AN MeguyHoro
Ne 84: no 21 NoricTiwep Cepsic 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
Tabnetuiy e.K., Himeuunna "Cnoci6 3acTocyBaHHA Ta f03K" (BHECEHI
6nictepi; no 4 YTOUHEHHS), "B3aemMogis 3 iHWMMU NikapCbKuMu
6nictepu B 3aco6amu Ta iHWi BUuAn B3aemogiii”, "Oco61mMBoCTi
KapTOHHI nayui 3acTocyBaHHs", "lMob6iyHI peakuii” BigNoBIgHO A0

marepianis peecTpauiiHoro JOChbeE.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3ri4HO 3i CTpPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKu.

4. AJEMIMNAC® TabneTku, BKPUTI Baiiep Al HimeyunHa BCi cTagii HimeuunHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/14101/01/02
NNiBKOBOKO BUpO6GHULTBA: 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
060/10HKO0 Mo 2,0 Baiiep Arl, hapmMakoHarnisgy. 3MiH1 y KOpOTKili XapakTepucTuui
mr, Ne 42: no 21 HimeyuunHa,; nNikapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
TabneTtuiy BTOPVHHE IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS Y 3B'A3KY i3
6nicTepi; no 2 nakyBaHHs: HOBUMMW JaHVMM 3 AKOCTi, AOK/iHIYHUMMU, KiHIYHUMMU
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
6nictepu B LLiteremMaHH OaHuMK Ta gaHumn 3 hapmakoHarnsagy - 3mMiHu
KapTOHHIM nayu; JNoHdhepnakyHr & BHECEHO A0 IHCTPYKUii A8 MeanyHoro
Ne 84: no 21 Norictiwep Cepsic 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
Tabnetuiy e.K., HimeuunHa "Cnoci6 3acTocyBaHHsA Ta A031" (BHECEHI
6nictepi; no 4 YTOUHEHHS), "B3aemogis 3 iHWVMU nikapCbkumun
6nictepu B 3aco6amu Ta iHwWi Buan B3aemogiii”, "OcobamBocCTi
KapTOHHIN nauui 3acTocyBaHHs", "Mob6ivHi peakuii" BigNoOBIAHO 00
mMaTtepianis peecTpauiiiHoro 4ocChbe.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaAHO 10 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHUX
3BITIB 3 6e3MeKu.

5. ALEMMAC® TabneTku, BKpUTI Baviep Al HimeuunHa BCi cTagii HimeuunHa MepepeecTpavis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/14101/01/01
NNiBKOBOKO BMPOGHMLTBA: 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom nionsiecae
060/10HKOI0 N0 2,5 Baiiep AT, hapmakoHarnsgy. 3MiHU y KOpOTKili xapakTepucTuLi
mr Ne 42: no 21 HimeuunHa; nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Tabnetuiy BTOPUHHE IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
6nictepi; no 2 nakyBaHHs: HOBUMUW JaHWMK 3 AKOCTI, AOK/TIHIYHUMU, KNiHIYHUMU
6nictepu B LLiteremaHH AaHVMU Ta gaHumuy 3 chapmakoHarnsgy - 3MiHu
KapTOHHIN navi; JToHbepnakyHr & BHECEHO A0 IHCTPYKUii AN MegnuyHoro
Ne 84: no 21 NoricTiwep Cepsic 3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
Tabnetuiy e.K., Himeuunna "Cnoci6 3acTocyBaHHA Ta f03u" (BHECEHI
6nicTepi; no 4 YTOUHEHHS), "B3aemMogis 3 iHWMMU NikapCbKuMu
6nictepu B 3aco6amu Ta iHWi BUAW B3aemogiii”, "Oco61mMBocCTi
KapTOHHI nayui 3acTocyBaHHs", "lMob6iyHI peakuii" BigNoBIgHO A0

marepianis peecTpauiiHoro JOCbE.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHS:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Haka3ly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKaMu,
3a3HayeHUMK y NepioANYHOCTI NOAaHHS PErynsapHuX
3BITIB 3 6e3neKu.

6. APITEHTAN Tabnetku, no 10 3AT JInToBCbKa Brpo6HMLUTBO Ta ManbTa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/14376/01/01
Mr N0 7 TabneTok "papmnira” Pecny6nika BUNYCK cepil: 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
y 6nicTepi; no 4 AkTasic J/1Ta. dhapmMakoHarisgy. 3MiH1 y KOPOTKili XxapakTepucTuui
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)

6nictepu y nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS
reHepuyHUX/ri6puaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nicns BHECEHHS TiET caMol 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HafiaHHSA XOAHWNX HOBUX AOAATKOBUX JaHWX) - 3MiHU
BHeCeHi [0 IHCTPYKLIT 415 MEeAVYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby B po3ginu: "MNokasaHHs", a
TakoxX y posginu: "®apmakonoriyHi BnactmsocTi”,
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobammn 1a
iHWi BUAW B3aemogiin", "Oco6nmnBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHA rpyaar”, "3aaTHiCTb BNAMBATU Ha
LIBMAKICTb peakuii Npu kepyBaHHiI aBTOTPaHCNOPTOM
abo iHWrMKn mexaHiamamu”, "Crocib 3acTocyBaHHs
Ta posun", "MepenosysaHHsa", "Mo6IYHI peakuii”
BIANOBIAHO A0 iHopMaLi Woao MegnyHoro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(ABILIFY, tablets, 10 mg, 15 mg He 3apeecTpoBaHuii
B YKpaiHi).
3MiHM WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPO cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
BigMNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, KLLO BOHaA
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapmakoHarnsay (BKoYakum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MILLLEeHHI MacTep-
harina cuctemm chapmakoHarfisgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOi 0cobu,
BiAnoBiAabHOI 3a hapmakoHarnsg. 3MiHa micus
3[iACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3MiHa MicLle3Hax0MKeHHS
macTep-haiina cuctemu dpapmakoHarnsgy
MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIIOBAHOTO
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOpOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
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6nictepu y nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB nicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
HalaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) - 3MiHU
BHeCEeHi [0 IHCTPYKLIT 415 MEeAVYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby B po3ginu: "MokasaHHs", a
TakoxX y posginu: "®apmakonoriyHi BnactmsocTi”,
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobammn Ta
iHWi BUAW B3aemogiin", "Oco6nmnBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
ab60o rogyBaHHA rpyaar”, "3aaTHiCTb BNAMBATU Ha
LIBMAKICTb peakuii Npu kepyBaHHiI aBTOTPaHCNOPTOM
abo iHWrMKn mexaHiamamu”, "Crocib 3acTocyBaHHs
Ta posun", "MepenosysaHHa", "Mo6IYHI peakuii”
BIANOBIAHO A0 iHopMaL|i WoJo MegnyHoro
3acToCcyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(ABILIFY, tablets, 10 mg, 15 mg He 3apeecTpoBaHuii
B YKpaiHi).
3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cUcTemy
hapMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
BigNOBigas/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, KLL0 BOHa
BiAMiIHHa Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjiicHeHHs hapmakoHarnsay (BKoYakum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MILLLEeHHI MacTep-
harina cuctemun chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOi 0cobu,
BiANoBiAabHOI 3a hapmakoHarnsg. 3MiHa micus
3[iACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnagy. 3MiHa MicLle3Hax0oMKeHHS
macTep-haiina cuctemu dpapmakoHarnsgy
MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIIOBAHOTO
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakaly MiHicTepcTBa
O0XOPOHW 340pOB’S YKpaiHu Bif 26 BepecHsi 2016

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
7. APINEHTAN Tabnetku, no 15 3AT JNnToBCbka BupobHMLTBO Ta ManbTa MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH 3a He UA/14376/01/02
Mr N0 7 TabneTok "papmnira” Pecny6nika BUNYCK cepil: 3MiHM Wo[o 6e3nekn/eheKTUBHOCTI Ta peyenmom nidnseae
y 6nictepi; no 4 AxTasic /lT4. hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuj
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pedepeHTHUIN NpenapaT (3MiHa He NoTpebye
HaZ,aHHS XXOAHMX HOBWX A0AATKOBMX AaHMX) 3MiHU
BHECEHI 10 IHCTPYKLiT A1 MEeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby B po3ginu: "®apmakosoriyHi

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
8. ACIMEKAP/], Tabnetku no 100 TOB NatBia BUPOGHMLTBO Bonrapisi/ MepepeecTpauisi,Ha HEOOMEXEHWNI TEPMIH 6e3 nionsieae UA/5090/01/01
mr; no 10 "CTUPO/BI HedhacoBaHo| NaTtBin 3MiHK Wo[0 6e3nekn/eheKTUBHOCTI Ta peyernma
TabneTtok y OPAPM NpoAyKLUiT, hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
6nictepi, no 10 BANTUKYM" nepBrHHE, nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nicTepis y nauui; BTOPVHHE IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS Ha niacTtasi
no 10 TabneTok y nakyBaHHs, perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
6nictepi, no 12 BMNPOBYBaHHA nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
6nicTepiB y nauui KOHTPOJIO SIKOCTI: 3acToCyBaHHS MikapCbKoro 3acoby B
AT "Codpapma”, nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTart
Bonrapisi; OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
BTOPVHHE [0 nnaHy negiatpuyHnx gocnimpkersb (PIP) (3miHy
nakyBaHHS, BUNYCK Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
cepil: opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
TOB "Bpi3", MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby Ao
Nartsis po3ainis “MNpoTunokasaHHs", "B3aemogis 3 iHWnMu
nikapcbk1uMK 3acobamu Ta iHWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog, BaritTHocTi abo rogyBaHHs
rpyaato"(LoNoBHeHHs iHhopmalii 3 6e3nekn),
"Mepepo3ysaHHs", "MobiuHi peakuii” BIANOBIAHO A0
OHOBJIEHOI iHhopMaLil 3 6e3nekn 3acToCyBaHHS
L0401 peYOBUHN.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
ATOPBACTA | Tabnetku, BKpUTI AHaHTa Benuka ®namiHro IHAis MepepeecTpalist Ha Heo6MeXeHN TepMiH. 3MiHK | 3a He UA/0688/01/01
TVH 10 NNiBKOBOKO Megikeap BpuTaHis dapmacbloTukanc TMny - 3MiHKM WoA0 6e3nekn/edpekTUBHOCTI Ta peuyenmom nionsieae
AHAHTA 060/10HKOI0, No 10 nra. nra., Hais; hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
mr, no 10 ApTtypa NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTok y dapmacbioTikans IHCTPYKLii AN MeAMYHOro 3aCTOCyBaHHS
6nicTepi; no 3 Met. NIT4., IHAiA reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
6nictepn y 3aco6iB nic/1A BHECEHHSA TiET caMoi 3MiHM Ha
Kopoo6ui
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

BnactusocTi", "TMoka3aHHA" (YTOUYHEHHS iHdhopMaLiT),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMuy
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aEMOogiii",
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaato”, "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwii”
BiANoBIAHO A0 iHdopMaLil LWLoa0 MeMYHOro
3acTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(NNPUMAP, TabneTkun, BKpUTI N/T1IBKOBOIO
060/10HKO10, 10 mr, 20 Mmr).
MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

10.

ATOPBACTA
TWUH 20
AHAHTA

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0, MO 20
mr, no 10
TabneTok y
6nicTepi; no 3
6nictepn y
Kopoo6Li

AHaHTa
Megikeap
nTo.

Benwuka
BpuTtaHis

$namiHro
PapmacboTrKanc
nra., Hais;
ApTypa
dapmacbioTikans
MeT. /114., IHAIA

IHais

MepepeecTpadisi Ha HEOOMEXEHMNIA TEPMIH. 3MiHY |
TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco06iB NicNs BHECEHHS TiET camol 3MiHM Ha
pedepeHTHUIN NpenapaT (3MiHa He NoTpebye
HaJaHHA XXOAHUX HOBUX A0AATKOBUX AaHNX) 3MiHW
BHeCEeHi 0 IHCTPYKLIT 415 MEeJVYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3zinu: "®apmakooriyHi
BnactTuBOCTi", "TokKasaHHA" (YTOUYHEHHS iHdhopMmaLiiT),
"MpoTnnokasaHHa", "B3aemogis 3 iHWmnMm
nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMOSn",
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog, BariTHocCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta fosun", "MobiuHi peakwii”
BignoBiAHO A0 iHdhopMaLii Woa0 MeguyHOro
3acTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoty
(NNPUMAP, TabneTkun, BKpUTI N/1iIBKOBOO
o60onoHkoto, 10 mr, 20 mr).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHS:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionseae

UA/0689/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

11.

BINOBIN®
IHTEHC 120
Mmr

kancynu no 120
mr; no 10 kancyn y
6nicTepi; no 2 abo
6 6nicTepiB y
KapTOHHI KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHisi

BMPOBHULTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPONb Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoso
mecTo, CrioBeHis

CnoBeHisa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM WoA0 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTart
OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkersb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOXKEHUM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUT Ans
MEeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby Ao
po3ainis: "MNpoTunokasaHHa", "B3aemogis 3 iHWMMn
nikapcbk1uMK 3acobamu Ta iHLWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTOYHEeHHS), "3aaTHICTb BNANBATY Ha LUBUAKICTb
peakuji npy KepyBaHHi aBTOTpaHcnopToM abo
iHWKMMK MeXxaHi3mamu”, “Mo6ivHi peakuii” BiANOBIAHO
[,0 OHOBJIEHOI iHGhopMaLLil 3 6e3nekn 3aCToCyBaHHsA
nikapcbkoro 3acoby.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignosiaHoO 10 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 370pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.

6e3
peuyenma

He
nionseae

UA/1234/01/03

12.

BITAKCOH®

TabneTkun, BKpUTI
NnNiBKOBOKO
060/10HKO0, No 10
TabneTok B
6nicTepi; no 3 abo
6 6nictepis y
nauui 3 KApToHY

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

MepepeecTpavisi HA HEOOMEXEHWNI TEPMIH
OHOB/IEHO iHGhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO
3acTOCyBaHHSA MikapcbKoro 3acoby y posainax
"MpoTnnokasaHHsa", "B3aemogisi 3 iHWnMmn
nikapcbk1uMK 3acobamu Ta iHLWi BUaW B3aEMogiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,

6e3
peyenma

nionsieae

UA/10507/02/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

"Mepepo3ysaHHsa", "Mo6IYHI peakuii” BiANOBIAHO A0
OHOB/EHOI iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PErynsapHUX
3BITIB 3 6e3MeKu.

13.

BITAKCOH®

po3uunH ans
iH'EKLn N0 2 Mn B
amnyni; no 5
amnyn y énictepi;
no 1 a6o 2
6nictepn B nauui 3
KapToHy abo no 2
M/1 B amnyni; no 5
ab6o 10 amnyny
nauuj 3 KapToHy 3
rocpoBaHoo
BK/1a[1KOI0

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

Ykpaina

MepepeecTpauis Ha HEOOMEXeHUA TepMiH. 3MiHK |
Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
perynspHoO OHOB/IIOBAHOrO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMOBIAHO
00 nnaxy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) 3MiHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu "MpoTtunokasaHHs", "Oco6anBOCTi
3acTocyBaHHSA", "3acToCyBaHHS Y Nepiog BarirTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS Ta
[o3n" (BuganeHo iHopmaLiio Woa0 NpoBeAeHHS
LUKIPHOT MPO6U Ha NiABULLEHY iHAMBIAYaNbHY
YyT/IMBICTb), A04AHO PO34in "HecymicHicTb"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3 6e3neku
Lit0Y0i PEYOBUHN.

MepioAnYHICTL NOAAHHA PEryNspHO OHOBJIIOBAHOTO
3BiTYy 3 6e3neku, BignosiaAHO 10 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 370pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI NOJaHHSA PeryasapHuX
3BITIB 3 6e3MneKu.

3a
peyerimom

He
niosnsicae

UA/10507/01/01

14.

BOPMCTOI

TabneTkun

M. BIOTEK

Benvka

BEA®HA

IHgis

[MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH.

He

UA/13467/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

XyBasibHi 400 mr;
in bulk: no 1000
TabneTok y
KOHTeliHepax

nTA

BpuTaHis

®APMACBIOTIKA
N3 NIMITEL,

MepiognyHICTb NOAAaHHA PerynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

nionsieae

15.

BOPMCTONN

TabneTkn
XyBaubHi 400 mr,
no 3 Tabnetkny
6nictepi; no 1
6nictepy y nauui 3
KapToHY

M. BIOTEK
nTA

Benuka
BpuTaHis

BAGHA
®APMACBIOTIKA
N3 NIMITES,

IHAjs

MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3MiHN |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
NiKapCcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT ANA MEANYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3aco06iB Nic/1A BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HafaHHs XOAHWX HOBUX [OAATKOBUX AaHWX) 3MiHU
BHECEHO [0 IHCTPYKLUIT Yy po3ainu:
"MpoTnnokasaHHa", "B3aemogis 3 iHWnMm
nikapcbknuMmn 3acobamu Ta iHWi BUaW B3aEMOSn",
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHA rpyaar”
(yTouHeHHs iHgoopMaLii), "Cnocib 3acTocyBaHHA Ta
posn”, "Oitn" (iHchopmadisi 3 6e3nekn) ,
"Mepepno3ysaHHsa", "Mo6iYHI peakuii" 3rigHo 3
iHchopMmaLieto WoA0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (SEHTE/,
Tabnetku, 400 mr).

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/13466/01/01

16.

FACTPUKYM
ENb

Tabnetku, no 50
TabneTok y
KOHTeliHepi; no 1
KOHTelHepy B
KOpOo6LUi 3 KAPTOHY

Bionoriwe
Xannomitte
Nb Xeenb
meX

HimeuunHa

Bionoriwe
XainbmiTTe b
Xeenb MM6X

HimeuunHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Wo[0 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLIi 415 MeAMYHOro 3acTOCYBaHHS Y 3B'A3KY i3

6e3
peyenma

nionsieae

UA/1629/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
HOBUMUW JaHVMU 3 AKOCTi, AOK/IHIYHUMMU, KNiHIYHUMU
AaHVMU Ta gaHumuy 3 chapmakoHarnsagy - 3MiHun
BHECEHO A0 IHCTPYKUii A8 MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby [0 po3ainy
"MokasaHHa" (pegaryBaHHsl), a TakoXx A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHA", "Cnoci6
3acTOoCyBaHHSA Ta 031" (YTOUHEHHS iHchopmali
wono 6e3nekn), "MobiuHi peakyii’, "Aitn"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3nekn
3acTocyBaHHS nikapcbkoro 3acoby, ska 3a3HayeHa B
MaTepianax peecTpauiiHoro fochke.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignosiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PerynsapHuX
3BITIB 3 6e3MeKu.
17. FEPUENTUH po3uunH ans ®.Xocpbcpman | Lseliyapis Brpo6HMUTBO LLisefiuapis MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/14303/01/01
® iH eKuiid, 600 mr/5 H-/19 Poww Hepo3dhacoBaHO| peyenmom niosnsieae
MA; 1 donakoH 3 nig NpoAyKLUiT, MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIO
pPO34nHOM y nakyBaHHs, 3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHS:
KapTOHHii KOpo6Lli BUNPOOYBaHHS dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
KOHTPOJIO SIKOCTI, MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
BUNYCK cepil: rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
. XodhdpmaHH-/15 MiHicTepcTBi tocTuLiT YKpainu 29 ciuHa 2007 poky 3a
Pow /14, Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
LLIselinapis; OXOPOHU 340POB's YKpaiHu Bif 26 BepecHst 2016
BunpobyBaHHs poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKaMu,
KOHTPOJIO SIKOCTI: 3a3HayeHUMK y NepioANYHOCTI NOAaHHS PErynsapHuX
®.XothbdpmaHH-/15 3BITIB 3 6e3neku.
Pouw JiTa,
LLIBeiiuapisi
18. AAKAPBA3WU | niochinisaT ans Mini Benvka BeHyc Pemegic IHais MepepeecTpauis Ha 5 pokiB. 3a He UA/0548/01/01
H pO34nHYy AN Xenckepe BpuTaHis Nimiten 3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom niosnsieae
iH'ekuili no 200 wr, Nimiteq thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTui
1 chnakoH 3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

niocpinizaTom y
KapTOHHiiA KOpo6Ll

IHCTPYKLUT 4719 MEANYHOro 3acTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HafaHHsA XOAHNX HOBUX [0AATKOBUX AaHUX) - 3MiHN
BHECEHO [0 iHCTPYKLIT A1 MeNYHOro
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTrnokasaHHsa", "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaao"” (YTOUHEHHS
iHdhopmawii), "Mo6iyHi peakuii" BiANOBIAHO
iHdhopmalii pecbepeHTHOro npenapaty dakap6asuH
Mepak, niocpinisar ons pos3uvHy Ans iH'exuii.
MepiognyHICTb NOAAaHHA PerynsipHO OHOB/IOBAHOTO
3BiTY 3 6e3neku BignosigHoO A0 MNopsaaky 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3y MiHicTepcTBa
OXOPOHU 340POB’A Ykpaiuu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

19.

AAKAPBA3U
H

niodpinizat Ans
pO34nHy Ans
iH'ekuin no 500 wr,
1 cpnakoH 3
niocpinizatom y
KapTOHHI KOpoo6Li

Mini
Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic
Nimiten

IHAjA

MepepeecTpauis Ha 5 poki..
3MiHV Woo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHSA
reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3aco06iB Nic/1A BHECEHHS TiET caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HaZiaHHs XOAHWX HOBUX [0AATKOBUX AaHWX) - 3MiHN
BHECEHO [0 IHCTPYKLU|i A1 MeAUYHOro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTrnokasaHHsA", "3acTocyBaHHA Y nepiog,
BariTHOCTi ab0o rofyBaHHs rpyaao” (YTOUHEHHS
iHdhopmawii), "Mo6iyHi peakuii" BiANOBIAHO
iHchopmauii pechepeHTHOro npenapaty dakap6asuH
Mepak, niodpinisar ons pos3yvHy Ans iH'exuii.
MepioAnyHICTL NOAAHHA PerynsipHoO OHOBJIIOBAHOTO
3BiTY 3 6e3neku BignosigHo A0 MNopsaaky 34iCHEHHS:
hapmakoHarnagy, 3atBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A YkpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKaMu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PerynasapHuX
3BITIB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/0548/01/02

20.

IVIKNAK®

po3uuH ans
iH eKLjiA, 75 mr/3
M/1M0 3 M1 B

CaHpo3
dapmacbHoTi
Kan3 a.4.

CnoseHis

Nek
PapmavreBTNYHa
KOMnNaHis 4.4.

CnoBeHisa

nepepeecTpawis Ha HeobMeXeHuii TepMiH
3MiHM WoAo 6e3nekn/edeKkTBHOCTI Ta
dhapmMakoHarisgy. 3miHa y KOpoTKili XxapakTepucTuui

3a
peyenmom

He
nionsieae

UA/1202/03/01
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Ne

Hassa

®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
amnyni; no 5 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
amnyn B IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHA Ha niacTasi
KapTOHHI KOpooLi perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BITY 3 AOCAiAKEeHb, NPOBEAEHMX BiANOBIAHO
[0 nnany negiatpuyHnx gocnigpkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHNM
OpraHom) - 3MiH1 BHECEHO [0 iHCTPYKUii ANs
MEeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby o
po3gainis "®apmMakosoriyHi BNacT1BOCTI" (YTOUHEHHS
iHdhopmadii), "MpoTrnnokasaHHsa", "OcobanBOCTI
3acTocyBaHHSA", "3acToCyBaHHS Y Nepiog BarirTHOCTI
abo rogyBaHHS rpyaato” (YTOUHEeHHs iHchopmadii),
"Cnoci6 3acTocyBaHHsA Ta A03U" (YTOYHEHHS
iHchbopmaui), "AiTn" (yTOUHEHHS hOpMY/HOBaHHS),
"Mepepo3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO A0
OHOB/EHOI iHGhopMaLjii 3 6e3nekn Ail4oTl peyoBUHU
Ta AOMOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PerynsapHuX
3BITIB 3 6e3MeKu.
21. AVNLUUKNOBE | nopoliok TOB YkpaiHa IHpoko Pemesis IHAjis MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH - He UA/10708/01/01
PUHY (cy6eTaHuin) y «KYCYM Nimiten nionszae
rAPOXNOPU | nakeTax DAPM»
A noABIliHMX
nonieTNeHoBUx
ans
hapmaLeBTMYHOr
0 3aCTOCYyBaHHS
22. EFICTPO30/1 | TabneTku, BKpUTI 3AT YropwuHa 3AT YropwmHa/ MepepeecTpauisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/9959/01/01
NNiBKOBOKO dapmaueBT dapmaueBTUUHUI IcnaHis 3MiHK Wo[0 6e3nekn/edeKTUBHOCTI Ta peuyenmom nionsieae
060/10HKOI0, Mo 1 WYHWIA 3aBOf, 3asof ETIC, hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
Mr no 14 TabneTok ErIC YropLumHa; NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nicTepi, no 2 CiHTOH XicnaHisi, IHCTPYKUi AN MeAMYHOro 3aCTOCyBaHHS
6nictepu B C.J1., IcnaHis reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
KapTOHHIl 3aco6iB nic/1A BHECEHHSA TiET camoi 3MiHW Ha

ynakosui; no 10

pedhepeHTHUIN NpenapaT (3MiHa He NoTpebye
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

Tabnetok y
6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHIl
ynakoBLi

HafJaHHA XOAHMX HOBMX AOAATKOBUX JaHKX) - 3MiHM
BHECEHI [0 IHCTPYKLii y po3ainn "dapmakonoriyHi
BnacTmBocTi", "MNoka3aHHsA" (YTOYHEHHS),
"MpoTunokasaHHa", "B3aemogis 3 iHW1Mmn
nikapcbknuMmn 3acobamu Ta iHWi BUuan B3aEMogin",
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acToCyBaHHS Yy
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMK
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 4o3un",
"[iTn" (yTouHeHHs), "Mepepo3ysaHHs", "Mo6iyHi
peakuii”, gogaHo po3gin "Ocobnmsi 3axoan 6esnekn”
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (APUIMILEKC, TabneTtku, BKpUTI
N/1iBKOBOK 060/I0HKOLO, MO 1 Mr).
MepiognyHICTb NOAAHHA PerynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

23.

EXIHALEA

eKCTpaKT piakuii
ans
nepopasibHOro
3acTocyBaHHSA No
50 mn 'y chnakoHi;
no 1 dnakoHy B
navuyi

TOB
"EBPA3IA"

YkpaiHa

TOB "€EBPA3IA"

YkpaiHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
PerynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo Sk pesynbtat
OLjiHKM 3BITY 3 AOCiAKeHb, NPOBEeAEHNX BignoBigHO
[0 nnaxy negiatpnyHux gocnimpkersb (PIP) (3MiHy
Y3rOf)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OpraHom) - 3MiH1 BHECEHO [0 iHCTPYKUii AN
MeAMYHOro 3acTOCyBaHHA NMikapCbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHs", "B3aemogis 3 iHWnMun
nikapcbkuMK 3acobamu Ta iHWi BUAW B3aEMogiii",
"Mo6ivHI peakui™ BigNOBIAHO O OHBMEHOI
iHchopmaw,ii 3 6e3nekn 3acTocyBaHHA Aitoyol
PeyoBUHM.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTYy 3 6e3neku, BignosiaHo 10 MNopsaaky 3a4iiCHEHHS

6e3
peyenma

nionsiecae

UA/1855/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
24, ICNA-MIHT nactunku no 100 MpAT YkpaiHa BignosigansHuii HimeuunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH 6e3 nionsieae UA/2187/01/01
mr, no 10 "Hatypchap 3a BUNycK cepil, 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edpekTMBHOCTI Ta | peyenma
nacTuioK y [V nepBuHHE Ta hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
6nictepi; no 3 BTOPVHHE nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6nictepu B nakyBaHHs: IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha niacTtasi
KapTOHHiiA KopooLli EHxrensrapg perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
ApuHaiimitTTens nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
'm6X & Ko.KT, 3acToCyBaHHS MikapCbKoro 3acoby B
HimeuunHa,; nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTart
BignosigansHuii OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
3a BUPOGHMLTBO [0 nnaHy negiatpuyHnx gocnigpkersb (PIP) (3miHy
Hepo3dacoBaHOro Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHUM
NPOAYKTY: OpraHom) - 3MiHVM BHECEHO [0 IHCTPYKLi Ans
Bongep MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby o
ApuHaiimiTTens po3gainy "Oco6nnBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
'm6X & Ko. KT, OHOB/EHOI iHGhopMaLlii 3 6e3Mekn 3aCTOCyBaHHS
HimeuunHa [,0MOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/THOBAHOTO
3BiTYy 3 6e3neku, BignosiaAHO 10 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 370pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.
25. KAHOEKOP® | TabneTku, 16 KPKA, a.4., CnoBeHisi BMPOGHULITBO «in CnoBeHis MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/13917/01/02
H 16 mr/12,5 wmr, no 10 HoBo mecTO bulk», nepBnHHe 3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionszae

Tabnetok y
6nictepi; no 3,
abo no 6, abo no 9
6nictepis y
KapTOHHIN
Kopo6Li; no 14
Tabnetok y
6nicTepi; no 1,

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b, BUMYCK
cepii:
KPKA, a.4., Hoso
MecTo, CnoBeHis;
KOHTpONb cepii:
KPKA, a.4., Hoso

thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN19 Me4UYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiliinii nepiog, abo sk pesynbTart
OLiHKM 3BiTY 3 AOCAiAKeHb, NPOBEeAEHMX BignoBigHO
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Ne

Hassa

®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
abo no 2, abo no mMecTo, CnoBeHis [0 nnaxy negiatpuyHux gocnimxkers (PIP) (3MiHy
4, abo no 6, abo Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
no 7 6nictepiB y opraHom) - 3MiHV BHECEHi A0 IHCTPYKLUii Ans
KapTOHHI KOpooLi MeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
po3ginu: "dapmakooriyHi BnacTMBocTi”,
"Oco6nmBocTi 3acTocyBaHHA", "MMo6iuHi peakuii”
BIANOBIAHO 4O OHOBNEHOI iHChopMaLi Woao 6e3neku
Li0UMX PEYOBUH.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku BignoBiaAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHUX
3BITIB 3 6e3MeKu.
26. KAHAEKOP® | Tabnetku, 32 KPKA, o.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/13918/01/01
H 32 mr/12,5 mr no 10 HoBo mecTO bulk", neperHHe 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta peyenmom niossieae

Tabnetok y
6nictepi; no 3,
ab6o no 6, abo no 9
6nictepiB y
KapTOHHIi
Kopo6ui; no 14
Tabnetok y
6nictepi; no 1,
abo no 2, abo no
4, abo no 6, abo
no 7 6nictepis y
KapTOHHIA KOpoo6Li

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepil,
BUNYCK cepil:
KPKA, 4.4., Hoso
MecTo, CrnoBeHis;
KOHTPONb cepii:
KPKA, 4.4., Hoso
mecTo, C/ioBeHis

hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMOBIAHO
00 nnaxy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHeCeHi A0 IHCTPYKUii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ainu: "dapmakonoriyHi BNacTmBocTi",
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi peaxuii”
BiANOBIAHO 0 OHOBNEHOT iHdhopMaLii Wwoao 6e3nekn
LiH0UNX PeYOBUH.

MepioAnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakasy MiHicTepcTBa
O0XOPOHW 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogMYHOCTI NoJaHHS peryaspHUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
3BITIB 3 6e3MeKu.
27. KAHAEKOP® | Tabnetku, 8 KPKA, o.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/13919/01/01
H8 mr/12,5 mr no 10 HoBo mecTO bulk", neperHHe 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom niossieae
Tabnetok y Ta BTOPVHHE hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
6nicTepi; no 3, nakyBaHHs, nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
ab6o no 6, abo no 9 KOHTPO/b cepil, IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Ha nigcTasi
6nictepiB y BUNYyCK cepil: perynsipHoO OHOBJ/IKOBAHOrO 3BiTy 3 6e3nekun
KapTOHHIN KPKA, 4.4., HoBo nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
Kopo6ui; no 14 mMecTo, CroBeHis; 3acTOCyBaHHS NikapcbKoro 3acoby B
Tabnetok y KOHTPO/b Ccepil: nicnsipeecTpauiliinii nepiog, abo sk pesynbTart
6nicTepi; no 1, KPKA, 4.4., Hoso OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMOBIAHO
abo no 2, abo no mecTo, C/oBeHis 00 nnaxy negiatpnyHux gocnimxkers (PIP) (3MiHy
4, abo no 6, abo Y3rO[)KEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHWNM
no 7 6nictepis y opraHom) - 3MiHW BHeCeHi A0 IHCTPYKUii ans
KapTOHHiiA KopooLli MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ainu: "dapmakonoriyHi BNacTmBocTi",
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHi peaxuii”
BiANOBIAHO 0 OHOBMEHOT iHdhopMaLii Wwoao 6e3nekn
LiH0UNX PeYOBUH.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakasy MiHicTepcTBa
O0XOPOHY 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
28. KAHAEKOP® | Tabnetku, 32 mr/ KPKA, a.4., CnoseHis BMPOOBHULITBO «in CnoseHis MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/13917/01/01
HD 32 25 mr no 10 HoBo mecTo bulk», nepBnHHe 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom nionsieae
TabneTtok y Ta BTOPWHHE thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui

6nictepi; no 3,
abo no 6, abo no 9
6nicTepiB y
KapTOHHIi
Kopo6ui; no 14
TabneTok y
6nictepi; no 1,
abo no 2, abo no
4, abo no 6, abo
no 7 6nictepis y
KapTOHHI KOPOOL

nakyBaHHs,
KOHTPO/Ib, BUMYCK
cepi:
KPKA, a.4., Hoso
mMecTto, CroBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL,i A/19 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/THOBAHOrO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnipkerb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHeCeHi [0 IHCTPYKUii ans
MeJMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ainu: "®apmakonoriyHi BNacTuBocTi",
"Ocob6nmBocTi 3acTocyBaHHA", "IMo6iuHI peakuii”
BiJNMOBIAHO 4O OHOBAEHOI iHChopMaLi Woao 6e3nekn
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
Lit04nX PeYOBYH.
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOpOHU 340pPOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
29. KECTUH TabneTku, BKpUTI ANMIPANN, IcnaHis IHpacTpiac IcnaHis nepepeecTpaisi Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/3228/02/01
nNiBKOBOKO C.A. dapmacbtoTikac MepioAnyHICTb MOAAHHS PErYNSAPHO OHOB/OBAHOMO | peyenma
060/10HKot0, no 10 Anmipann CA 3BITy 3 6e3neku, BignosigHo A0 MNopsaaKy 34iiCHEHHS
mr, no 10 dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
TabneTok y MiHicTepcTBa 0XOpOHU 34,0p0B’A YKpainu Big 27
6nictepi; no 1 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
6nictepy y MiHicTepcTBi tocTuLii Ykpainum 29 ciuHsa 2007 poky 3a
KapTOHHI KOPOOL Ne 73/13340 (y pefaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[40pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAAHHS PEryspHUX
3BITIB 3 6e3neku.
30. KECTUH TabneTku, BKpUTI ANMIPANN, IcnaHis IHpacTpiac IcnaHis nepepeecTpais Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/3228/02/02
N/iBKOBOO C.A. dapmacboTikac MepiognyHICTb NOAAHHA PEryaISPHO OHOB/IIOBAHOTO | peyernma
060/10HKOI0, NO 20 Anwmipann CA 3BiTY 3 6e3neku, BignosigHo A0 MNopsaKy 34iiCHEHHSN
mr, no 10 thapmakoHarnagy, 3aTBepKeHoro Hakasom
TabneTok y MiHicTepcTBa OXOPOHM 340POB’S1 YKpaiHu Big 27
6nicTepi; no 1 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
6nictepy y MiHicTepcTBi tocTuULii Ykpainu 29 ciuHa 2007 poky 3a
KapTOHHI KOPOOLi Ne 73/13340 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHY 30POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTB: 3rifHO 3i CTpOKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA PerynspHUX
3BITiB 3 6e3neku.
31. KOMBICO Tabnetku, 5 MPO.MEQA.L, Yecbka MPO.MEA.LIC Yecbka MepepeecTpauis Ha HEOGMEXEHUIA TEPMIH. 3a He UA/13792/01/01
Mr/6,25 mr no 10 CMparaa.c. | Pecny6nika Mpara a.c. Pecny6nika 3MiHM WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom nionsizae
Tabnetok y hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi

6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHI KopooLi

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOTo 3aCTOCyBaHHS Ha niacTtasi
perynsipHo OHOBJ/THOBAHOrO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnsapeecTpauiliHnii nepiog, abo Ak pesynbTart
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifMNOBIAHO
00 NnaHy negiatpnyHux gocnimkerb (PIP) (3MiHy
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

ynakoska)

Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu "®apmakooriyHi BacTuBocTi”,
"Oco6nMBOCTI 3acTOCyBaHHA", "3acToCyBaHHS Yy
nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Cnocié
3acTocyBaHHA Ta no3un" (Lwopo 6e3neku), "MobiyHi
peakuii" BiAnoBigHO A0 OHOBNEHOI iHChopMmaL,i 3
6e3neku fjlounx peyoBUH.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsagy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH. 3a He
3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
PerynsipHoO OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo Sk pesynbtat
OLjiHKM 3BITY 3 AOCiAKeHb, NPOBeAEeHNX BigMnoBigHO
[0 nnaxy negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT A51A
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BacTuBocTi”,
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog, BariTHocCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta go3un” (Lwopo 6esnekn), "MobiyHi
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaLi 3
6e3nekun AiloUnx pevyoBuH.

32. KOMBICO Tabnetku, 10
Mmr/6,25 mr no 10
TabneTok y
6nicTepi; no 3 abo
10 6nicTepiB y
KapTOHHI KOpoo6Li

MPO.MEA.LL
C lMNpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

UA/13793/01/01

MepioAnYHICTL NOAAHHA PEryNsspHO OHOBJIIOBAHOTO
3BiTYy 3 6e3neku, BignosiaHoO 10 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi locTuuii Ykpainu 29 ciyna 2007 poky 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
33. KOHEIPA TabneTkun €Bpo Benvka leHedhapm CA peuis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/14511/01/02
AENHOKC XyBaubHi no 50 Naiicokep BpuTaHis 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
mr, no 1 tabnetuj nrg hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
y 6nictepi; no 1 nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nictepy B IHCTPYKLiT ANA MegMYHOro 3acToCyBaHHsA
KapTOHHIi reHepuyHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
Kopo6ui; no 4 3ac006iB NicNsi BHECEHHS TiEl caMoi 3MiHM Ha
Tabnetkn y pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
6nicTepi; no 1 abo HafaHHS XXOAHMX HOBMX AOAATKOBUX AaHWX) - 3MiHW
no 2 6nictepu B BHECEHi [0 iIHCTPYKLi 418 MeAUYHOro 3acToCyBaHHs
KapTOHHI KopooLi nikapcbKoro 3acoby B po3ainu: "MokasaHHa" , a
TakoX y po3ginun: "dapmakosiorivyHi BnacTmBocTi",
"MpoTunokasaHHA", "B3aemogis 3 iHWnMu
nikapcbk1uMK 3acobamu Ta iHWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Cnocié
3acTocyBaHHA Ta no3mn”, "MobiyHi peakuii”
BiANOBIAHO A0 iHopMaL,i WoA0 MegnyHoro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(BIATPA®).
MepiognyHiCTb NOAAHHA PerysiipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
34. KOHEIPA TabneTkun €Bpo Benuka lenecbapm CA Mpevys MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/14511/01/03
AENOKC XyBaulbHi Mo 100 Naiicpbkep BpuTaHis 3MiHK Wo[0 6e3nekn/edeKTUBHOCTI Ta peuyenmom nionsieae
mr; no 1 Tabnetuyi nta hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi

y 6nicTepi; no 1
6nictepy B
KapTOHHIl
Kopo6ui; no 4
TabneTkn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapPTOHHI KOpooU;i

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUT 4715 MEAUYHOTO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB nicns BHECEHHS TiET camMol 3MiHM Ha
pedepeHTHUIN NpenapaT (3MiHa He NoTpebye
HalaHHs! XXOAHUX HOBUX AOAATKOBMX AAHUX) - 3MiHN
BHECEHI 10 IHCTPYKLiT A1 MEeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby B po3ginu: "MokasaHHs" , a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)

Takox y po3ainu: "®apmakosorivyHi BnactmeocTi",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMuy
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aEMOogiii",
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaato”, "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakwii”
BiANoBIAHO A0 iHdopMaLil LWLoa0 MeMYHOro
3acTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(BIATPA®).

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOTO
3BITYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsagy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

35. METWUNEPIro pO34nH ons «Xemochapm | Pecny6nika «Xemodhapm» All Pecny6nika MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/9077/01/01
BPEBIH iH'ekyii 0,2 mr/mn » AL Cepbis Cepbis 3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta peyenmom nions2ae
no 1 mn B amnyni; hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
no 5 amnyny NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
6nictepi; no 10 IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
6nictepiB y perynsipHoO OHOB/IHOBAHOrO 3BiTY 3 6e3neku
KapTOHHIl nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
ynakoBLj 3acTOoCyBaHHSA NikapcbKoro 3acoby B

nicnsipeecTpawiiiHnii nepiog, abo Sk pesynbtat
OLjiHKM 3BITY 3 AOCiAKeHb, NPOBeAEeHNX BigMnoBigHO
[0 nnaHy negiatpuyHmx gocnimxkers (PIP) (iHwwi
3MiHW) - 3MiHN BHEeceHO [0 IHCTpyKuii Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ainis "MpoTunokasaHHs", "Oco6AnBOCTI
3acTocyBaHHSA", "3acToCyBaHHS Y Nepiog BarirTHOCTI
abo rogyBaHHs rpyaao” (YTOUHEHHS iHdhopmai 3
6e3neku), "MobivHi peaxuii” BignNoBigHO A0
MaTepianiB peecTpawiiHoro fochbe.
MepioAnYHICTL NOAAHHA PErynsipHO OHOBJIIOBAHOTO
3BiTYy 3 6e3neku, BignosiaHO A0 MopsiaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 370pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasipHUX
3BITIB 3 6E3MEKN.

36.

HIBANIH

TabneTku no 5 wr,
no 10 a6o 20
TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHI nayui

AT
"Codpapma”

Bonrapis

AT "Codpapma”

Bonrapis

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHM LWoao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
PerynsipHoO OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo Sk pesynbtat
OLjiHKM 3BITY 3 AOCiAKeHb, NPOBEeAEHNX BignoBigHO
[0 nnaxy negiatpnyHux gocnimpkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acTOoCyBaHHA NMikapCbKoro 3acoby Ao
po3ainis: "Oco6AnBOCTI 3acTocyBaHHA", "M06IYHI
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaLi 3
6e3nekn 3acTOCyBaHHS [il040T PEYOBUHN.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/3335/02/01

37.

HIBANIH

Tabnetkun no 10
mr, no 10
TabneTok y
6nictepi, no 1 a6o
2 6nictepu B
KapTOHHIN nauui

AT
"Codpapma”

Bonrapis

AT "Codpapma”

Bonrapis

MepepeecTpaLisi Ha HEOBMEXEHUNIA TEPMIH.
3MiHK Wo[0 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL,i A/19 MeAMYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnipkerb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro 3acoby Ao
po3gainis: "OcobnuBocTi 3acTocyBaHHs", “IM06i4Hi
peakuii" BiAnoBigHO A0 OHOBNEHOI iHthopMmaL,ii 3
6e3nekn 3acToCyBaHHA [1i0401 PEYOBUHW.

3a
peyenmom

He
nionsieae

UA/3335/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
MepiognyHICTb NOAAaHHA PerynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
38. HOP®J/TIOKCA | TabneTku, BKpUTI ToBapucTBO YkpaiHa BCi cTagii Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3MiHN | 3a He UA/3948/01/01
LUWH- NNiBKOBOKO 3 BMpPOOGHULTBA, TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom nionsieae
340POB'A 060/10HKOI0, NO 0bMexeHot KOHTPO/b AKOCTI, hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
400 wmr, no 10 Bignosiganb BUNYCK cepil: nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
Tabnetok y HiCTIO ToBapucTBo 3 IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
6nicTepi; no 1 "®apmavesT 06MexeHo perynsipHO OHOB/IHOBAHOrO 3BiTY 3 6e3neku
6nictepy y nyHa BiANOBIAA/IbHICTIO nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
KapTOHHI KopooLi KOMNaHis "®apmMaueBTUYHA 3acTOoCyBaHHSA NikapcbKoro 3acoby B
"3p0pos'a” KOMMaHis nicnapeecTpauiiHnii nepiog, abo sk pesynbTtar
"3popos'a’, OLjiHKM 3BITY 3 AOCiAKeHb, NPOBeAEeHNX BigMnoBigHO
YkpaiHa,; [0 nnaxy negiatpnyHux gocnimxkers (PIP) (3MiHy
BCi cTagii Y3roPKEHO 3 KOMMNETEHTHUM YTNOBHOBaXKEHUM
BMPOGHMLITBA, opraHoM) 3MiHN BHECEHI [0 IHCTPYKUiT ANns
KOHTPO/b SIKOCTI: MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby y
ToBapucTBO 3 po3ain "MokasaHHsA" Ta po3ginu: "OcobmMBoCTi
0bMexeHot 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta 403u",
BiANOBIAALHICTIO "Mo6ivHi peakui™ BigNOBIAHO 4O OHOB/EHOT
"®APMEKC iHchopmawii Lwoao 6e3nekn Aito4oi peHoBUHY.
reyn-,
YKpaiHa MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIMO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3ri4HO 3i CTpPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKu.
39. MAHTOrAP Kancynu; no 15 Mepy, HimeyunHa Bupo6Huk in bulk: LBeiiuapis/ MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3MiHN | 6e3 niosnsieae UA/10445/01/01
Kancyny énicrepi; PapmachIoTi AuvHo ®apma AT, HimeuunHa TUny - 3MiHu WoAo 6e3nekn/edpeKkTUBHOCTI Ta peyenma
no 6 6nictepis y Kasic FTM6X LLIseliyapis; hapmMakoHarnisgy. 3miHa y KOpoTKilii XxapakTepucTuui

KapTOHHI Kopoo6Li

Mpopykuis in-bulk,
BUPOBHMK, LLIO
3fiicHI0E

NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHs Ha niacrtasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
nepBuHHE Ta nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
BTOPVIHHE 3aCcTOCyBaHHS NikapCcbKoro 3acoby B
nakyBaHHS: nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
Knoke ®apma- OLliHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
Cepsic 'mM6X, [0 nnany negiatpuyHnx gocnimpkersb (PIP) (3miHy
Himeuunha; Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaOXKEHNM
BUpO6HMK, L0 opraHom) 3MiHW BHECEHO A0 IHCTpyKUiT Ans
3filicHI0E MEeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby o
nepBuHHE Ta po3sgainis "Mepego3yBaHHA", "Mo6iuHI peakuii,
BTOPUHHE "3paTHICTb BNAMBATU Ha LWBUAKICTb peakLii npu
nakyBaHHs Ta KepyBaHHi aBToTpaHCMopToM abo iHWMMK
BiANOBiAA/IbHWIA 32 MexaHisMamu'" BignoBiAHO A0 OHOB/EHOI iHGhopMaLil
BUMyCK cepii: 3 6e3neku Ailoynx peyoByH, a TakoX pefaroBaHo
Mepy, dapma Ha3By po3giny "®apmakoTepaneBTuyHa rpyna. Kog
M6X i Ko. KlraA, ATX".
HimeyumHa MepiognyHICTb NOAAHHA PerynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
40. PUreBlAOH TabneTku, BKpUTI BAT YropwumHa BAT "l'egeoH YropwuHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/2778/01/01
060/10HKO10, Mo 21 "l'epeoH PixTep" 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
TabneTui B PixTep" dhapmakoHarnagy (iHwi 3MiHM) - 3MiHN BHECEHO A0
6nicTepi, no 1 abo IHCTPYKLi ANA MegMYHOro 3acToCyBaHHA
3 6nictepun y navui nikapcbKoro 3acoby y po3gin "Oco6mBocTi
3acTocyBaHHS" BigMNoBiAHO A0 OHOBEHOT
iHchopMmawii 3 6e3neku Ajtoyoi Ta AONOMIKHUX
PEYOBUH.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
41. LUMNPO®NOK | po3unH ans TOB "tOpis- YkpaiHa TOB "lOpia-®apm” YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH 3a He UA/3643/01/01
CALUVH iHdby3in, 2 Mmr/Mn dapm" 3MiHM Woa0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nidnsieae
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayjitiHo2o
nocsioYeHHs

no 100 mn, 200 mn
y nasLwkax; no 100
w1, 200 mny
naswui, no 1
NAAWLU y nayui; no
100 mn, 200 mny
KOHTeliHepax

hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOTo 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby Ao
po3ainis: "MokasaHHA", "OcobnnMBOCTI
3acTocyBaHHs", "Mob6iyHI peakuii” BigNoBigHO A0
OHOBJIEHOI iHGhopMaLii 3 6e3nekn Ajtoyoi Ta
O0NOMDKHUX PEYOBUH J1iKapCbKOro 3acoby.
MepiognyHICTb NOAAaHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

42,

ACHAN®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOI0, N0 5
Mr, No 7 TabneTok
y 6nicTepi; no 2, 4
abo 8 6nicTepiB y
KapTOHHI KopooLi

KPKA, a.4.,
HoBso mecTo

CnoseHisi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

nepepeecTpaisi Ha HeobMeXeHuit TepMiH
3MiHM | TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Sk pesynbTart
OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHUM
OpraHom) - 3MiH1 BHECEHO [0 iIHCTPYKLIi y po3aiu
"MokasaHHs" (pegaryBaHHs), "B3aemogis 3 iHWMMK
nikapcbkuMK 3acobamu Ta iHWi BUAW B3aEMogiii",
"Ocob6nmBocTi 3acTocyBaHHs", "Mo6iYHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHopMmaLii 3 6e3nekn
L0401 PEYOBUHN.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku BignosiagHo A0 MNopsaky 34iiCHEHHS

3a
peyenmom

He
nionseae

UA/9243/01/01
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060/10HKOI0, N0 10
Mr, No 7 TabneTok
y 6nicTepi; no 2, 4
abo 8 6nicTepiB y
KapTOHHI KopooLi

hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigpkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHUM
OpraHom) - 3MiH1 BHECEHO [0 iHCTPYKLIi y po3aiu
"MokasaHHs" (pegaryBaHHs), "B3aemogis 3 iHWMMK
nikapcbkuMK 3acobamu Ta iHWi BUAW B3aEMogiii",
"Ocob6nmBocTi 3acTocyBaHHs", "Mo6iYHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHopMmaLii 3 6e3nekn
L0401 PEYOBUHN.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTY 3 6e3neku BignosigHo A0 MNopsaaKy 34iCHEHHS:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB’A Ykpainu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3HayeHUMK y NepioANYHOCTI NOAaHHS PErynsapHUX
3BITiB 3 6e3nekn

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs
ynakoska)
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOpOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neku
43. ACHAN® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis nepepeecTpavjis Ha HeobMexeHuli TepMiH 3a He UA/9243/01/02
NNiBKOBOKO HoBso mecTo MecTo 3MiHuM | TUNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta | peyenmom nionseae

HavyanbHUK Bigaginy 3 nutaHb papmaneBTUYHOI
AisnbHoCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IACcKOBCbKUn
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AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
17.02.2020 Ne 332

NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

500 mr no 3 abo
6 TabneTok y

cepii:
Cantotac ®apma 'm6X,

NiKapCbKOro 3acoby, BKIOYAUN AiNbHNLi BUNYCKY cepii abo
MicLle NpoBeieHHSA KOHTPOJIK0 AKOCTI. (AisNIbHICTb, 3a AKY

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JNliKkapcbKo20 BUIYCKY Bionycky | peecmpayitiHo2zo
3acoby nocsi04YeHHs1
1. AB''O®EH Tabnetkn no 400 | la6opatopii dpaHLis Na6opaTtopii Bywapa dpaHLis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/5702/01/01
Mmr no 15 Bywapa Pekoppaarti 3amiHa po3gainy «pagiyHe 306paxeHHs ynakoBKMU» Ha po3ain peuyenma
Tabnetok y Pekopgari «MapkyBaHHs» B MK# J13: 3anponoHoBaHo:
6nicTepi; no 2 Po3gin “MapkyBaHHsa" 3rigHO 3aTBEPAXEHOr0 TEKCTY
6nictepu B MapKyBaHHS. 3MiHU BHECEHI Y TEKCT MapKyBaHHS yrnakoBKU
KapTOHHIW nikapcbKoro 3acoby.
Kopo6u,i BBeAEeHHS1 3MiH NPOTAroM 6-TW MicALIB Nic/a 3aTBEPAKEHHS
2. AEKON PO34UH OfliliHNIA MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianiB:3aMiHu | TUNy 3miHa 6e3 UA/1603/01/01
no 50 mn a6o "TexHonor" po3mipy cepii (BKIOUaOUK gianasoH po3mipy cepii) roToBoro peyenma
100 mny nikapcbkoro 3acoby; MNponoHoBaHa pefakuis : po3mip cepii: Mo
thnakoHi; no 1 50 mn y chnakoHax: Po3mip cepii: Mo 50 mn y chnakoHax: 223,10
donakoHy B nauuj Kr (243,0 n) (Big 4 300 go 4 860 ynakoBok); 446,20 kr (486,0 n)
3 KapTOHY (Big 8 600 o 9 720 ynakoBok) Mo 100 mn y dpnakoHax: 223,10 kr
(243,0 n) (Big 2 150 o 2 430 ynakoBok) 446,20 kr (486,0 n)( Big,
4 300 0 4 860 ynakoBOK)
3. A3NTPO TabneTku, BKpUTI CaHpo3 CnoseHisn nepBuHHA Ta BTOPUHHA HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/11332/01/01
CAHAO3® NAiBKOBOIO dapmacbHoTi ynakoBKa, KOHTPO/1b TypeuuunHa/ AIMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyenmom
060/10HKOI0, MO Kan3 g.4. cepii, fO3BIN Ha BMNYCK PymyHis MicList MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
250 mr no 6 cepit: nNiKapcbKoro 3acoby, BKIOHaKUN AiNbHNLi BUNYCKY cepii abo
Tabnetok y Cantotac ®apma MmoX, MicLie NpoBEeAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
6nictepi, mo 1 HimeuunHa; BignoBigae BUPOGHMK/IMNOPTEp, HE BK/IKOYAOUM BUMYCK CEpIld) -
6nictepy B BVPOGHMLTBO 3MiHa afipecu MicLsi NPOBaKEHHS AisNIbHOCTI BUPOGHMKa
Kopobui Hepo3gracoBaHol roToBOro slikapcbkoro 3acoby CaHzo3 lnak CaHali Be TikapeT
NpoAYyKLUiT: A.C., TypeyunHa (BUpobHMLTBO HepOo3dhacoBaHOi NPOAYKLiT) 6e3
CaHpio3 lnak CaHali Be 3MiHW MicLl BUPOGHMLTBA
TikapeTt A.C.,
TypeuunHa;
BMPOGHMLITBO 3@ NOBHUM
LKIOM:
C.K. CaHpgos C.P./1.,
PymyHis
4, A3UTPO TabneTku, BKpUTI CaHpos CnoBeHis nepBrHHA Ta BTOPVHHA Himeuunna/ BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/11332/01/02
CAHAO3® NNiBKOBOO PapmacbHoTi ynakoBKa, KOHTPO/1b TypeyuunHa/ AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuyenmom
060/10HKO0, MO Kans g.4. cepii, f,03BiN HA BUMYCK PymyHis MiCLii NPOBaPKEHHA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
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6nictepi; no 2
6nictepn y

[Aiana3oHi 3aTBepAkKeHNX PO3MipiB yNakoBKU - BBEAEHHS
[0aTKOBOro po3mipy ynakosku J13 Ne 28 (14 x 2) y 6nicTepi,

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
6nicTepi, no 1 HimeuunHa; BiANOBIAa€e BYPOGHMK/IMNOPTEp, He BK/IOYAUM BUMYCK cepild) -
6nictepy B BUPOGHMLTBO 3MiHa afpecu Micusi NPOBaKEHHSA Ais/IbHOCTI BUPOOHUKA
Kopobu,i Hepo3ghacoBaHo| roTOBOroO nikapcbkoro 3acoby CaHgos Inak CaHali Be TikapeT
NPOAYKLi: A.C., TypeuyumHa (BMPOGHMLITBO Hepo3dacoBaHoi NPoAyKLii) 6e3
CaHpfio3 lnak CaHali Be 3MiHM MicLA BUPOGHMLTBA
TikapeT A.C.,
TypeyuunHa;
BMPOGHMLITBO 3@ NOBHUM
LMKIOM:
C.K. CaHpgos C.P.1.,
PymyHis
5. ANEPCIC pO34nH NMPO®APM ManbTa Na6opaTopioc HopmoH IcnaHis BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/13643/01/01
opasibHuii, 0,5 A C.A. [ofiaBaHHA nokasHuka «Tonyon» y Crneundikavio ans peyenma
mr/mn no 60 mn IHTEpHELUHN KOHTpOsH0 sikocTi A®| [lesnopaTagmH Bupo6Huka Vasudha
PO3YuHyY y TpehguHr PharmaChem Limited, IHgis, BignosigHo Ao HagaHoro CEP;
thnakoHi; no 1 NimiTen 3MiHM | TUNY - NOA4AHHA HOBOTO cepTudikaTy BiANOBIAHOCTI
chnakoHy pasom €sponelicbkoi hapmakonei Ne RO-CEP 2014-310-Rev 00 Big
3 MipHUM HOBOro BMpOG6HMKa A®I; 3miHKM | TMNy - BBEAEHHSA Nepiogy
CTaKaH4MKOM y NOBTOPHOro BUNpobyBaHHsA/nepiofy 36epiraHHA (60 micsAuUiB) Ha
KapTOHHIW nayv,i OCHOBI pe3ynbTaTiB AOC/IIKEHHSA Yy peanbHOMY Yaci; 3MiHu |
TUMY - NOAAHHSA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€sponelicbkoi hapmakonei Ne RO-CEP 2014-310-Rev 01 Big,
BMpobHuka APl flesnopataavH BupobHuytea Vasudha
PharmaChem Limited, IHAis; 3miHW | TUNY - NogaHHA OHOBNEHOIO
cepTudikaTy BignosigHocTi EBponelicbkoi hapmakonei Ne RO-
CEP 2014-310-Rev 02 Big Bupo6Huka Adl
6. ANNECTA® TabneTku, BKpUTI Ankanoig Pecny6nik Ankanoig A4-Ckon’e Pecny6nika BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/4290/01/02
NAiBKOBOIO A-Ckon'e a MakefioHist 3MiHK 3 siKOoCTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKOI0, MO MakefoHis KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu
20 mr no 10 roTOBOrO JlikapcbKoro 3acoby (3MiHa KiflbKoCTi 0ANHMLb
Tabnetok y (Hanpuknag TabneTok, amnys TOLLO) B yNakosLi:) - 3miHa y
6nictepi, no 3 fianasoHi 3aTBepAKEHNX PO3MIPIB YNAaKOBKU - BBEAEHHS
6nictepu y [04aTKoBOro po3mipy ynakoskum /13 Ne 28 (14 x 2) y 6nictepi,
KapTOHHIlA 6€e3 3MiHM MepPBUHHOrO NakyBaslbHOro Matepiany, 3
Kopobui abo no Bi4MOBIAHVMMM 3MiHAMM B PO34iNi YnakoBka
14 TabneTok y
6nictepi, no 2
6nictepn y
KapTOHHIiA
Kopoobui
7. ANNECTA® TabneTku, BKpUTI Ankanoig, Pecny6nik Ankanoig A-Ckon’'e Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | Tvny - 3a UA/4290/01/03
NNiBKOBOO Al-Ckon'e a MakefioHist 3MmiHu 3 siKocCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peuyenmom
060/10HKO0, MO MakeoHis KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHa PO3Mipy ynakoBKu
40 wr no 15 roTOBOrO JliKapCbKOro 3acoby (3MiHa KiflbKOCTi 0ANHMLb
Tabnetok y (Hanpvknag TabneTok, amnyn TOLLO) B yNakoBLi:) - 3miHa y
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Mr, do1akoHU 3
niodpinizatom

3aCTOCYBaHHA Ta y TeKCTi MapKyBaHHs J13. 3anponoHoBaHo:
MoBHa Ha3Ba AkLioHepHe ToBapucTBO "KniBmegnpenapat”
CkopouyeHa HasBa MNAT "KviBMegnpenapat”; 3miHu | Tuny - 3miHa
HaliMeHyBaHHs 3asiBHMKa, 6e3 3MiH y MeTofax KOHTPO/IO AKOCTI
nikapcbKkoro 3acoby, 6e3 3MiH B iIHCTPYKLiT 4151 MEANYHOTO
3aCTOCYyBaHHSA Ta y TEKCTi MapKyBaHHs J13. 3anponoHoBaHo:

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KapTOHHIA 6€3 3MiHM NePBMHHOIO NakyBasIbHOTO MaTepiasny, 3
KopobLi abo no BiANOBIAHMMM 3MiHAMUN B PO3AiNi YnakoBka
14 TabneTok y
6nicTepi, no 2
6nictepu y
KapTOHHIW
Kopo6u,i
8. AMIHA3VH po34uH Ans MAT YkpaiHa MAT "Tanuucpapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/5159/01/01
iH'exuin, 25 "Tanuudpap 3MiHa HallMeHyBaHHS 3asBHUKa, 6e3 3MiH y MKA /13; peyenmom
Mr/M; Mo 2 M B m" 3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHEpHe TOBapuCTBO
amnyni; no 10 Fanuudapm" CkopoyeHa Hassa MAT " Manunudapm”; 3miHn |
amnyny TMNy - 3MiHa HaliMeHyBaHHS BUPOGHYKa, 6e3 3miH y MKA N13,
KOHTYPHIit 6€3 3MiH B iHCTPYKLii 4719 MeAMYHOro 3acTOCyBaHHS Ta y TEeKCTi
YapyHKoBIl MapkyBaHHs J13. 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHepHe
ynakosLi; no 1 ToBapucTeo "Tanmudapm” CkopoueHa Hassa MAT "Tanmudapm”
KOHTYPHIit
YapyHKoBIl
ynakosBLi B
nauui; no 2 mn B
amnyni; no 10
amnyn y kopobui
9. AMILUN® niodpinizat ana MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/1036/01/03
po3unHy ana "Kuismegnp "Kuismegnpenapart" 3MiHa HalimeHyBaHHA 3asBHUKa, 6e3 3MiH y MKA N3; peyenmom
iH'exUinno 0,5 enapar” 3anponoHoBaHo: NMoBHa Ha3Ba AKL,iOHEpHE TOBap1CTBO
hNakoHu 3 "Knismegnpenapat” CkopoyeHa Ha3sa MNAT "Kuismegnpenapar”;
niogpinizatom 3MiHY | TUNy - 3MiHa Ha3BM BMPO6HUKa 13, 6e3 3mMiH y MKA N3,
6€3 3MiH B iHCTPYKL,i A/19 MeANYHOro 3aCTOCYBaHHS Ta Y TEKCTi
MapkyBaHHs J13. 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHepHe
ToBapucTBo "Knismegnpenapat” CkopoyeHa Ha3sa MNMAT
"KviBmegnpenapar"
10. AMILMN® niocpinizat ana MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/1036/01/04
po3unHy ana "Knismegnp "Kuismegnpenapar" 3MiHa HalimeHyBaHHA 3asBHUKa, 6e3 3MiH y MKSA N3; peyenmom
iH'ekuinno 1,01 enapar” 3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
hNakoHu 3 "Knismegnpenapat” CkopoyeHa Ha3sa MNAT "KuiBmegnpenapar”;
niodpinizatom 3MiHuM | TUNy - 3MiHa Ha3Bu BUpobHUKa MN3, 6e3 3miH y MKA N3,
6€3 3MiH B IHCTPYKLii 4719 MeAMYHOro 3acTOCyBaHHS Ta y TeKCTi
MapKyBaHHs J13. 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHepHe
ToBapucTeo "KuniBmegnpenapat” CkopoyeHa Ha3sa MAT
"KviBmegnpenapar"
11. AMILNN® niodpinizar ana MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/1036/01/02
pO3uYuHy Ans "Knismegnp "Kuismepgnpenapart" 3MiHa Ha3BW BMPOGHMKa /13, 6e3 3MiH Yy MeTogax KOHTPO/I0 peyenmom
iH'ekuin no 250 enapart” AKOCTI Nlikapcbkoro 3acoby, 6e3 3MiH B iHCTPYKLiT 4719 MeANYHOro




37

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
MoBHa Ha3Ba AkLjioHepHe ToBapucTBO "KniBmegnpenapar”
CkopoueHa HasBa AT "Kvismegnpenapart”
12. AMo4MNIH Tabnetkn no 5 CaHpo3 CnoBeHis ek ®apmaueBTuyHa CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaLiliHnx matepianis: 3MiHu | Tuny - 3a UA/11166/01/01
CAHAO3® Mr, no 15 PapmacboTi KomMmnaHis g.4., CnoseHia | TypeuuunHa/ AZMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
Tabnetok y Kan3 g.4. (BUPOGHMLTBO 3a PymyHis MiCLLA MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
6nictepi; no 2 NOBHUM LK/IOM; NiKapcbKoro 3acoby, BKIOYAKUM Ai/bHULi BUNYCKY cepii abo
6nictepu y NnepBUHHE | BTOPUHHE MicLie NPOBeAEHHS KOHTPOJIHO AKOCTI. (LiSANIbHICTb, 3a AKY
KapTOHHIlA nakyBaHHs); BiANOBIAA€e BUPOGHKMK/IMNOPTEP, HE BK/OUAKUM BUMYCK Cepiid)
KopoobLi BMPO6HMLTBO in bulk: YTOUHeHHs agpecu BUpo6HuKa Jlek PapmaleBTMyHa KoMnaHis
CaHpo3 lnak CaHalii Be 4.4., CnoBeHis, Wo Bignosigae 3a nepsuHHe i BTOPUHHE
TikapeT A.C., nakyBaHHs1, 6e3 3MiHV Micusi BUPOOHULTBA. 3MiHK | Tuny -
TypeuuunHa; CaHfo3 ALMiHIiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
pyn Carnuk YpyHnepi MiCLii NPOBaPKEHHS Ai/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
Inaknapi CaH. Be Tik. NiKapcbKoro 3acoby, BKIOHAUM Ai/bHULI BUNYCKY cepii abo
A.C., TypeuunHa; MicLie NpoBEeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
KoHTpornb cepii: C.K. BiANOBiga€e BUPOGHMK/IMNOPTEP, HE BK/OUAKUM BUMYCK Cepii)
CaHpo3s C.P.J1., PymyHis YTOuYHeHHs1 agpecy BUpo6HuKa CaHao3 Inak CaHaii Be TikapeT
A.C., TypeuuunHa, Wwo Bignosigae 3a BMpo6bHMLUTBO in bulk, 6e3
3MiHM MicUsl BUPOBHMUTBA.
13. AMoanNIH Tabnetku no 10 CaHpo3 CnoBeHisa Nek ®apmauesTuyHa CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUnYy - 3a UA/11166/01/02
CAHAO03® Mr; no 15 dapmacbHoTi KoMnaHisi 4.4., CnoseHis | TypeuuunHa/ AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu peuenmom
Tabnetok y Kans g.4. (BMpOGHMLTBO 3a PymyHis MiCLii NPOBaPKEHHA Aisi/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
6nictepi; no 2 NOBHUM LK/I0M; NiKapcbKoro 3acoby, BKIOUaUM AiNbHUL BUNYCKY cepiil abo
6nictepn y nepBuHHE | BTOPVHHE MicLie NpoOBeAEHHS KOHTPOJTHO SKOCTI. (LiSANbHICTb, 3a AKYy
KapTOHHIiA nakyBaHHs); BiANOBiAa€e BUPOGHKMK/IMNOPTEP, HE BK/OYAKUM BUMYCK Cepiid)
KopooLi BMPOGHMLTBO in bulk: YTOUHeHHSA agpecu BUpo6HMKa Jlek PapmaLeBTuyHa KomnaHis
CaHpo3 lnak CaHalii Be 4.4., CnoBeHis, Wo Bignosigae 3a nepBrHHE i BTOPUHHE
Tikapet A.C., nakyBaHHs1, 6e3 3MiHM Micus BUpo6HULTBA. 3MiHK | TUny -
TypeuuunHa; CaHao3 AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
pyn Carnvk YpyHnepi MicList MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
Inaknapi CaH. Be Tik. nNiKapcbKoro 3acoby, BKIOHaKUN AiNbHNLi BUNYCKY cepii abo
A.C., TypeuunHa; MicLie NpoBEeAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
KoHTposb cepii: C.K. BignoBigae BUPOGHMK/IMNOPTEp, HE BK/IHOYAKOUN BUMYCK Cepilf)
CaHpo3 C.P.J1., PymyHis YTouHeHHs1 agpecy BUpobHuka CaHao3s Inak CaHaii Be TikapeT
A.C., TypeuuuHa, Lo Bignosigae 3a BupobHMLTBO in bulk, 6e3
3MiHM MicUsl BUPOGHMUTBA.
14. AMOKCUUUAN | nopoLuok MAT YkpaiHa CaHpo3 F'm6X ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:amiHu | Tuny - - UA/12393/01/01
IHY (cybeTaHuis) y "Knismegnp 3MiHa HaliMeHyBaHHS 3asiBHKKa, 6e3 3MiH Y MeTofax KOHTPO/0
TPUTAPAT naketax enapar” SKOCTi NikapcbKoro 3acoby; 3anponoHoBaHo: MoBHa Ha3Ba
Aana noaBiliHMX AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
nPAMOro nonieTuIeHoBMX MAT "Kuismegnpenapart"
MNPECYBAHH | anA
A1 ana hapmaueBTUYHO
MEPOPAJIbH | ro 3acTtocyBaHHs
oro
3ACTOCYBA
HHA
15. AHTUDNTY® NMOpPOLIOK ANnst TOB YKpaiHa KoHTpakT ®apmakan CLWA BHECEHHS 3MiH 0 peecTpaLiiHnX maTepiaiB:3miHu | Tuny - 6e3 UA/8974/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Kiac opasibHoro "BAVIEP" KopnopeiiwH, CLUA 3MmiHu Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy. peyenma
po3uunHy; no 12 r (Bupo6HMLTBO in bulk); BBeneHHs abo 3MiHU A0 y3araslbHEHUX JaHWX NPo cucTemy
MOPOLLKY Y KoHTpakT dapmakan thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX faHux Npo cuctemy
nakeTi 3 manepy, KopnopeiiwH, CLUA thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBIAa/IbHOI
namiHoBaHoro (nepBrHHa Ta BTOpUHHA 3a 3giiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
aIOMIHIEBOIO ynaKkoBKa, KOHTPO/1b hapmakoHarnagy 3asBHuka Ans 34iicHeHHA dapmakoHarnsagy B
chonbroto Ta AKOCTI, A,03BiNT HA BUMYCK YkpaiHi, SKLLO BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0cobu,
nosnieTueHom; cepir) BiANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkavaoum
no 5 naketis B KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLLLeHHI macTep-dalina
KapTOHHIA cucTeMu dpapmakoHarnsgy); 3miHa ynoBHOBaXeHoi 0cobu
Kopobui 3asBHVIKa, BignoBigansHOI 3a hapMakoHarnsag. NponoHoBaHa
pefakuisi: BepemitioBa PeHata €BreHiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XeEHOI 0CO6M 3asBHMKa, BifnoBiganbHoOT 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHSI OCHOBHOI [isifIbHOCTI
3 hapmakoHarnsgy. 3miHa MicLle3HaxoMKEHHs1 MacTep-hainna
16. APINEHTAN Tabnetku, no 10 3AT NutoBcbka | BupobHULTBO Ta BUMYCK ManbTa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/14376/01/01
Mr o 7 "®apmnira” Pecny6nik cepil: AZMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenmom
Tabnetoky a AxTasic /lTg. MiCLii NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBoro
6nicTepi; no 4 nNiKapcbKoro 3acoby, BKIOHaKUN AiNbHNLi BUNYCKY cepii abo
6nictepu y nauui MicLie NPOBeAEHHS KOHTPOIO AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/iIMNOPTEpP, BKOYAOUM BUMYCK Cepili) 3MiHa
agpecy BUpo6Huka AkTasic JITa, ManbTta, 6e3 3miHu micus
BMPOOHULITBA BBEEHHSA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPIKEHHS.
3MiHu | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHM) OHOBNEHHS BXe 3aTBEPKEHOIO
TEKCTY MapKyBaHHS BTOPUHHOI Ta NepBUHHOIT ynakoBku J13
ApineHTan, Tabnetkn, 3 BHECEHHAM NO3HAYeHb OANHNLb
BMMIPIOBaHHS, 3 BUKOPUCTaHHSAM MiTEP NaTUHCLKOro andasiTy.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB Nicia 3aTBEpPAKEHHS
17. APINEHTAN Tabnetku, no 15 3AT NutoBcbka | BupobHULTBO Ta BUMYCK ManbTa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/14376/01/02
Mr o 7 "®apmnira” Pecny6nik cepii: AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Tabnetok y a AkTasic /1Ta. MicList MPOBaKEHHS AisiNIbHOCTI BUPOOHMKa/imnopTepa rotoBoro
6nicTepi; no 4 nikapcbKoro 3acoby, BKIOHaKUN AiNbHNL BUNYCKY cepii abo
6nicTepu y nauui MicLie NpoBEAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAA€E BUPOOHMK/IMNOPTEP, BK/OUYAKOUM BUNYCK CEpiil) 3MiHa
appecy BUpo6Huka AkTasic JITa, ManbTta, 6e3 3miHu micus
BMPOOHULITBA BBEAEHHA 3MiH NpOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) OHOBIEHHA BXe 3aTBEPAKEHOr0
TEKCTY MapKyBaHHSA BTOPUHHOI Ta NepPBUHHOT ynakosku J13
ApineHTan, TabneTtkn, 3 BHECEHHAM NO3HA4Y€Hb OAVHNLb
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCLKOro andasiTy.
BBefeHHs 3MiH NpoTSArom 6-TM MicsLiB MiC/1s 3aTBEPAKEHHSI
18. APTULLOK- Kancynu no 100 TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/6960/01/01
ACTPA®APM | wmr; no 10 kancyn | "Actpacapm OHOBJIEHHA 3aTBEPA)KEHOI0 TEKCTY MapKyBaHHA yNakoBOK peyenma

y 6nicTepi; no 3

NiKapcbKoro 3acoby
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
abo 6 6nicTepis
y KOpob6u;i 3
KapToHy
19. AP®A3ETUH | 36ip no 50 r abo MpAT Ykpaina MpAT ®apmaueBTUyHA Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/11610/01/01
75 1y naykax 3 dapmaueBT habpuka "Biona" BHeCeHHS 3MiH A0 Cneuudikauii/MeTo4iB KOHTPOSIO AKOCTI peuenma
BHYTPILLHIM NyHa nikapcbKoro 3acoby, 3a n. «OgHOPIAHICTL MacK»;
nakeTtom, no 1,5 chabprika 3MiHW | TUMY - OHOB/IEHHS BXE 3aTBEPAKEHOTO TEKCTY
ry inbTp- "Biona" MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBKM J13 3 BHECEHHAM
nakeTi; no 20 [oaaTKoBoi iHdopmaLii (BHECEHHS MO3HAYEHb OAUHULIb
inbTP-NakeTis BMMIpIOBaHHS, 3 BUKOPUCTaHHAM MliTEP NaTUHCBLKOIo andpasiTy,
y nauui 3 TOLLLO); BHECEHHS 3MiH [0 po3giny “MapkyBaHHA" MKA N3;
KapToOHY 3anponoHoBaHoO: «3rigHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS»
BBeAEeHHSA 3MiH NPOTAroM 6-TU MicaLiB NicAs 3aTBEPIKEHHS
20. ACIMAPKAM Tabnetku, no 50 MAT Ykpaina MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3mMiHuW | Tuny - 6es UA/4509/01/01
Tabnetok y "Tanmudpap 3MiHa HallMeHyBaHHs 3asiBHMKA, 6e3 3MiH y MeTofax KOHTPo | peyenma
6nictepax; no M" SIKOCTi NikapcbKoro 3acoby, 6e3 3MiH B iHCTPYKLii 415 MeanyHOro
50 TabneTtok y 3aCTOCyBaHHS Ta y TEKCTi MapKyBaHHS /liKapCbKOro 3acooy.
6nictepi; no 1 3anponoHoBaHo: NMoBHa Ha3Ba AKL,iOHEpHe TOBapuCTBO "
6nicTepy B naui Fanuudpapm" CkopoyeHa Hassa MAT " Manunudapm”; 3miHn |
TMNYy - 3MiHa HaliMeHyBaHHSA BUPO6HMKa, 6e3 3MiH y MeTofax
KOHTPOJIO0 SIKOCTi NiKkapCbKoro 3acoby (3arsepmkeHo: MAT
"Fanunudpapm”), 6€3 3MiH B iHCTPYKLii 4Ns MeguyHoro
3aCTOCyBaHHS Ta y TeKCTi MapKyBaHHS /liKapCbKoro 3acooy.
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHepHe TOBapuCTBO
"lannudapm” CkopoyeHa Hasea MAT "lanuycapm”
21. ACIMEKAP/A Tabnetkn no 100 TOB NatBis BUPOBHMLTBO Bonrapisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/5090/01/01
mr; no 10 "CTNPOJIBI HedhacoBaHoOi NpoAyKuUii, Natsis 3MmiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. | peyenma
Tabnetok y OPAPM nepBuHHe, BTOPUHHE 3amiHa abo BBeeHHs [0AATKOBOI Ai/IbHULi BUPOOHULTBA ANs
6nictepi, no 10 BANTUKYM" nakyBaHHs, 4YacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
6nicTepiB y BMNPOBYBaHHSA NikapcbKoro 3acoby (AinbHULUSA, Ha Sk NPOBOAATLCA Oy Ab-SKi
nadui; no 10 KOHTPOJO SIKOCTI: BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOJIHO SIKOCTI,
Tabnetok y AT "Codhapma”, NepPBMHHOIO Ta BTOPUHHOIO NakyBaHHSA, 419 HECTEPUIIbHUX
6nicTepi, no 12 Bonrapis; nikapcbknx 3acobiB). CynyTHs 3MiHa - 3MiHU 3 AKOCTi. FoTOBUIA
6nictepiB y BTOPVHHE NakKyBaHHS, nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa abo BBEAEHHS
nauuj BUMYCK Cepii: [0[aTKOBOI AiNbHUL BUPOBGHMLTBA A1 YACTUHM abo BCbOro
TOB "Bpi3", BVMPOGHMYOrO MPOLECY roTOBOro MiKapCbKoro 3acoby (AinbHULS
NatBis N5 BTOPVMHHOIO NakyBaHHS1) - 3MiHU 3 SIKOCTi. [oTOBMIA

nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI AibHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby (AiNbHNLA
AN NEPBUHHOIO NakyBaHHSA) 3aMiHa [iNbHUL BUPOGHMLTBA
Hepo3dhacoBaHOro NPOAYyKTY, NEPBUHHOMO Ta BTOPUHHOIO
nakyBaHHs; - 3MiHU 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTposb roToBoro fikapcbKoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo AoNyCTMMKX MEX roTOBOrO /iKapCbKoro
3aco06y (iHLWi 3MiHK) - Y 3B'A3KY 3 TUM, L0 BUPOBHUYI NOTY>KHOCTI
NPONOHOBAHOr0 BUPOGHMKA 3HAX0AATLCS Ha TepuTopii EC i
BifNMOBIAHO A0 LIbOro KOHTPO/Ib SIKOCTi FOTOBOrO NiKapCbKoro
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

3acoby nepegbavae BignoBigHICTL BUMoram EP, nponoHyeTbes
BHECEHHS 3MiH Yy cneyudikauii Ta MeTogax KOHTPO/1b FOTOBOrO
nikapcbKoro 3acoby, a came nocunaHb Ha ctatTi EP; 3miHu |
TUMy - 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkWii 3aci6. 3MiHN Yy
BUPOOHUUTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHTLCSA BUMYCKY
cepii Ta KOHTPO/IH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
ab0 fofaBaHHA OiNbHULI, Ha 5K 34iACHIOETLCS
KOHTPONb/BUNPOBYBaAHHSA cepil) - 3amiHa AifIbHULi BUpO6HMLTBA
Ha SKiii NPOBOANTLCS KOHTPO/Ib AKOCTi FOTOBOTO /1iKapCbKOro
3aco6y; 3MiHW | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA NikapCbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYTbCSA
BMNYCKY Cepii Ta KOHTPOJI0 SIKOCTi TOTOBOTO MiKapCbKOoro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, LU0 BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - He BKIOYAOUM KOHTPOS1b/BUNPOGYBaHHSA
cepii - 3aMiHa BUPOGHMKa, WO BiANOBIAAE 3a BUMNYCK CEPIl; 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3MiHK y
BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkIYaroumn gianasoH
pO3Mipy cepii) roToBOro fAikapcbKoro 3acoby (3MeHLweHHs go 10
pasiB) - 3MEHLLEHHSI PO3Mipy Cepii rOTOBOro Jlikapcbkoro 3acoby:
3aTtBepmxeHo: 1 000 000 Ta6n. abo 3 000 000 Tabn.
3anponoHoBaHo: 1 000 000 Ta6n, a6o 500 000 Ta6n, abo 650
000 Ta6n; 3MiHW | TMNY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapPCbKMIA
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHuiA 3aci6. 3MiHa
PO3Mipy YNakoBKM rOTOBOrO fiKapCbKOro 3acoby (3MiHa KisibKOCTi
oavHuUb (Hanpwkiag TabneTok, aMmmyn TOLO) B yNakoBL,:) -
3MiHa y fiana3oHi 3aTBEpPAKEHNX PO3MIpIB YNakoBKM - 3aMiHa
KiNbKOCTi oAvHMLpE B ynakoBsLi Ne120 (12?10) Ha Ne120(10?12);
3MiHM | TURY - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkWii 3acib.
CucTeMa KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BU/TyYEHHS ynaKkoBKu
NMeBHOro PO3Mipy)- BUlyYEHHS YNakoBOK rOTOBOTO /iKapCbKOro
3aco06y; 3MiHY | Tuny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa po3mipy
yMakoBKM FOTOBOr0 NikapCbKoro 3acoby (3MiHa KinibKocTi
OAVHWLG (Hanpuknag TabneTok, aMmnyn TOLO) B yNakoBLi:) -
3MiHa no3a Ajana3oHoM 3aTBEPMAKEHMX PO3MIPIB YNaKoBKY -
3aMiHa KiNlbKOCTi OAUHULb B YNakoBLi (40A4aBaHHSA NEBHUX
pO3MipiB ynakoBkM); 3MiHU | TUNY - 3MiHK 3 siKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NPOLEeCy roToBOro JiKapCbKOro 3acoby (4inbHUUsS
[O/151 BTOPVMHHOIO MakyBaHHS) - BBEAEHHS [0AAaTKOBOI AiNbHNL
AN BTOPVHHOIO NakyBaHHA roTOBOrO JlikapCbKoro 3acoby - TOB
«Bbpi3», Natsis; 3miHW | TUNY - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BigNOBIAHOCTI EBPONECHKIi
hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa BigNoBIgHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ana
BMXiAHOrO MaTepiany/peareHTy/MPoMiXKHOr0 NPOAYKTY, L0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asasHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BMKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (CepTudpikaTt BiANOBIAHOCTI EBpONechkili
thapmakonei) - OHOBAEHNI cepTudikaT Bif y)Xe 3aTBEepAKeHOro
BMPOGHMKA - NoAaHHSA 0HoBsieHoro cepTudikaty CEP (R1- CEP
2001-210-Rev 05) Bif yxe 3aTBEpAXEHOr0 BUPOOHUKA
Shandong Xinhua Pharmaceutical Co., Ltd., Kutan gna A®l
KMCNOTU aueTuICcaniumIoBOi 3i 3MIHOK aapecy BUPOBHNKa,;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6.
Cuctema KOHTeiHep/3aKynopoBasibHWi 3aci6. 3MiHa
nocTadyasibHuKa nakyBasibHVX MaTepiaslis abo KOMMIEKTYIUNX
(AKW0 3a3HaYeHo B A0CbE) (3aMiHa abo AoAaBaHHsA
nocTayanbHvKa) - 3aMiHa BUPOBHWKIB NaKyBa/lbHUX MaTepianis
[OJ151 TOTOBOTO J1iKapCbKOro 3acoby

22.

ATPUKAH
250

Kancynm
KMLLKOBOPO3YVMH
Hi M'AKi no 250
Mr no 8 kancyny
6nictepi; no 1
6nictepy B
KapTOHHIlA
Kopobu,i

Na6opaTtopi
A IHHOTEK
IHTepHacbiio
Hab

dpaHuis

[pareHochapm Anotekep
Miown MmM6X, HimeyunHa
(BUPOGHWMK
BiagnoBiganbHMii 3a
NOKPUTTS Kancyn);
IHHOTepa LUy3i, dpaHuis
(BMPOGHUMK
BiAnoBiganbHM 3a
yNakoBKy, KOHTPO/Ib i
Bunyck cepir); CBICC
KEMC Ar, LLseliuapis
(BUPOGHWMK
BignoBiganbHMii 3a
BVPOGHMLTBO
HeMnoKpUTUX Kancyn)

HimeuuunHa/
®paHuia/
LLiBeiuapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny -
3MiHu Wwoao 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHuX Npo cuctemy
thapmakoHarnsgy (BBefileHHs y3araslbHeHUX faHux npo cuctemy
hapMakoHarnsay, 3MiHa ynoBHOBaXXeHOT 0co6U, BiANoOBigaIbHOT
3a 3ificHeHHs drapmakoHarnsagy; KOHTakTHoI ocobm 3
thapmakoHarnsgy 3asaBHuKa AN 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0cobu,
BiAMOBIAa/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkauvaoum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cuctemn chapmakoHarnisgy); 3MiHa yrnoBHOBaXXEHOT 0co6u
3asABHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsag,. MNpornoHosaHa
pepakuis: Anne-Cecile Mauclaire / AH-Cecinib Moknep. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOT 0COOMN 3asBHUKA,
BiZNoBigaNbHOI 3a thapmakoHarnsag,.

3a
peyenmom

UA/10131/01/01

23.

ADTIOAEPM

Kpewm, 0,5 mrr;
no20ra6o40r
y Ty6i; no 1 Ty6i
Y KapTOHHiiA
nauui

Benyno,
nikn Ta
KOCMETUKA,
a.a.

Xopsaris

Benyno, niku Ta
KocmeTuka 4.4.

Xopsaris

BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianiB:3miHW | Tuny -
He3HauHi 3MiHM Y NpoLeci BUPOGHULTBA FOTOBOrO NiKapCbKOro
3ac00y - BUK/THOYEHHS HAa/MLLKY 2 % macnsHoi dhasv npu
BMPOGHMLITBI KDEMY Ha HOBIn BUPOOHWYIN MiHiT; 3MiHK | TNy -
BBE/IeHHS MakCMMasIbHOrO Yacy npoLecy BUrOTOB/IEHHS HGauk
npoaykTy Ao 168 rog,; 3miHu | TUNY - BBEAEHHS 4,04ATKOBUX
po3mipis cepii B Aiana3oHi Big 500 kr fo 1000 kr; 3miHu | Tuny -
BWJTYYEHHS HECYTTEBOrO BMNPOBYBaHHSA B NpoLieci BUpobHULTBa
- TeCTyBaHHS CcepefHbOi Macy HanoOBHEHHS B NMPOLLECi KOHTPO/O
3anponoHoBaHo: «Mass variation»); 3miHu | Tuny - 3MiHa
LONyCTUMMX MeX Yy cneuudpikauii nig yac BUpo6HMLTBA FOTOBOrO
NikapcbKOoro 3acoby - PO3LUMPEHHA MeX napaMmeTpy «Maca
HanoBHeHHs»(«Mass variation») B npoLeci KOHTPOsI0
3anoBHEHHSA Tybu (BBogsATLCS Mexi 20.0-21.5 1, 40.0-42.5 1

3a
peyenmom

UA/11379/01/01

24.

AUENI3NH

MOPOLLIOK ANsi
pO3unHy ansi
iH'exuin no 1,0;
10 dpnakoHis 3
MOPOLLKOM Y
KOHTYpHili

MAT
"Knismegnp
enapar”

YkpaiHa

NAT
"Knismegnpenapar"

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny -
3MiHa HaliMeHyBaHHS 3asBHKKa, 6€3 3MiH B iHCTPYKLi Ans
MeJMNYHOro 3aCTOCyBaHHS, TEKCTI MapkyBaHHs Ta MKA /13.
3anponoHosaHo: MoBHa Ha3Ba: AKLIiOHEpHE TOBapUCTBO
«Kuismegnpenapar»; CkopoyeHa Ha3sa: MNAT
«KMIBMEAMPENAPAT»; 3MiHu | Tuny - 3MiHa HaliMeHyBaHHs

3a
peyenmom

UA/2181/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
YapyHKOBIl BMPOGHMKA, 6€3 3MiH B iHCTPYKLi 415 MEAUYHOTO 3aCTOCYBaHHS,
ynakosLi; no 1 TekcTi MapkyBaHHsA Ta MKA N13;
KOHTYPHili 3anponoHoBaHo: MoBHa Ha3Ba: AKLiOHEpPHE TOBapUCTBO
YapyHKOBIl «KuniBmegnpenapar» CkopoyeHa Hassa: MAT
ynakoBLj B naytli «KWIBMEAMPEMAPAT»
25. ALECO/b pO34uH ans TOB "lOpis- Ykpaina TOB "lOpia-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13740/01/01
iHcpysiiA; no 200 Papm"” AZMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
mn abo 400 mn y MiCLLA MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
CKNSAHUX NiKapcbKoro 3acoby, BKIOUAKUM Ai/bHULi BUNYCKY cepii abo
nAswkax; no MicLie NPOBeAEHHSA KOHTPOJIHO AKOCTI. (LiSANIbHICTb, 3a AKY
200 mn a6o 400 BiANOBIAA€e BUPOGHMK/IMNOPTEP, BK/OUAKOUM BUMYCK CEPIid) -
MmNy 3MiHa agpecu BUpobHUka TOB «tOpisi-dapm», 63 3MiHW Micust
nosiMepHuX BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicauiB nicns
KOHTeliHepax 3aTBEPKEHHS)
26. BEH3W/NEHI | nopowok gns MAT YKkpaina MAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu | Tuny - 3a UA/3791/01/01
uuvniH pPO34unHy Ana "Kuismegnp "Knismegnpenapar” 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA /13; peyenmom
iH'ekuiin no 500 enapar” 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHEepHe TOBapUCTBO
000 O,y "Knismegnpenapat" CkopoyeHa Ha3Ba MNMAT "KuiBmegnpenapart";
hnakoHax 3 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS BUPOGHMKa, 6e3 3MiH y MKA
nopotukom no 10 N3, 6e3 3MiH B IHCTPYKLIi A/19 MeAMYHOro 3aCTOCYBaHHSA Ta 'y
donakoHis 3 TeKCTi MapKyBaHHs J13; 3anponoHosaHo: NoBHa Ha3Ba
NOPOLUKOM Y AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
KOHTYpHIl MAT "Kuismegnpenapat”
YapyHKOBIW
ynakosLi; no 1
KOHTYpHIl
YapyHKOBIW
ynakoBsLi B nayli
27. BEH3WMMNEHI | nopolok ansa NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis:3miHu | Tuny - 3a UA/3791/01/02
uuniH pOo34unHy Ana "Kuismegnp "Knismegnpenapar" 3MiHa HaliMeHyBaHHS 3asBHUKa, 6e3 3MiH y MKA N13; peyenmom
iH'ekuiin no 1 000 enapar” 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHepHe TOBapuUCTBO
000 O,y "Knismegnpenapat” CkopoyeHa Ha3ssa MNAT "KuiBmegnpenapar”;
chnakoHax 3 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS BUPOGHWKa, 6e3 3miH y MKA
nopotukom no 10 N3 6€e3 3MiH B iHCTPYKLUIT 415 MeANYHOro 3aCTOCYBaHHA Tay
h/1aKkoHIB 3 TekCTi MmapkyBaHHs /13; 3aTBepakeHo: MNMosHa Hasea [My6niyHe
NOPOLUKOM Y akuioHepHe ToBapuncTBo "KuiBmegnpenapatr” CkopoyeHa Ha3Ba
KOHTYPHIit MAT "KuiBmegnpenapaT" 3anponoHosaHo: NNoBHa Ha3Ba
YapyHKoBIl AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
ynakosui; no 1 MAT "KuiBmegnpenapart"
KOHTYPHIit
YapyHKoBIl
ynakoBLi B nayi
28. BIHOKPUT® po34uH ans CaHpo3 ABCTpis BiAnoBiganbHMii 3a HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il Tuny - 3a UA/12383/01/02
iH'exuin, 16,8 6X BMPOBHMLTBO, ABCTpiIst 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3mMiHn | peyenmom
mkr/mn no 0,5 nakyBaHHs1, KOHTPO/1b Y KOPOTKiA XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
M (1000 MO) cepit: MapKyBaHHS Ta IHCTPYKLT 19 MeANYHOro 3aCTOCYBaHHS

abono 1 mn
(2000 MO)

Al [li Ti Bionorika
'M6X, HimevyumnHa;

reHepuyHnX/ribpnaHnx/6ionodibHNX nikapcbkmx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha peddepeHTHUIA npenapart (3miHa,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

pO34nHy Ans
iH'EKUl B
nonepeaHLo
3anoBHEHOMY,
rpasyiiosaHomy
wnpwui,
OCHalLLleHOMY
nopLUHEM,
iH'EKLIHO0
roJIKoto,
KOBMa4koMm Ta
3axUCHUM
NPUCTPOEM ANs
3anobiraHHs
MOLLUKOKEHHIO
rofikoto nicns
3aCTOCYBaHHS,
abo 6e3 HbOro;
no 3 wnpuuay
KOHTYPHIit
6nicTepHil
ynakosLi; no 2
KOHTYpPHI
6nicTepHi
YNaKoBKM Yy
KapTOHHIlA
Kopobui

BiANOBiAa/IbHMIA 32
BUNYCK cepil:
CaHpo3 'm6X - BN
LLladTeHay, ABcTpist

AIKy HeoOXiAHO B NoAasbLIOMYy 06I'pyHTYBaTV HOBUMU
[04aTKOBMMU AaHUMK (Hanpuknaz, NopiBHAHHICTb 6i0N0riYHMX
nikapcbKkvx npenaparis))
3MiHU BHECEHI [0 IHCTPYKLi 415 MEeAUYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainm "MokasaHHaA", "Cnocio
3acTocyBaHHs Ta fosun", "[itn" (yTouHeHHs), "MobiuHi peakwii”
BiANOBIAHO [0 MaTepianiB peecTpauiiiHoro focke. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.

29,

BIHOKPUT®

PO34MH ANna
iH'ekwjin, 84
mkr/mn no 0,8
mn (8000 MO)
a6o 1 mn (10000
MO) po3suunHy
ONs1 iH’ e B
nonepegHLo
3arnoBHEHOMY,
rpagyiioBaHomy
wnpuui,
OCHalLLleHOMY
nopLUHEM,
iH'eKLiiHO0
roJIKot,
KOBMa4kom Ta
3aXMCHUM
NPUCTPOEM ANs
3anobiraHHs
MOLLUKOKEHHIO
ro/IKot0 nicns

CaHpo3
6X

ABCTpiIs

BiANOBiAa/IbHWIA 3a
BMPOBHULTBO,
nakyBaHHs1, KOHTPO/Tb
cepit:

Al [i Ti Bionorika
'm6X, HimeuunHa;
BiANOBiAa/IbHWIA 3a
BUNYCK cepil:
CaHpo3 'm6X - BN
LWadpteHay, ABcTpis

HimeyunHa/
ABCTpis

BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay. 3miHu
Y KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAn4HOro 3acToCyBaHHA
reHepuYHNX/ribpraHNX/6ionoaibHNX Nikapcbkmx 3aco6iB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMIn npenapar (3MiHa,
AKy HeoOXiHO B NOAA/bLLOMY O6IPYHTYBAT HOBUMMU
[04aTKOBMMU AaHUMK (Hanpuknaz, NopiBHAHHICTb 6i0N0riYHMX
nikapcbkvx npenaparis))
3MiHV BHeCeHi [0 IHCTPYKLi 4519 Me4WUYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ainm "MokasaHHA", "Cnocio
3acTocyBaHHs Ta gosun", "[itn" (yTouHeHHs), "MobiuHi peakuii”
BiANOBIAHO [0 MaTepianiB peecTpauiiiHoro focke. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS.

3a
peyenmom

UA/12383/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCYBaHHS,
ab6o 6e3 HbLOro;
no 1 wnpuuy y
KOHTYPHIi
6nicTepHii
ynakosui; no 1
KOHTYPHIi
6nicTepHii
ynakosLi y
KapTOHHIA
KopobL;

no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), a60
no 0,8 mn (8000
MO), a6o 1 mn
(10000 MO)
pO34unHy Ans

iH EKLji B
nonepegHLo
3arnoBHEHOMY,
rpagyiioBaHomy
wnpuui,
OCHalLLleHOMY
nopLUHEM,
iH'EKLiiHO0
rOJIKOI0,
KOBMa4kom Ta
3aXMCHUM
NPUCTPOEM ANs
3anobiraHHa
MOLLUKO[KEHHIO
rofIkoto nicns
3aCTOCYBaHHS,
ab6o 6e3 HbOro;
no 3 wnpuuay
KOHTYPHIi
6nicTepHii
ynakosLi; no 2
KOHTYPHi
6nictepHi
yNakoBKM B
KapTOHHIA
Kopobui

30.

BIHOKPUT®

PO34uH Ann
iH'eKUin, 336
Mkr/mn no 0,5
M (20000 MO)

CaHpo3
m6X

ABcTpis

BiAnoBiganbHMI 3a
BMPOGHMLITBO,

nakyBaHHA, KOHTPO/J1b

cepii:

HimeuunHa/
ABCTpiIs

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tuny -
3MiHu Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy. 3miHm
Y KOPOTKiA XapaKTepucTuLi slikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUIT A8 MEAWYHOIO 3aCTOCYBaHHS

3a
peyerimom

UA/12383/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

abo no 0,75 mn (
30000 MO), a6o
no 1 mn (40000
MO) po3suunHy
Ans iH'eKUiii B
nonepeaHLo
3anoBHEHOMY,
rpasyiiosaHomy
wnpwui,
OCHalLLleHOMY
nopLUHEM,
iH'EKLIHO0
roJIKoto,
KOBMa4kom Ta
3axUCHUM
NPUCTPOEM ANs
3anobiraHHs
MOLUKOKEHHIO
rofikoto nicns
3aCTOCYBaHHS,
abo 6e3 HbOro;
no 1 a6o no 3
nonepegHLo
3arnoBHEHUX
wnpuua y
KOHTYPHIit
6nicTepHil
ynakosui; no 1
(1 wnpuny y
KOXHili) abo no 2
(3 wnpuuay
KOXHilA) KOHTYpHi
6nicTepHi
yNaKoBKM B
KapTOHHIlA
Kopobui

Ali [i Ti Bionorika
'M6X, HimeuuunHa,;
BiAnoBigaNbHWI 3a
BUWMYCK Cepii:
CaHpo3 'm6X - BN
LadteHay, AscTpis

reHepuYHuX/ribpnaHnx/6ionodibHNX nikapcbkmx 3aco6iB nicns

BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA npenapart (3MiHa,
AIKy He0OXiHO B NoAasibLLIOMY OBI'pyHTYBaTW HOBUMU

[0[aTKOBUMW AAaHUMKW (HAnpukag NopiBHAHHICTb GioNOriYHMX

nikapcbKkunx npenapartis))
3MiHU BHECEHI [0 IHCTPYKLi 415 MEAUYHOTO 3aCTOCyBaHHS

nikapcbKkoro 3acoby y po3ainm "lMNokasaHHs", "Cnocio

3acTocyBaHHA Ta go3un", "Oitn" (yTouHeHHs), "MobiuHi peakwii”

BIANOBIAHO [0 MaTepiasiB peecTpauiiHoro focbe. BeegeHHs

3MiH NPOTAroM 6-Tu MiCALIB MiCNA 3aTBEPAKEHHS.

31.

BI®OK® IC

Tabnetku, no 10
Tabnetok y
6nictepi; no 1
6nicTepy B naui
3 KApPTOHY

ToBapucTBo
3
[04aTKOBOO
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/TbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHuX MaTepiasliB:yTOYHEHHS B
Hakasi MO3 Ykpainu Ne 2381 Big 05.12.2019 poky wwoao
peecTpaLinHOil NnpoLeaypw - 3MiHK | TURy - NPONOHOBAaHI 3MiHW
06yMOB/IEHI NpuBEAEHHAM cneundikalii Ta MeToAiB KOHTPOSIO
roTOBOrO NikapCcbKOro 3acoby Ta NPOMDKHUX NPOAYKTIB Yy
BiANOBIAHICTb A0 BMMOr DY aitoyoi pegakuii; cynyTHS 3miHa -
3MiHW BUNPO6YBaHb ab0 [OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuungikalisx, nig yac BUPOOGHULTBA FOTOBOIO J1iKAPCbKOro
3ac06y, YTOYHEHHS POPMY/IIOBAHHA HOPMYBaHHS TECTY
"OpfHOpIgHICTL f030BaHNX oanHULL" Yy MKA N3 Ta
cneumdikauii, Ta MeTofax KOHTPOSIKO AKOCTi NMPOMIKHOIo
npoaykTy "HeposdacoBaHi TabneTkun (CynyTHA 3MiHa) Y 3B A3KY 3

3a
peyenmom

UA/14315/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
npuBefeHHsAM Ao Bumor AdY.; 3miHu | TUny - BBEAEHHSA
BUPOGHMKa KoaeTHy dhocchaty APl Macfarlan Smith Limited
(BnpobHuya ginbHUUA 3a agpecoto Three Trees Road, Newbie
United Kingdom-DG12 5QH Annan, Scotland, UK) 3 HagaHHAM
CEP Ne RO-CEP 2016-295-Rev 02 Ha 3aMiHy 3aTBEp)XEHOr0
BnpobHmka AdI Alkaloide Chemical Company Zrt., YropwmHa,
AKWIA Mae cepTudikaT BignoBigHOCTI EP; cynyTHA 3MiHa -
NPOMNOHYITLCA HACTYMHI 3MiHW Y cneumaikaLii Ta MeTogax
KOHTpON0 A®I 3a NOKA3HUKOM «3asTMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB» 3 BUTYYEHHAM HOPMYBaHHSA TECTY A4/19 BUPOOHMKa
Alkaloide Chemical Company Zrt., YropwuHa Ta oAaBaHHAM
HOpPMYBaHHS TecTy A5 AinbHuLi Annan BupobHuka Macfarlan
Smith Limited; BunyuenHs Tecty N,N - aumeTtunaHiniv gns
Bupo6HuKa Alkaloide Chemical Company Zrt., YropwuHa. 3miHa
B PO34iNi ynakoBka, MapKyBaHHs, TEPMiH NpUAATHOCTI
32. BILUNIH®-5 NMopoLIoOK AN NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/3883/01/02
cycneHsii ansa "Knismegnp "Knismegnpenapar” 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA /13; peyenmom
iH'exuin no 1 500 enapar” 3anponoHoBaHo: MoBHa Ha3Ba AKL,iOHEpHE TOBapUCTBO
000 Of "KniBmegnpenapat" CkopoyeHa Ha3sa NAT "KuiBmegnpenapart”;
donakoHu 3 3MiHU | TUNy - 3MiHa HaliMeHyBaHHS1 BUPOGHWKa, 6e3 3MiH y MKHA
NOPOLLUKOM N3, 6e3 3MiH B IHCTPYKLii 4719 Me4MYHOr0 3aCTOCYBaHHS Ta 'y
TeKcTi MapkyBaHHsA J13. 3anponoHoBaHo: MoBHa Ha3Ba
AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
MAT "Kunismeanpenapart"
33. BOPHOI pO34uH Ans MpAT Ykpaina MpAT ®apmaueBTUyHA Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/6661/01/01
KNcnotm 30BHILUHLOIO dapmauesT habpuka "Biona" BHeCeHHS 3MiH A0 Cneuudikauii/MeTo4iB KOHTPOSIHO AKOCTI peyenma
PO34YU/H 3aCToCyBaHHS, MyHa niKapcbKoro 3acoby 3a nokasHukamu «lpo3opicTb»,
CMUPTOBUIA | cnupToBwii 3 %; habpuka «KonbopoBicTb», «BMicT eTaHoy», «Mikpo6GionoriyHa umctoTax,
3% no 20 mn a6o no "Biona" a came 3amiHa nocunadb 3 A®Y 1.0 Ha «gjtody pefakuito» 4dY.
25mMny BunyuyeHHs nocunaHHs Ha AdY 3 n. «Onuc»; 3MmiHm | Tuny -
dhnakoHi; no 1 OHOBJIEHHSA BXE 3aTBEPPKEHOrO TEKCTY MapKyBaHHsA NepBUHHOT
hnakoHy y Ta BTOPWHHOI YNaKoBKW iKapCbKOro 3acoby i3 3a3HauyeHHsAM
naJui; no 20 mn MiKHapPOAHMX NO3HAYEHb OAMHMLb BUMIPIOBAHHS, 3aMiHa
abono 25 mny rpadpiyHoro ohopMsIEHHA NEPBUHHOT Ta BTOPMHHOT YNaKoBOK Ha
hnakoHax TEKCT MapKyBaHHS ynakoBOK 3 BifMOBigHMU 3MiHaMK [0
pO34iniB METOAIB KOHTPO/IHO SIKOCTi NiKapCbKoro 3acoby (po3gain
«[pagiyHe opopMNEHHS» 3aMiHEHO PO34iNI0M
«MapkyBaHHs»( 3rifiHO 3aTBEPIKEHOr0 TEKCTY MapKyBaHHS).
BBefeHHs 3MiH NpoTSArom 6-TM MicsILiB MiC/1s 3aTBEPAKEHHS
34. BPUNBbAHTO | po3uuH ans MAT YkpaiHa MNAT "Tanuucpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/8011/01/01
BUIA 30BHILUHLOIO "Tanuudpap 3MiHa HaliMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA /13; peyenma
3ENEHUNIA 3aCTOCyBaHHA, m" 3anponoHoBaHo: [MoBHa Ha3Ba AKLjiOHepHe TOBapuncTeo "
cnupToBuii 1 % Fanuudapm" CkopoyeHa Hassa MAT " Manunudapm”; 3miHn |
no25mvmny My - 3MiHa HaliMeHyBaHHS BUpPOOHMKa, 6e3 3miH y MKA /13, B
chnakoHi- IHCTPYKLii 4719 MeAMYHOro 3acTOCyBaHHS Ta y TeKCTi
KpanesnbHuLj; no MapKyBaHHs J13; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
25mMny ToBapucTBo "lannucapm”

oNaKoHi-

CkopoyeHa HasBa MAT "rannydapm”
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KpanenbHuL; No
1 chnakoHy-
KpanesnbHuULi B
nayui
35. BPOMIEKCW | Tabnetku, BKpUTI BEP/IH- HimeuuunH Brpo6HuLTBO HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/9663/01/01
H 8 BEP/1IH- 060/10HKOI0, N0 XEMI Al a Hepo3dhacoBaHOro AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHMYOT GiNTbHULL peyernma
XEMI 8 mr no 25 NPOAYKTY, KOHTPO/b (Brirovatoum ginbHuui Ans A®l, npoMixHOro NpoaykTy abo
Tabnetok y cepil: roToOBOro Nikapcbkoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
6nicTepi; no 1 BEPJIIH-XEMI AT, nakyBaHHs, BUPOGHYKa, BifNoBiAaNbHOIO 3a BUMYCK Cepiid, micue
6nictepy y HimeyunHa,; NpoBefEeHHS KOHTPO/THO cepil) abo nocTavanbHrKa BUXIAHOTO
KapTOHHIlA [pareHochapm Anotekep MaTepiany, peareHTy abo fOMNOMDKHOI peHOBUHM (SKLLO
KopoobLi Mrown rmeéX, 3a3Ha4YeHo y A0CbE) BUTYUYEHHSI BUPOOHMYOI AinbHNL
HimeuuunHa; BifjNOBIAa/1bHOT 32 BUPOGHULITBO Hepo3(hacoBaHOro NPOAYyKTY
MakyBaHHS: MeHapiHi-®oH XeligeH TM6X, HimeuunHa. BBeeHHs 3MiH

MeHapiHi-®oH XeligeH
M6X, HimeuumnHa;
CBICC KANNC Mm6X,
HimeyunHa;
MakyBaHHS, KOHTPO/b Ta
BUNYCK cepil:
BEPJIIH-XEMI AT,
HimeuuunHa

npoTArom 3-x MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TURNY - AgMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpO6HUYOI
OinbHUUI (BKNHOYaoUM AinbHUL Ana APl NpOMKHOIo NpoaykKTy
ab0 roToBoro slikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs1, BUpOGHYKa, BiANOBiAaNbHOIO 3a BUMYCK Cepiid, Micue
npoBefileHHSA KOHTPOI0 cepil) abo nocTtavyanbHUKa BUXiAHOMO
MaTepiany, peareHTy abo fOMOMIKHOI PEHOBUHM (AKLLO
3a3HayeHo y JOCbE) BUTYYEHHA BUPOOHUYOT AinbHUL
BiANOBIAA/IbHOI 32 KOHTPOb cepii MeHapiHi-®oH XeligeH TM6X,
HimeuunHa. BBeAeHHS 3MiH npoTarom 3-x Micauis nicns
3aTBEepMXEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCcbKoro 3acoby.
3miHa napameTpis cneuudikaLiin Ta/abo fonycTMMNX Mex
roTOBOrO /liKapCbKoro 3acoby (BMyYeHHS HE3HAYHOro
nokasHuka (Hanpuknag 3acTapifioro NokasHuka, Takoro sk 3anax
Ta cmak, abo igeHTudikalis 6apBHUKIB Y/ CMaKoBMX [06aBOK))
BUy4YEHHS 3i cneyudikalii roToBOro nikapcbkoro 3acoby n.
«peHTndmkauma xmHonmHoBoro xentoro (E104)». KoHTponb
3a flaH1MM NOKa3HMKOM MPOBOAMBCS NLe Ha BuUnyck cepii 1 pas
Ha pik. KpiMm TOro, KOpUcTytouncb Harofol B Metofax KOHTPOsIHO
AKOCTI B cneundikavii (Ha BUNyCK Ta NPOTArOM TepMiHy
npuAaTHOCTI) BHOCATLCA pefakuiiiHi npasky y po3ginu tTabnuui
«OfHOPOAHOCTb [03UPOBaHHbIX eAnNHUL» (NonepeaHs pefakLis
«OfIHOPOAHOCTb efivHNL, A031POBaHNA»), «PacTBopeHne» Ta
«PopacTBeHHble NpuMecu»(nonepeHs pegakuis
«KonmuecTBEHHOE CoAepXaHne npuMeceii») 3 MeTor
npvBeLEeHHs y BIANOBIAHICTb IHChOpMaLLl 4O OpUTiHaIbHUX
mMarepianis peecTpauiiiHoro Aocbe. BBeAeHHS 3MiH NpoTarom 3-x
MicALiB Nicna 3aTBepmMKeHHs. 3MiHN | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA NNikapcbkuii 3aci6. KOHTPOsb roTOBOro NikapcbKoro
3acoby. 3miHa napameTpiB cneuudikavin Ta/abo gonycTummx
MEe>X roTOBOrO J1iKapCbKOro 3acoby (BUyYeHHst He3Ha4YHOro
nokasHuka (Hanpuknag 3acTapisioro NokasHuKa, Takoro sk 3anax
Ta cmak, abo igeHTudikalis 6apBHUKIB Y CMaKoBMX A06aBOK))
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

BWyYEHHS 3i cneyudikalii roToBOro nikapcbkoro 3acoby .
«NpeHTndmkauma TutaHa amokemaa (E171)». KoHTponb 3a
[aHVM NMOKa3HMKOM NPOBOAMBCSA /MLLE Ha BMMYCK cepii 1 pa3 Ha
pik. BBeA€HHSA 3MiH MPOTAroM 3-X MicsLiB Nicns 3aTBEPAXKEHHS.
3MiHn | TURNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHs roTOBOro MikapcbKoro 3acoby (3MeHLUEeHHS TEPMIHY
NPUAATHOCTI FOTOBOTO JiKAPCLKOro 3acoby) - 1 Toprosoi
YNakKoBKM - 3MEHLLEHHSA TEPMiHY NPUAATHOCTI TOTOBOrO
nikapcbKkoro 3acoby 3 5 pokiB Ha 3 poku. Takox iHchopmav,is
Mogynio 3.2.P.5.1 Ta Moaynto 3.2.P.5.2, L0 CTOCYTbCA
AocnimpKeHb cTabinbHOCTI, 6ynu BIANOBIAHUM YHOM pefakLuiiHo
OHOB/IEHa 3 METOI PO3PI3HEHHSA MiX MeToAamu, Lo
3aCTOCOBYIOTb A/151 3aBEePLUEHHS JOC/iIKEHb
ctabinbHocTi(Moaynb 3.2.P.8) Ta NOTOYHMX AOCAIAKEHD
cTabinbHOCTI. A came pegaroBaHO HaCTYMHI PO34inn: TecT Ha
PO3UYMHEHHS, KiNlbKiCHE BU3HAYEHHS, OAHOPIAHICTL [J030BaHUX
OAMHULb, KiINIbKICHE BU3HAYEHHS AOMILLOK. BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMXEHHSA. 3MiHu | TNy -
3MmiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; AN5 ONOMDKHOT
peyosuHu (FE-cepTucpikat BignosigHOCTI EBponelichkii
thapmakonei ans Adl/BuxigHoro
mMartepiany/peareHTy/npoMbKHOIo NPoAYyKTy abo AOMOMKHOT
peyoBuHM) - OHOBNEHWI cepTuddikaT Bif BXe 3aTBEPIKEHOT0
BMPOGHMKa - OHOBMeHHS [E-cepTudikara BignoBigHOCTI
€Bponeiicbkoi thapmakonei A1 LONOMKHOI PeYOBUHN —
XenaTuH Big Bupo6Huka GELITA GROUP 3: R1-CEP 2003-172-
Rev 01 Ha R1-CEP 2003-172-Rev 02 (a1 BUPOGHMKA Karncyn
xenatnHoBux GELITA DO BRASIL LTDA.). TakoX BHOCATbCS
He3HauHi pefakLiliHi npaBkv B agpecy BUPOOHNYOT AifbHUL
Maringa, Brazil. 3miHu | TUny - 3MiHM Woao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHKn)
[OMNOBHEHHSA TEKCTY MapKyBaHHSA YNakoBKM BiANOBigHUMYU
MO3HAYEHHAMMN OAVHULIb BUMIPIOBAHHS NaTUHULEo nicns
no3HavyeHb OAVHWLb BUMIPIOBAHHS YKPAiHCbKOK MOBOHO 3rifHO 3
MixHapogHo cucTeMoro oanHuLb(SI). BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMAXEHHSA. 3MiHu | TNy -
3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHN BUNpobyBaHb abo [OMYCTUMUX MEX, BCTAHOBIEHNX Y
cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
3aco6y (iHLi 3MiHK)
3MiHa y npoueci BupobHuuTea (IPC) BCTaHOBIEHUX MeX A4S
nokKasHuKa «3a/IMLIKoBa Boiora» (Ctagisi rpaHynsuyii) si
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep

n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o

3acoby nocsi04YeHHs1
3HavyeHHA «3,5 — 4,0 %» 00 «3,5 -4,5 %».

36. BYCTPUKC™ | cycneHsia gns nakcoCmit Benuka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'exuin, 0,5 Knsiin BpuTaHis Bionogxikans C.A. 3MiHu 3 sikocTi. A®l. BUpo6HULTBO. 3MiHM BUNPObyBaHb abo peyenmom
HA mn/po3sy no 1 Excnopt OONyCTUMUX MEX Y npoueci BUpo6bHuuTBa AdI, Wwo BCTaHOBMEHI
BAKUWHA nosiy NimiTen y cneundikauisix; BHECEHHs1 pefakLiliHix NpaBoK A0 po3ainis
anda nonepeaHL0 3.28.1,3.2.5.2,3.2.S.3,3.25.4,3.255,3.2S.6, 3.2.5.7;

MPO®INAKT HarnoBHeHOMY 3MiHM | TUNy - 3MiHa y MeTogax BunpobyBaHHA APl abo
KN wnpuyi; no 1 BMXIAHOIO MaTepiany/NpoMiKHOro NpoAayKTy/peareHTy, LWo
OVNDTEPII, nonepeaHL0 BMKOPMCTOBYETLCA Y NpoLeci BUpobHuuTea Adl - 3mMiHa
NnPABLUA, HarnoBHeHOMY nocunaHb 3 €Bponeiicbkoi ®apmakonei Ha In-House methods
KALLUTHOKY wnpuuy y 0ns po3unHy dopmanbgerigy (Formaldehyde min 37%),
(ALENKONAP | komnnekTi 3 NpuBeLEHHS peecTpaLiiHoro AOCLE Y BiANOBIAHICTb A0
HUIA [BOMa rofikamu BMPOOHWYOI NPaKTVKW. 3MiHa B NOCUAHHI 4151 BUSHAYEHHS
KOMMOHEHT | B nnacTtukoBoMmy Minimum Lethal Dose (MLD) ans ToKcuHy npasLs, sika
) KOHTeliHepi; no 1 NPOBOAUTLCS HA FO/IOBHOMY MOCiBHOMY MaTepiany (MS) Ta
(AocorPbOB KOHTEliHepy y po6oyomy nociBHoMy Matepiany (WS) 3 €Bponeiicbkoi
AHA, 3l KapTOHHIlA dapmakonei Ha In-House methods; 3miHa aHaniTUYHMX
SMEHLUEHN Kopobu,i nocuaaHb gas Hatpito xnopugy (Sodium chloride) 3
M BMICTOM €sponelicbkoi ®apmakonei Ha In-House methods; OHOBNEHHS
AHTUIEHIB) BaslifaLii aHaNiTUYHNX METOAIB LLLOAO BMICTY BiSIbHOrO
dopmanbgerigy (free formaldehyde content), HaTpito
TuMepdhoHaTy (sodium timerfonate), xnopugy HaTpito (sodium
chloride); 3MiHu | TNy - 3MiHK, NOB'A3aHi 3 HEOBXIAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmMakonel, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu EC - 3MiHa aHaNiTUYHMX NOCUNaHb ANs
CMPOBUHM L-UMcTuH 3 In-House meToay Ha EBponelicbky
dapmakoneto; 3mMiHa aHaNiTUYHKX NOCMAaHb A1 CUPOBUHN
rIOKO3K MOHorigpaT 3 In-House meToay Ha EBponeincbky
dapmakoneto; MpuBegeHHs peecTpaviiiHoro Aocke y
BiANOBIAHICTb 40 CTaHAAPTMX onepawiiHux npoueayp. 3MiHu B
cneumdikaLii 4N 3arasibHOro BMICTY a3oTy 3 In-House
specification Ha cneyucpikauito 3rigHo 3 Ph.Eur., 2.5.33, Method
7, Procedure A;
MpuBeaEHHS peecTpauiiHoro foCkE Y BiANOBIAHICTb A0
BMPOGHMYOI NpakTVku. 3MiHW B cneuudikauii 4ns BU3HAYEHHS
TOKCOify/ToKCcuHyY 3 In-House specification Ha cneumdikauito
3rigHo 3 Ph.Eur., 2.7.27.

37. BYCTPUKC™ | cycneHsia ans nakcoCwmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/15071/01/01
nonio iH'ekuin no 1 Knsiix BpuTaHis Bionogxikan3 C.A. 3MiHV BUNpo6yBaHb abo A0MYCTUMUX MEX Y NPOLEC peuyenmom
KOMBIHOBA | posi (0,5 Ekcnopt BMPOGHMLTBA ADI, L0 BCTAHOBEHI Y crieumdikaLisx;

HA mn/po3y) no 1 Nimiteq BHeceHHs1 pegakuiiiHux npaBok Ao posginie 3.2.S.1, 3.2.S.2,
BAKUWHA nosiy 3.2.5.3,3.2.5.4,3.2.S.5, 3.2.5.6, 3.2.S.7.; 3MiHu | Tuny - 3miHa y
ana nonepeaHL0 MeToAax BunpobyBaHHA APl abo BUXIAHOIO
MPODINAKT HanoBHEHOMY MaTepiany/MpoMiKHOro NPoAyKTy/peareHTy, LWo

KN wnpuyj; no 1 BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLTBa AdI - 3MiHa
BAVNDTEPII, nonepeAHL0 nocmnaHb 3 €Bponeiicbkoi Papmakonei Ha In-House methods
NMPABUSA, HanoBHEHOMY 0151 po3ynHy dhopmanbgeriay (Formaldehyde min 37%); -
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KALLUTOKY wnpuy y MprBeAEHHS peecTpauiiHoro JOChE Y BiANOBIAHICTL A0
(ALENKONAP | KoMnnekTi 3 BUPOBHMYOT NPaKTUKX. 3MiHa B MOCUNAHHI 4151 BU3HAYEHHS
HWA [BOMa rosikamu Minimum Lethal Dose (MLD) ans ToKkcuHy npasus, sika
KOMMOHEHT | B nnactukoBomy NpPOBOAMTLCS Ha rO/I0OBHOMY NMociBHOMY MaTepiasny (MS) Ta
)TA KOHTeliHepi; no 1 po6oyomy nocisHomy Matepiany (WS) 3 €EBponeicbkoi
noniomieni KOHTEHepy y dapmakonei Ha In-House methods.; 3miHu | TUNY - 3MiHa
TY KapTOHHIA aHaniTM4YHNX NocunaHb Ans Hatpito xiopuay (Sodium chloride) 3
(HAKTUBOB Kopobu,i 3 €sponelicbkoi ®apmakonei Ha In-House methods; 3miHu | TUNY -
AHA) MapKyBaHHAM OHOBMEeHHSA Banigauii aHaNiTUYHUX METOZIB LWOA0 BMICTY
(AACOPBOB | ykpaiHCbKO BinbHOro chopmanbgerigy (free formaldehyde content), Hatpito
AHA, 3l MOBOIO. TMMepdoHaTy (sodium timerfonate), xnopugy Hatpito (sodium
SMEHLUEHN chloride); 3miHW | TUNY - 3MiHKX, NOB'A3aHI 3 HEOOXiAHICTIO
M BMICTOM npuBeAeHHs Yy BiANOBIAHICTb A0 MoHorpadii AdY abo
AHTUIEHIB) €Bponelicbkoi hapmMakonel, abo iHLWOoT HauioHaIbHOI
thapmakonei gepxasu EC - 3MiHa aHa/TiTUYHNX NOCUAaHb A4/15
CMPOBUHM L-UMcTrH 3 In-House meToay Ha EBponelicbky
dapmakoneto; 3MiHK | TURYy - 3MiHa aHaNiTUYHUX NocuNaHb ANs
CMPOBUWHW [/TIOKO3M MOHorigpar 3 In-House meTtoay Ha
€pponeiicbky Papmakoneto; 3MiHv | Tuny - NprBeAeHHs
peecTpauiiHOro A0CkE Y BiANOBIAHICTL A0 CTaHAAPTUX
onepaviiHux npoueayp. 3MiHn B cneumdikauii 415 3araibHOro
BMiCTy a30Ty 3 In-House specification Ha cneuudikadito 3rigHo 3
Ph.Eur., 2.5.33, Method 7, Procedure A.; 3miHu | Tuny -
NpuBELEHHS PEECTPaL|iiHOro AOCLE Y BiANOBIAHICTL A0
BMPOGHMYOT NpakTVku. 3MiHW B cneuudikauil 4ns BU3HAYEHHS
TOKcoify/TOKCuHyY 3 In-House specification Ha cneumdikauito
3rigHo 3 Ph.Eur., 2.7.27.
38. BA3UNIN® TabneTku, BKpUTI KPKA, a.4a., CnoseHisa | KPKA, g.4., HoBo mecTo, CnoBeHisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/3792/01/01
NAiBKOBOO HoBo mecTo CnoBeHis (BUPOGHULTBO BWUJ/TyYEHHSI BUPOOHUYOT AiNbHULI (BKNOYatoun AinbHuui ana A®L, | peyenmom
060/10HKOI0, N0 "in bulk", nepBuHHe Ta NPOMIXXHOro NPoAYKTY abo roToBOro JlikapCbKoro 3acofy,
10mrno7 BTOPWHHE NakKyBaHHS, AiNbHULUI NS NPOBELEHHA NakyBaHHSA, BUPOOHYKa,
TabneTok y KOHTPONb Ta BUMYCK BifiNOBIAANbHOTO 3a BUMYCK Cepild, MiCLie NPOBEEHHS KOHTPOSIO
6nicTepi; no 2 cepili; KOHTPOsb Cepii); cepii) abo nocTayanbHKKa BUXIAHOTO MaTtepiany, peareHty abo
abo no 4 NabeHa g.0.0, CnoBeHis [OMNOMDKHOT peyYoBUHY - BunyyeHHs1 BUpo6Huka Zhejiang Hisun
6nictepn y (KOHTpONb cepiid); Pharmaceutical Co., Ltd., China gns A®Il cumBactaTvH
KapTOHHIW Mapwucpapm g.0.0.,
Kopobui CnoBeHisa (NepBuHHE Ta
BTOPWHHE MaKyBaHHS)
39. BA3UNIN® Tabnetkn, Bkputi | KPKA, a.4., CnoseHia | KPKA, a.4., HoBo mecTo, CnoBeHis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/3792/01/02
NNiBKOBOO HoBo mecTO CroBeHist (BUPOGHMLITBO BUyYEHHS BUPOOHMNYOT AiNbHULI (BKIOYatoum ginbHuli ana A®l, | peyenmom
060/10HKOI0, N0 "in bulk", nepBuHHe Ta NPOMIXHOro NPoAyKTy abo roToBOro fikapcbKoro 3acoby,
20 mr, no 7 BTOPWHHE MNaKyBaHHS, AiNbHULI N5 NPOBELEHHA NaKyBaHHS, BUPOOHYIKa,
TabneTok y KOHTPO/b Ta BUMYCK BifjNOBIAabHOTO 3a BUMYCK Cepili, MiCLe NPOBEEHHA KOHTPOSIO

6nictepi; no 2
abo no 4, abo
no 12 6nictepis
Y KapTOHHiiA
Kopobu,i

Cepiii; KOHTPONb cepiid);
JlabeHa f.0.0, CnoBeHist
(KOHTpONb cepiid);
Mapwucpapm g.0.0.,
CnoBeHis (nepByHHE Ta

cepii) abo nocTavasibHUKa BUXIAHOTO MaTepiany, peareHTy abo
OONOMDKHOT pevyoBrHU - BunyueHHst BUpobHuka Zhejiang Hisun
Pharmaceutical Co., Ltd., China gns A®I cumBactaTvH
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BTOPWHHE MaKyBaHHS)
40. BA3NNIN® Tabnetku, Bkputi | KPKA, a.4., CnoseHia | KPKA, a.4., HoBo mecTo, CnoBeHisn BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/3792/01/04
NAiBKOBOIO HoBso mecTo CnoBeHisi (BUPOOGHULTBO BWJ/TYYEHHS1 BUPOOHUYOT AiNbHULI (BKIOYAOUn AinbHuui ana A®L, | peyernmom
060/10HKOI0, N0 "in bulk”, nepBuHHe Ta NMPOMiXXHOro NPoAyKTy abo roToBOro JlikapCbKoro 3acoby,
40 mrno 7 BTOPWHHE MakKyBaHHS, [iNbHUUI NS NPOBELEHHA NaKyBaHHSA, BUPOOHYKa,
Tabnetoky KOHTPO/b Ta BUMYCK BiANOBIAA/IbHOrO 3a BUNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOSIO
6nicTepi; no 2 cepili; KOHTPO/b cepiii); cepii) abo nocTavanbHKKa BUXigHOTO MaTtepiany, peareHty abo
a6o no 4, abo Na6eHa 0.0.0, CnoseHis [ONOMDKHOT peqyoBrHU - BunyyeHHst BUpobHuka Zhejiang Hisun
no 12 6nictepis (KOHTPO/b Cepiif); Pharmaceutical Co., Ltd., China gns A®I cumBactaTvH
Y KapTOHHiii Mapucbapm 4.0.0.,
Kopobui CnoBeHis (nepBuHHE Ta
BTOPWHHE NaKyBaHHS)
41. BAJICAPTAH | Tabnetku, BKpUTI CaHpo3 CnoseHisn Bupo6HuyTBO "in bulk”, IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/14686/01/01
CAHAO3® NAiBKOBOO dapmacbHoTi nakyBaHHs, TEeCTYBaHHS: CnoseHis/ 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHWLTBI. | peyernmom
060/10HKOI0, MO Kan3 g.4. Hosapric LLIBeliyapis 3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCSt BUMYCKY cepii Ta
80 wmr; no 14 dapmauesTuka C.A., KOHTPO/IO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa abo
Tabnetok y Icnamis; [ofaBaHHA AiNbHUL, Ha KA 34iINCHIOETLCS
6nictepi; no 2 Bunyck cepii: KOHTPO/b/BNNPOGYBaHHSA cepii) - BBEAEHHS 40AATKOBOrO
6nictepu y Nek dapmaneBTUYHA BMpo6HUKa Solvias AG / ConBiac AT, W0 po3TalloBaHuii 3a
KapTOHHIlA KoMnaHisa 4.4., aapecoto Romerpark 2, 4303 Kaiseraugst, Switzerland /
Kopobu,i CnoBeHis; Pomepnapk 2, 4303 KaiizepayrcT, LLBeliyapisi, Akuii Bignosigae
TecTyBaHHS: 3a TecTyBaHHsA
Congiac Ar, Lseliuapis
42, BAJICAPTAH | Tabnetku, BKpUTI CaHpo3 CnoseHisn Bupo6HuyTBO "in bulk”, IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/14686/01/02
CAHAO3® NiBKOBOIO dapmacbioTi nakyBaHHs1, TECTYBaHHS: CnoseHis/ 3MiHu 3 siKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHU Yy BUPOGHULTBI. | peyenmom
060/10HKOI0, MO Kans g.4. HoBaprtic LLiBefiuapis 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCSA BUMYCKY cepii Ta
160 wmr; no 14 dapmauesTuka C.A., KOHTPO/0 SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
Tabnetok y Icnanis; [ofaBaHHA AiNbHUL, Ha K 34iINCHI0ETLCS
6nicTepi; no 2 Bunyck cepii: KOHTPO/b/BMNPOGYBaHHSA cepii) - BBeAEHHS A0A4ATKOBOrO
6nictepu y Nek dapmaneBTUYHA BMpoGHUKa Solvias AG / ConBiac AT, W0 po3TalloBaHuii 3a
KapTOHHIlA KoMnaHisa 4.4., agpecoto Romerpark 2, 4303 Kaiseraugst, Switzerland /
Kopobui CnoBeHis; Pomepnapk 2, 4303 KaiizepayrcT, LLBeliuapis, skvii BignoBigae
TecTyBaHHS: 3a TecTyBaHHsA
Congiac Ar, Lseliuapis
43. BEHTO/NIIH™ aepo3o/1b ANns nakcoCmit Benuka "nakco Bennkom dpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/2563/01/01
EBOXANEP™ | iHransuii, Knsinx BpuTtaHis MpopgakwH, ®paHuis; 3MiHa napameTpiB crieuundikaiini Ta/abo fonyCTUMUX MeX peyenmom
[o3oBaHuit, 100 Excnopt "nakco Bennkom C.A., NepBUHHOT YMaKoBKM FOTOBOrO NiKapCbKOro 3acoby -
MKr/o3y; no 200 Nimiten dpaHuin OHOBJIEHHSA P.3.2.P.7. CcTeMa KoHTelHep/3aKynopoBasibHUIA

003y 6as10Hi; No
1 6anoHy B
KapTOHHIlA
Kopobu,i

3acib, a came oHoBnOeTLCA Kogeke FDA y depepanbHux
pernameHTax LoAo dToponosiMepy nonireTpagpTopeTuneHy
(PTFE), SiKnit BUKOPUCTOBYETLCS AJ151 MOKPUTTA GAHOK: 3MiHM |
UMy - 3MiHa napameTpis cneuudikauiin Ta/abo fonycTMMmnx Mex
NepBUHHOT YNakoBKM rOTOBOrO J1iKapPCbKOro 3ac06y - OHOB/IEHHS
p.3.2.P.7. Cuctema koHTeliHep/ 3aKynoptoBasibHUIA 3acib, a came
BUAAIEHHS TECTY «TUCK Ha po3puB» («burst pressure») ans
KOMMNOHEeHTa iHrasiATopy. OCKiNlbkn BUMPOOYBaHHA TUCKOM Ha
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pO3puB GiNbLLe He NOTPIGHO A1 aepo30/iB 3rigHO IHCTPYKLIT
MixHapoHOI opraHisauii LMBINbHOI aBiaLii LWoAo nepeBe3eHHs
Heb6e3sneyHnx BaHTaxis (IP7A/IP7B); 3miHu | Tuny - 3MiHa
noctadyasibH1Ka nakyBaslbHVX MaTepiaslis abo KOMMIEKTYIUNX
(SIKLLLO 3a3Ha4YeHO B [0ChE) - OHOBJIEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3acib, a came OHOB/IEHHS! HA3BU
knanaHa 3 Valois DF60 Ha DF60 (BuganeHHs Ha3Bu
nocravasnbHuka «Valois» 3 Ha3Bu knanaHa (DF60) yepes 3MiHy
HaliMeHyBaHHS opUANYHOT 0CO6M 415 NocTavyaslbHUKA KianaHis
MDI 3 Valois SAS Ha Aptar France SAS, 6e3 3MiHu
noctavyasibHUKa).
44, BEPAMNAMIN- | TabneTku, BKpUTI MpAT Ykpaina MpAT "®apmaveBTuyHa Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/3582/01/01
AAPHUUA NNiBKOBOO "PapmaueBT ipma "OapHuus” 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. | peyernmom
060/10HKOI0, N0 MyHa chipma 3MiHa po3mipy cepii (BkNoYatouy Aiana3oH po3Mipy cepii)
80 mr, no 10 "NapHuus" roTOBOrO Jlikapcbkoro 3acoby (36inblueHHs go 10 pasis
Tabnetoky NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
KOHTYPHIi [,04aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro 3acoby —
YapyHKOBIl 322,4 kr. NpuseaeHHs po3giny |l B. MeTog BUrOTOBAEHHS A0
ynakosLi; no 5 chopmaTy CTD Ta BHECEHHS peAakUiiHNX YTOUYHEHb.
KOHTYPHUX 3aTtBepaxeHo: 74,40 kr, 161,2 kr. 3anponoHoBaHo: 74,40 kr (6,0
YapyHKOBMX Tunc. yn. Ne50), 161,2 kr (13,0 tuc. yn. Ne50), 322,4 kr (26,0 Tuc.
ynaxkoBOK y yn. Ne50).
nayui
45, BEPAMAMIN- | Tabnetku, BKpUTI MpAT Ykpaina MpAT "dapmaveBTuyHa YKpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/3582/01/02
OAPHULUA NNiBKOBOO "®apmaueBT thipma "OapHuus” 3MmiHu 3 siKocCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. | peyernmom
060/10HKO0, NO n4yHa thipma 3MiHa po3mipy cepii (Bk/ItoYaoumn gianasoH posmipy cepir)
40 wmr, no 10 "NapHuus” roTOBOro Nikapcbkoro 3acoby (36inblweHHs Ao 10 pasis
Tabnetok y NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
KOHTYPHIit [,04aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro 3acoby —
YapyHKOBIW 359,6 kr. MNpuBeaeHHs po3giny |l B. MeTog BUrOTOBEHHS 40
ynakosLi, no 2 thopmaTy CTD Ta BHECEHHS pefakLUiiHNX YTOUYHEHb.
KOHTYPHi 3arBepakeHo: 179,8 kr. 3anponoHosaHo: 179,8 kr (72,5 Tuc. yn.
YapyHKOBI Ne20), 359,6 kr (145,0 Tuc. yn. Ne20).
yNakoBKM B
navuj
46. BI3rEM niodpinizat gns M-IHBECT Kinp BeHyc Pemegic Jlimiteq, IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:3Minu | Tuny - 3a UA/11393/01/01
pO34uHy ons NIMITEL 3MiHV Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom

iHdpy3iii no 200
mrno 1
hnakoHy 3
niogpinizatom y
KapTOHHI
Kopobui

BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
chapmakoHarnsgy (BBefleHH y3arasibHeHUX JaHnx npo cucremy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHO! 0cobu, BiAnoBifanbHOT

3a 3[jicHEHHs hapMakoHarsa4y; KOHTaKTHOI 0co6u 3
thapmakoHarnagy 3asBHUKa AN 34iiCHeHHA dhapmakoHarnsgy B
YKpaiHi, SIKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0co6M,
BiANOBiAabHOT 3a 34iliCHEHHSA hapmakoHarnsay (Bkioyatoum

KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina

cuctemn chapmakoHarnagy); 3MiHa yrnoBHOBaXKeHOT 0cobu

3as1BHUKA, BiANOBifaNbHOI 3a 34iiCHEHHSA (hapMakoHarnsay.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0c06M, BiAMOBiAa/IbHOT
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3a thapmakoHarnag
47. BI3rEM niodpinizat ana M-IHBECT Kinp BeHyc Pemegic Jlimiteq IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/11393/01/02
pO3uuHy Ans NIMITEL 3MiHM Woao0 6e3nekun/ethekTMBHOCTI Ta hapMakoHarisay. peyenmom
iHcpysiii no 1000 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
mrno 1 chapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHnx npo cucTemy
chnakoHy 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAa/IbHOI
niodpinizatom y 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
KapTOHHIiA chapmakoHarnsgy 3asaBHUKa AN 3aiicHeHHs hapMakoHarnagy B
KopoobLi YkpaiHi, KLLO0 BOHa BigMiHHA Bif YNOBHOBaXKEHOT 0cobu,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkauvaoum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy); 3MiHa yrnoBHOBaXXEHOT 0co6u
3asBHVKa, BiANOBiAaNbHOT 3a 34jiCHEHHST hapMakoHarsay.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6MU, BiANOBiAaIbHOT
3a (hapmakoHarang
48. BIHMNOLETU Tabnetku no 5 TOB Ykpaina TOB "ACTPA®APM" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/5622/01/01
H- Mr no 10 "ACTPA®A OHOBJIEHHA 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHA yNakoBOK peyenmom
ACTPADAPM | Tabnetoky PM" NiKapcbKoro 3acoby
6nicTepi; no 2,
abo no 3, abo
no 5 6nictepis y
KopooLi 3
KapToHY
49. BIPEAL® TabneTku, BKpUTI lnean CLWA lneapg CaileHcus Ipnangis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:3Minu | Tuny - 3a UA/8274/01/01
NNiBKOBOO CaiieHcus, AiieneHg HOC, IpnaHgis HimeuunHa 3MiHM [0 IHCTPYKUiT 415 MeAUUYHOro 3acTocyBaHHA Nikapcbkoro | peyenmom
060/10HKO0, MO IHK. (nepBuHHa Ta BTOPUHHA 3aco6y Ao po3ainis "Ocob6mnBoCTi 3acTocyBaHHS", "IM06IYHI
300 wmr, no 30 ynakoBKa, KOHTPO/1b peakuii" - OHOBMEHHS iHhopMaLii LWoA0 ayToiMyHHOrO renatunty
Tabnetok y cepild, BUNyck cepiii); 3a pekoMeHpauieto PRAC. BBeieHHs 3MiH NpoTArom 6 micsauis
thnakoHax; no 1 KaTtaneHT hxepmaHi nicns 3aTBepmKeHHs; 3MiHu |l Tuny - 3mMiHW Ao IHCTPYKUii Ans
chnakoHy B LLlopHaopd Mm6X, MeJMNYHOro 3aCTOCYBaHHS MikapCcbKoro 3acoby [0 po3ainis
KapTOHHilA HimeyunHa (nepBrHHa "B3aemogis 3 iHWMMU SlikapCbKMMK 3acob6amu Ta iHLWi BUAN
Kopobui Ta BTOPWHHA YNaKoBKa); B3aemogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS", "3acToCyBaHHs Y
MinmayHT Xenckea nepiog, BariTHOCTi abo rogyBaHHs rpyaar”. BBeAeHHS 3MiH
nta., Ipnangis NPOTArom 6-Tu MiCALIB MicNs 3aTBEPIKEHHS
(BTOpWHHA ynakoBka);
Takepa M'M6X,
HimeuunHa
(BpO6HMLTBO,
nepBUHHA Ta BTOPUHHA
ynaKoBka)
50. BOJIbTAPEH | emynbrens ans rCK LLseiiuapi CK KoHcblomep LLisefuapis BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHu | Tuny - 6es UA/1811/01/02
DOPTE 30BHILLHBOIO KoHcblomep A Xenckep C.A. AZMiHIiCTpaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenma
3acTocyBaHHsA Xenckep 3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs1) - 3MiHa
2,32%; no50r C.A. Ha3BW Ta agpecy 3asBHVKa (BBeAeHHS 3MiH NpoTArom 6-Tu

abo 100 r B Ty6i;

MiCALIB MiCcNsA 3aTBEPKEHHS); 3MiHU | TUNY - AgMIHICTpaTUBHI

no 1 1y6iy 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecy MicLsi NPOBaKEHHS
KapTOHHIN AisiNbHOCTI BUpOOHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
Kopo6u,i BK/1HOYAKOUM AiNbHMLI BUMYCKY cepii abo MicLie NpoBefeHHs
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KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/OYaoUM BUMYCK CEpiid) - 3MiHa Ha3Bu Ta
agpecy BMpo6Huka M3, 6e3 3mMiHu Micua BUpobHULTBA
(BBegeHHs 3MiH MPOTAroM 6-TW MicALiB Nicns 3aTBEPOKEHHS).
3MiHM BHECEHO B IHCTPYKLIitO A1 MeANYHOro 3acTOCYBaHHSA
LLI0A0 HalMeHyBaHHSA Ta MiCLle3HaxX0oMKeHHS BUPOOHWMKa, SK
Hacnifok — BiANOBIAHI 3MiHW Yy TEKCT MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby (BBefeHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmAkeHHs)
51. BOTPIEHT™ TabneTku, BKpUTI Hosapric LBeiiuapi | Mnakco OnepeiwHc KOK Benuka BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu |l Tuny - 3a UA/12035/01/02
nAiBKOBOO dapmva Al A Nimiteq BpuTaHis [LeTanbHuii onuc cuctemu ynpasniHHSA pUsnkaMmun y BUrNsgi peuenmom
060/10HKO0, N0 nnaHy ynpasniHHSA pusukamu, WO HagaHuii 3asBHUKOM, MiCTUTb
400 wr; no 30 PV3UK NMPONOPLiliHi 3aX0AK 3 MiHIMI3aLil pU3KKiB Ta 34iACHEHHS
Tabnetok y hapmakoHarnsagy.
thnakoHi; no 1 IHdhopmaLis 3 6e3neku, Wo npeacTasfieHa B NPOEKT IHCTPYKLT
donakoHy B AN MeAUYHOro 3acToCyBaHHA MiKapCbKoro 3acoby Bifobpaxae
KapTOHHIlA 3axoAy 3 MiHiMi3aLii pu3ukiB, Bignosigae iHhopmadi,
Kopoobui BMKAAEHIN Y naaHi ynpasniHHA pusukamu, HagaHoro
3a5BHUKOM.
52. BOTPIEHT™ TabneTkun, BKpUTI HosaprTic LWeeliuapi | Fnakco OnepeiwHc FOK Benuka BHECEHHS 3MiH 10 peecTpayiiiHnux maTtepianis:3mMiHu Il Tuny - 3a UA/12035/01/01
NAiBKOBOIO dapma Al A Nimiteq BpwuTaHis [eTancHuii onmMc cuctemMm ynpasniHHA pu3vkamu y BUMAAI peuenmom
060/10HKO0, MO nnaHy ynpasniHHA pyU3nkamu, Lo HafaHWi 3asiBHUKOM, MiCTUTb
200 wmr; no 30 pY3VK NPONOPLiiHI 3aX04u 3 MiHIMI3aLii pU3nKiB Ta 34iNCHEHHS
Tabnetok y hapMakoHarnsgy.
hnakoHi; no 1 IHdhopmaList 3 6e3neku, Wo npeAcTaBieHa B NPOEKTI IHCTPYKLT
donakoHy B 015 MeMYHOro 3acTocyBaHHA NikapcbKoro 3acoby Bigobpaxae
KapTOHHIN 3axo4u 3 MiHiMi3aLii pu3ukiB, Bignosigae iHchopmadi,
KopoobLi BMKTAAEHIN Y NaHi ynpasniHHA pusukamu, HagaHoro
3a5BHUKOM.
53. FEKCANI3 Tabnetkun gns Na6opaTtopii dpaHLis NabopaTtopii Bywapa dpaHLis BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis:3Minu | Tuny - 6e3 UA/6005/01/01
PO3CMOKTYBaHHS Bywapa Pekopparti BHECEHHS 3MiH A0 po3ainy “MapkysaHHA" MKA N13: peyenma
no 10 Tabnerok Pekopgarti 3anponoHoBaHo: Po3ain “MapkyBaHHS” 3rigHO 3aTBEPKEHOTO
y 6nictepi; no 3 TEKCTYy MapKyBaHHA. OHOBJ/IEHHS BXXE 3aTBEPAKEHOrO TEKCTY
6nictepu B MapKyBaHHS YNakoBKM NikapcbKoro 3acoby. BBefeHHSA 3MiH
KapTOHHiiA NpPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPMXKEHHS
Kopobui
54. FEKCACIPE cnpei Nab6opatopii dpaHuin Nab6opaTopii bywwapa dpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/6180/01/01
n OPOMYKO3HWA, Bywapa Pekopgarti BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13: peyenma
750 mr/30 r no Pekopgari 3anponoHoBaHo: Po3gain “MapkyBaHHs". 3rigHO 3aTBEpAXEHOr0
30ry TEKCTy MapKyBaHHA. OHOB/IEHHS BXe 3aTBEPAKEHOrO TEKCTY
aepo30/IbHOMY MapKyBaHHS yNakoBKW /likapcbKoro 3acoby. BeefeHHs 3MiH
thnakoHi; no 1 npoTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS
dhnakoHy B
KapTOHHIW
Kopo6u,i
55. FEKCUTEKC necapii no 16 CnisibHe YKpaiHa CniflbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MiHu | Tuny - 6e3 UA/15693/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asasHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Mr; Mo 5
necapiis y
cTpuni; no 1 a6o
2 cTpunn y nayui
i3 KapTOHY

YKpaiHCbKO-
icnaHcbke
nignpvemMcTs
0 "Cnepko
YkpaiHa"

icnaHcbke MigNnprMeMCTBO

"Cnepko YkpaiHa"

AZMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLLs MPOBaMKEHHSA AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUAKUM Ai/bHULI BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAA€e BUPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK CEPIid) -
3MiHa Ha3BW BMPOGHWMKa 13, 6e3 3MiHM MiCLisi BAPOOHULITBA;
3MiHM | TUny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
hapMakoHarnsgy - BHECEHHs 3MiH A0 po3ziny “MapkyBaHHS"
MKSA N3; 3miHW | Tuny - AAMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3miHa Ha3Bu J13: 3aTBepaKeHo:
XNOPIreKCNANH / CHLORHEXIDINE 3anponoHoBaHo:
FEKCUTEKC / HEXITEX; 3MiHu | Tuny - 3miHn woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHS y3araslbHEHVX AaHUX NPOo cucTeMy hapMakoHarnsay,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapmakoHarnagy
3asBHVKa AN 34iICHEHH:A hapmakoHarnsgy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNOBHOBaXKEHOI 0C06W, BiANOBIAALHOI 3a
3[iicCHEeHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT 0cobu 3asBHMKa,
BignosigasnibHOI 3a hapmakoHarnsag. Jitoya pegakuis: Yybapesa
OneHa €preHiBHa. MNMponoHoBaHa pegakuis: Ckpunka ApTyp
CeprilioBuy. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI 0co6H,
BiANOBIAa/IbHOI 32 hapMakoHarisa. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3mMiHa Homepa Ta
MicL,e3HaxXoMKeHHs1 MacTep-halina; 3mMiHa 3asBHuKa (BnacHvka
peecTpaLiiiiHoro noceigyeHHst) (3rigHo Hakaszy MO3 Big
23.07.2015 Ne 460)

peyerma

56.

FENO®Y3NH

PO34MH ANna
iHdpy3iid; no 500
M1 PO3YUHY Y
dhnakoHax; no
10 donakoHiB y
KapTOHHIW
kopo6ui; no 500
M1 PO3UMHY Y
hnakoHax

B. BpayH
Menb3yHreH
Al

HimeyuuH
a

B.BpayH Megukan CA

LLiBeiuapis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny -
3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta thapmakoHariagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX JaHnX npo cucremy
thapmakoHarnsgy, 3aMiHa ynoBHOBaXeHO! 0co6u, BiANoBifabHOI
3a 3gilicHeHHs thapMakoHariagy; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHUKa AN 3aiicHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkavaoum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-chaina
cucTemu hapmMakoHarnsgy); 3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiANOBIAA/bHOI 3a 34iiCHEHH:A hapmakoHarnsgy B YkpaiHi;
MponoHoBaHa pegakuis — flebeanHelb €nmsaseTa PomaHiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A dhapmakoHarnsgy B YKpaii.

3a
peyenmom

UA/5905/01/01

57.

FEHTAMILUVH
Y CYNb®AT

PO34MH AN
iH'ekuil, 40
Mr/mMAa no 2 M B

MAT
"Tanuudpap
e

YkpaiHa

NAT "Tanuucapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny -
3MiHa HalimeHyBaHHA 3asBHUKa, 6e3 3MiH y MKA N3;
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHe TOBapnCTBO "

3a
peyenmom

UA/7197/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
amnyni; no 10 Fannudapm” CkopouyeHa Hassa MAT " Fanuuchapm”; 3miHu |
amnyny TMny - 3MiHa HalilMeHyBaHHsi BUPOOHMKa, 6e3 3miH y MKA /13, B
KOHTYPHIi IHCTPYKLii 415 MeANYHOro 3acTOCyBaHHS Ta y TEeKCTi
YapyHKOBIl MapKyBaHHs J13. 3anponoHoBaHo: MoBHa Ha3Ba AKLIOHepHe
ynakosLi; no 1 ToBapucTBo "lanuycapm”
KOHTYPHIi CkopouyeHa Hassa MNAT "lanuucapm”
YapyHKOBIl
ynakosLi B
nauuj; no 2 mn B
amnyni; no 10
amnyn y
KOHTYPHIi
YapyHKOBIl
ynakosL,
3anasHin
nanepom
58. FENAPUAHOB | ma3sb, no 251y TOB "OKN YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/6719/01/01
A MA3b Ty6i; no 1 Ty6i B "®dapmauesT "®apmMaueBTnyHa 3MiHa B yMOBax 36epiraHHsIX fikapcbkoro 3acoby, sika nos’s3aHa | peyenma
nauui N4Ha habpuka" 3 NigBYLLEHHAM TeMnepaTypu 36epiraHHsa He Buwe 25 ?C. .
habpuka" 3anponoHoBaHo: YMoBW 36epiraHHs Mpu Temneparypi He BuLLe
25 ?C y HepoCcTynHOMY A1 AiTei micui. BBegeHHs 3MiH
NpoTAroM 6-TW MicsLiB NicAs 3aTBEPAYKEHHS.
59. FENALEE® MopoLLIoK AN MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3mMiHn | Tuny - 3a UA/10752/01/01
KOMBI PO34nHy Ans "Knismegnp "KviBmegnpenapar" 3MiHa HalilMeHyBaHHS 3asiBHMKa, 6e3 3MiH y MKA N3 peyenmom
iH'eKLi no enapart” (3atBepmxeHo: MAT "KniBMeanpenapaT”), 6€3 3MiH B iHCTPYKLii
1,0/1,0rno2,0r ANA MeNYHOro 3acTOCyBaHHS Tay TeKCTi MapKyBaHHs J13;
y dhnakoHi; no 1 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
hnakoHy B "Kuismegnpenapar”
nauyi; no2,0ry CkopoyeHa Hassa MNAT "KuismegnpenapaTt”; 3MiHu | TURYy - 3miHa
donakoHi; no 10 HaliMeHyBaHHA BUPOGHWMKa, 6e3 3MiH y MKA /13 (3aTBepaXeHo:
hnakoHiB y MAT "KuiBmegnpenapart"), 6e3 3MiH B iHCTPYKLUIii 415 MEANYHOTO
KOHTYpHIl 3aCTOCyBaHHS Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo:
YapyHKOBIW MoBHa Ha3Ba AKLiOHepHe ToBapucTBO "KniBmegnpenapat”
ynakoBsLi B nayli CkopoyeHa Hassa AT "Knismegnpenapat”
60. FENTPAN® TabneTtkn A66OTT HimeuuunH A668I C.p.n. ITanis BHECEHHS 3MiH [JO peecTpaujiitHux maTepianis:3miHu | Tuny - 3a UA/6993/01/02
KMLWIKOBOPO3unH | Jlabopatopi3 a 3MiHM BHECEHO A0 iHCTPYKLT AN MeANYHOro 3acTOCyBaHHS peyernmom
Hi no 500 mr; no M6X nikapcbKoro 3acoby Ao po3sainy "®apmakosioriyHi BAacTMBoCTi".
10 TabneTok y BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAXEHHS
6nicTepi; no 2
6nictepu y
KapTOHHiiA
Kopobui
61. FEPBANOP cupon, 27,78 dapmaueBT Monbwa MepaHa dPapma Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - UA/15353/01/01
NAoLL mr/5 mn no 100 VNYHWI 3aBOf, AKuioHepHe ToBapucTBO [04aBaHHA anlbTePHATMBHOI NONIETUNIEHOBOT KPULLIKY, 3
nPOTU My ch1aKoHi; "MONIb®AP hyHKLiEI 3aXUCTY Bif BIAKPUTTA 4iTbMU Ta rapaHTiiHUM
KALWLIHO no 1 chnakoHy MA" C.A. KinbLem. AnbTepHaTUBHa KpULLIKa BBOAUTLCA 3i 3MiIHEHUM
pasom 3i AlaMeTpoM Ta BUCOTO KPULLIKW.

LINPULLOM-
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
[03aTopom B
KapTOHHIlA
Kopobu,i
62. rNINTAP Tabnetku no 50 TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/16719/01/01
mr, no 10 "APTEPIYM "KuiBmegnpenapat" 3MiHa HalilMeHyBaHHs BUPO6HUKa, 6e3 3MiH y MKA N3, 6e3 3miH | peyernmom
Tabnetok y nTa" B IHCTPYKLUIT 4151 MEAMYHOrO 3aCTOCYBaHHSA Ta 'y TEKCTI
6nicTepi, no 6 MapkyBaHHs /13 (3aTBepaxeHo: MAT "Kuismeanpenapat");
6nictepis B 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe TOBapUCTBO
nauuj Kuismegnpenapar"
CkopoueHa HasBa NAT "Kvismegnpenapart”
63. FNMIOKOBAHC | Tabnetku, BkpuTi | Mepk CaHTe PpaHLis Mepk CaHTe PpaHLis BHECEHHS 3MiH 10 peecTpaLiiiHnxX maTepianiB:3amiHn | Tuny - 3a UA/5390/01/02
® NAiBKOBOIO c.a.c. nofaHHs oHoBsieHoro CepTudpikaty BignoBigHOCTIi EBponeiickkin | peyenmom
060/10HKO0, N0 thapmakonei R1-CEP 1997-029-Rev 04 Bif, BXe 3aTBEP)KEHOIO
500 mr/5 mr; no BMPOGHUKaA Ana APl MeTthopMmiHy rigpoxnopugy.
15 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHIN
Kopo6ui; no 20
Tabnetok y
6nictepi; no 3
6nicTepu B
KapTOHHiiA
Kopobu,i
64. FMIOKOBAHC | Tabnetku, BkpuTi | Mepk CaHTe PpaHuin Mepk CaHTe PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/5390/01/01
® NiBKOBOIO c.a.c. nofiaHHA OHOBJ/IEHOTO cepTudbikaTy BiAnoBigHOCTI €EBponelicbkoi | peyenmom
060/10HKOI0, MO thapmakonei Ne R1-CEP 1997-029-Rev 04 Big, yxe
500 mr/2,5 wr, 3aTBEpIAXEHOro BUpobHuka A®I MeTdopMmiHy rigpoxnopuay
no 15 tabnetok BMpo6HMUTBa Merck Sante s.a.s., ®paHuis. Kputepii
y 6nicTepi; no 2 NPUAHATHOCTI 38 NOKa3HWMKOM «CynpoBifHi AOMILLK/» NPUBEAEHO
6nictepu B y BiANoBigHiCTb A0 MoHorpadii 0931 €sp.Papm. Ha Metformin
KapTOHHiiA hydrochloride
kopobui; no 20
Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIlA
Kopoobui
65. FMIOKOBAHC | Tabnetku, BkpuTi | Mepk CaHTe dpaHLis Mepk CaHTte dpaHLis BHECEHHS 3MiH 10 peecTpaviiiHuX maTtepianiB:3MiHu | Tuny - 3iHn 3a UA/5390/01/01
® NAiBKOBOO c.a.c. wofo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. BeeneHHa | peyenmom

060/10HKOI0, N0
500 mr/2,5 wr,

no 15 tabneTok
y 6nicTepi; no 2

a60 3MiHN [0 y3arasibHEHNX AaHUX NPO cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX JaHnX npo cucremy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHO! 0co6u, BiAnoBifanbHOT
3a 34ilicHeHHs hapmakoHaraagy; KOHTakTHoOi 0cobu 3

6nictepu B thapmakoHarnagy 3asBHUKa AN 34iicHeHHA dhapmakoHarnsgy B
KapTOHHIlA YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXeHOI 0cobu,
Kopobui; no 20 BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkavaoum
TabneTok y KOHTaKTHi flaHi) Ta/abo 3MiHM Y pO3MilLleHHi macTep-dalina
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
6nicTepi; no 3 cmcTeMu dhapmakoHarnagy); 3mMiHa KOHTaKTHUX JaHux
6nictepu B YNOBHOB&XEHOT 0co6MU, BiANOBiLabHOI 3a thapmakoHarnisg,
KapTOHHIN 3MiHa Micus 34iNCHEHHS OCHOBHOI Aisi/IbHOCTI 3
Kopo6u,i hapMakoHarnsgy. 3miHa MicLie3HaxomKeHHs MacTep-chaina.
66. FNOTANIT Kancynu no 300 My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/9081/01/01
mr; no 10 karncyn akuioHepHe TOBapuUCTBO "HaykoBo- 3MiHM [0 IHCTPYKUiT 415 MeAUUYHOro 3aCTOCyBaHHA NiKapcbkoro | peyenmom
y 6nicTepi; no 2 TOBapuCTBO BUPOGHUYUIA LEHTP 3acoby Ao po3giny “MNo6iyHi peakuii” BiANOBIAHO 4O OHOBAEHOT
abono5 "HaykoBo- "BopLuariBCcbKuii XiMiko- iHhopmaLii 3 6e3nekn 3acTocyBaHHS Ait0H0I PEHOBUHMW.
6nicTepiB y BMPOGHUUNI hapmaLleBTUYHNI BBefeHHs 3MiH NpoTArom 3-x MicALIB MiC/A 3aTBEPKEHHSA
naJui 3 KapToHy LeHTp 3asof”
"BopLuariscb
Knii XiMiko-
hapmauesT
NYHWIA
3aBof”
67. FTOPOCTEH® | po3uuH ans TOB "tOpis- Ykpaina TOB "tOpis-Papm” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB:TeXHiYHa MOMUKa 6e3 UA/2048/01/01
30BHILUHLOIO Papm"” B IHCTPYKUii 4N MeguyHoOro 3acTocyBaHHSs fikapcbKoro 3acoby y | peyenma
3aCTOCYyBaHHSA po3gini "®apmakoTepaneBTuyHa rpyna" TexHiyHa nomuika B
0,25 mr/mn no 2 3aTBEpMAKEHIli KOPOTKI XapaKTepUCTUL NikapcbKoro 3acoby y
M B po3gini "5. PapmMakonorivyHi B1acTUBOCTI.
KOHTeliHepi; no dapmakoTepanesTuyHa rpyna.”
10 KoHTeliHepiB
y nayui 3
KapToHy; no 30
My 6aHuj; no 1
6aHui y nayui 3
KapToHy; no 100
M, 400 mny
6aHkax
68. FPAHAA3O/T | po3uvH Ans TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/11535/02/01
® iHdpy3iiA, 5 mr/2,5 Papm" AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuyenmom
mr/Mn MiCLii NPOBaPKEHHA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
no 100 mn a6o NiKapCcbKoro 3acoby, BKIOYAUN AiNbHNLi BUNYCKY cepii abo
no 200 mny MicLile NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LisNbHICTb, 3a AKY
naswyi; no 1 BiNOBIAAE BUPOGHMK/IMNOPTEP, BK/OYAKOUM BUMYCK Cepiit)
NAAWLUi B nayui 3 3miHa agpecu BUpo6Hrka TOB «tOpis-®apms», 6e3 3MiHN MicuA
KapToHy; no 100 BUpOGHUUTBA. TepMiH BBEAEHHSA 3MiH NPOTArom 6-Tu MicsiLiB
mn a6o no 200 nicns 3aTBepaXeHHs.
My
KOHTeliHepi; no 1
KOHTelHepy B
nayui 3 KApTOHY
69. rponNPUM Tabnetku no 500 TOB Ykpaina TOB "ACTPA®APM" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/15916/01/01
Mmr no 10 "ACTPA®A OHOBJIEHHSA 3aTBEPA)KEHOI0 TEKCTY MapKyBaHHA yrNakoBOK peyenmom
Tabnetoky PMm" nikapcbKoro 3acoby
6nictepi, no 2
abo no 4

6nictepu B
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Kopo6Li 3
KapTOHY
70. rPyaHUn 36ip, no 50 ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3Minu | Tuny - 6e3 UA/5858/01/01
3BIP Nel navkax 3 "NikTpasun* BHECEHHS 3MiH 10 po34iny «MapKyBaHHs» METOAiB KOHTPO/IHO peyenma
BHYTPILLHIM SKOCTi Nikapcbkoro 3acoby. PeecTpalis [oAaTKOBOro TeKCTy
naketom; no 1,5 MapKyBaHHS! YNakoBKW MikapcbKoro 3acoby i3 3a3Ha4eHHAM
ry dinbTp- MiXXHapPOAHNX NO3HAYEHb OAVHNLb BUMIPIOBaHHS;
nakeTi; no 20 3anponoHoBaHo: «MapkyBaHHs». Y BifnoBiAHOCTI 3
hinbTp-nakeTiB 3aTBepKeHM TEKCTOM MapKyBaHHSA
y nadui abo y
nauui 3
BHYTPILLHIM
nakeTom
71. rPYAHNIA 36ip, no 50 ry MpAT Ykpaina MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3mMiHuW | Tuny - 6es UA/5859/01/01
3BIP Ne2 navkax 3 "NikTpasn" 3aMiHa po3gainy «padgiyHoro ochopmIEHHST YyNakoBKM» Ha po3gin | peyenma
BHYTPILLHIM «MapKyBaHHs» B MeTOAax KOHTPOJIK SIKOCTI JlikapcbKoro 3acoby.
naketom; no 1,5 PeecTpallis 404aTKOBOrO TEKCTY MapKyBaHHS YNakoBKu
ry dinbTp- NiKapcbKoro 3acoby i3 3a3HaYeHHsIM MiXXKHApPOAHMX NO3HAYEHb
nakeTi; no 20 OMHULLb BUMIPIOBaHHS; 3anponoHOBaHo: «MapKyBaHHs». Y
hiNnbTp-nakeTis BiANOBIAHOCTI 3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS
y nauuyi abo y
nadui 3
BHYTPILLHIM
nakeTom
72. rPyaHuiA 36ip,no 50 ry MpAT YkpaiHa MpAT ®apmaueBTUYHA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/2123/01/01
3BIP Ne2 nauui 3 PapmavueBT habpuka "Biona" OHOBJ/IEHHSA BXE 3aTBep)KeHOro TeKCTY MapKyBaHHS yNakoBKu peyenma
BHYTPILLHIM N4YHa nNiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MKHApPOAHUX NO3HaYeHb
naketom; no 1,5 habpuka O[IMHULb BUMIPIOBaHHSA. BBeEHHS 3MiH NPOTAroM 6-Tu MicsauiB
ry dinbTp- "Biona" nicns 3aTBepiXeHHS.; 3MiHW | TUNY - BHECEHHA 3MiH [0
nakeri; no 20 Cneuudikauii/MeTofiB KOHTPOSIIO AKOCTi NikapCbKoro 3acoby 3a
inbTp-nNakeTis nokasHukamm «MikpobionoriyHa yuctora» Ta «4Yuciosi
y nauui NnoKasHUKW», a came 3aMiHa nocunaHb 3 1dY 1.0 Ha «gitouy
pegakuito» Y
73. OAKAPBA3W | niodhinizat ana Mini Benuka BeHyc Pemegic Jlimiteq IHAis BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasis: 3MiHa 3asBHUKa 3a UA/0548/01/01
H PO34UnHY 1A Xernckepe BpuTaHis (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyernmom
iH'exUin no 200 NimiTen Big 23.07.2015 Ne 460).
Mmr, 1 chnakoH 3
niogpinizatom y
KapTOHHIA
Kopobui
74. AAKAPBA3W | niodinizat gns Mini Benuka BeHyc Pemegic fNlimiteg, IHAis BHECEHHS 3MiH 40 peecTpaviinHMxX MaTepiasiB: 3MiHa 3asBHUKa 3a UA/0548/01/02
H pO34uHy oNns Xenckepe BpuTaHis (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyerimom
iH'ekuiin no 500 NimiTen Big 23.07.2015 Ne 460).
Mmr, 1 chiakoH 3
niodpinizatom y
KapTOHHIlA
Kopobu,i
75. AE3NOPATA TabneTkn, BKPUTI TOB YKpaiHa TOB "ACTPAG®APM" YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiHX maTtepianiB:3miHu | Tuny - 6e3 UA/15979/01/01




60

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
ANH- N/1iBKOBOIO "ACTPA®A OHOBJ/IEHHA 3aTBEPAXEHOIO TEKCTY MapKyBaHHA YNakoBOK peyenma
ACTPA®APM | 060/10HKOI MO 5 PM" NiKapcbKoro 3acoby.
mr o 10
Tabnetoky
6nictepi, no 1
6nictepy B
Kopo6u,i
76. OEKATWUNEH Tabnetkn ans TeBa 13painb AumnHo dapma Al Llseiiyapis/ | BHeECEHHsi 3MiH [0 peecTpaLiiHUX MaTepianiB:TEXHIYHA NOMUIIKa 6e3 UA/6633/01/01
™ po3cmokTyBaHHSA | PapmaueBTi LliBeiuapis; gogarkosa HimeuunHa NPy BHECEHHI 3MiHW Ha3BU BUPOGHKKa ADI peyenma
no 10 TabneTtok Kan naboparopis, Wwo
y 6nicTepi; no 2 IHpacTpi3 npuiiMae yyacTb B
abo 3, abo 4 nra. KOHTPO/Ii SIKOCTI:
6nictepu y YHTEP3YXYHICIHCTUTYT
KapTOHHIlA Xennenep, HimeuunHa;
KopoobLi Aoparkosa
naboparopis, Wwo
npuiiMae yyacTtb B
KOHTponi sikocTi: HHAC
Na6op 4-p Xoiicnep
mM6X, HimeuynHa
77. AEKCMNAHTE pignHa a6o TOB "TK YKpaina BAC® CE HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - - UA/13967/01/01
HOon HaniBkpucTasniyH "ABPOPA" 3MmiHu 3 sKocTi. CepTudikaT BignosigHocTi/I E-cepTudikar
a peyoBuHa BiNOBIAHOCTI €Bponelicbkiit hapmakonei/MoHorpadii. MogaHHA
(cybeTaHuin) y HOBOro abo OHOB/IEHOr0 cepTudpikata BigNoOBIAHOCTI ab60
mMeTaneBux abo BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
nonieTuIeHoBuxX hapmakonei: ana A®l; ans BuxigHoro
KOHTeliHepax MaTepiany/peareHTy/MpoMKHOro NPOAyKTY, WO
ans BMKOPWCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
thapmaLeBTU4HO peyoBuHM (cepTudikar BignoBiAHOCTI EBpoNechkiii
ro 3aCTOCyBaHHS papmakonei) - OHOBAEHUIA cepTudikaT Big, y)Ke 3aTBepAKeHOoro
BMPOGHMKA - 3MiHN NOB’A3aHi 3 NPUBEAEHHAM ONMCY YNakoBKW
BiANOBIAHO A0 oHoBNeHoI Bepcii R1-CEP 2006-233-Rev 02
78. AEHOBE/Nb® | TabneTtku, BKpUTI mi6e MmeX HimeuuunH mi6e MmbeX HimeuunHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15836/01/01
30 NNiBKOBOO ApuHaiimiTT a ApuHalimiTTens AIMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BW JliKapCbKOro 3acoby - peuyenmom
060/10HKOI0, N0 enb 3arBepmxeHo: eHosesnb 30 3anponoHosaHo: [leHosens® 30
0,03 mr/2 mr; no (BBegeHHs 3MiH MPOTAroOM 6-TW MicsLiB Nicns 3aTBEPOKEHHS);
21 tabnetuiy 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
6nictepi; no 1 thapmakoHarnagy (iHwi 3miHn). OHOBNEHHS 3aTBEPLKEHOTO
abo no 3, abo TEKCTY MapKyBaHHs ynakoBok /13 (BBeaeHHs 3MiH MPOTAroM 6-Tu
no 6 6nictepiB y MiCALB Nicnsa 3aTBepAXeHHS)
KapTOHHiiA
Kopobui
79. AOEPEBIO TpaBano50ry MpAT Ykpaina MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/5671/01/01
TPABA naykax 3 "NikTpasn" 3amiHa po3giny “I'padhiyHe ohopMAEHHS YNakoBKU” Ha po3Ain peyenma
BHYTPILLHIM “MapkyBaHHs" B METOAAX KOHTPOJIIO SKOCTi JliKapCbKOro 3acoby.
nakeTtom, no 1,5 PeecTpadis 104aTKOBOro TEKCTY MapKyBaHHS yNakoBKU
ry inbTp- NiKapcbKoro 3acoby i3 3a3HaYEHHSAM MiXXKHAPOAHMX NO3HAYEHb

naketi; no 20

OfMHVLb BUMipIOBaHHS; 3anponoHoBaHo: MapKyBaHHsa Y
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n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
hinbTp-nakeTiB BiANOBIAHOCTI 3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS
y nauui abo y
nauui 3
BHYTPILLHIM
nakeTom
80. ANKNO®EHA | renb 5% no 40, MpAT Ykpaina MpAT ®apmaueBTUyHA Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3minu | Tuny - 6e3 UA/7167/01/02
K 50r,100ry Ty6i | PapmaueBT chabpvka "Biona" OHOBJIEHHSA 3aTBEPKEHOro TEKCTY MapKyBaHHS yrnakoBok J13. peuyenma
B nauLii MyHa BBefeHHA 3MiH NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPAKEHHS
habpuka
"Biona"
81. APOTABEPW | Tabnetku no 40 MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnxX maTepianiB:3amiHn | Tuny - 6es UA/6289/01/01
H mr, no 10 "Knismegnp "KviBmegnpenapar" 3MiHa HallMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MKA N13; peyenma
Tabnetok y enapar” 3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
6nicTepi; no 1 "Kuismegnpenapat" CkopoyeHa Ha3sa NAT "KuiBmegnpenapar”,
abo 2, abo 3 3MiHK | TNy - 3MiHa HaliMeHyBaHHS BUPO6OHWKa, 6e3 3MiH y MKHA
6nictepn y nauui N3, 6e3 3MiH B iHCTPYKLUIiT A/19 MEANYHOIO 3aCTOCYBaHHA Ta 'y
TeKCTi MapkyBaHHs J13. 3anponoHosaHo: [MoBHa Ha3Ba
AkLjioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa HasBa
MAT "Knismegnpenapat”
82. AYBA KOPA kopa no 100 ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3amiHun | Tuny - 6es UA/5860/01/01
naukax 3 "MikTpasun" 3amiHa po3giny “I'padiyHe ochopMAIEHHS yNakoBKM” Ha po3ain peyenma
BHYTPILLHIM “MapkyBaHHSI" B METOZaX KOHTPOSIO AKOCTi. PeecTpauis
nakeTom; no 2,5 [0AAaTKOBOrO TEKCTY MapKyBaHHs YNakoBKV NiKapCbKoro 3acoby
ry dinbTp- i3 3a3HaYEHHAM MKHapPOAHMX NO3HAYEHb OAVHULD
naketi; no 20 BVMIpPIOBaHHS.
hinbTp-nakeTis 3anponoHoBaHo: MapKyBaHHS Y BifNoBIAHOCTI 3 3aTBEPKEHUM
y nadui abo y TEKCTOM MapKyBaHHS
naJui 3
BHYTPILLHIM
nakeTom
83. AYBA KOPA Kopa no 50 r abo MpAT Ykpaina MpAT ®apmaueBTUYHA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 6e3 UA/2194/01/01
100 r y naykax 3 PapmaueBT abpuka "Biona" BHECEeHHS 3MiH 40 Cneyudikauii/MeTo4iB KOHTPOSIIO AKOCTI peyenma
BHYTPILLHIM nyHa nikapcbkoro 3acoby, a came NpuBeAEeHHSI METOAVKN KOHTPOSIO
nakeTom; no 1,5 habpuka 3a NoKa3HWMKOM «laeHTudikauis» y BiANOBIAHICTb 4O BUMOT
ry dinbTp- "Biona" MoHorpadii «yba kopaN» APY (NpONOHYETLCA iHLWA CTYMiHb

nakeTi; no 20
inbTp-nakeTis
y nauui

nopapibHeHHs npo6wm (710 3amicTb 355) Ta MPONOHYETLCS iHLWNIA
Cnoci6é NpUroTyBaHHs Po34rHy NOPIBHAHHSA); 3MiHM | TNy -
BHECEHHS 3MiH f0 Cneumndikayii/MeToaiB KOHTPONIO AKOCTI
nikapcbKoro 3acoby, a caMe BW/Iy4YeHHs! KOSIbOpPOBOi peakLii 3 .
«lpeHTudpikauis» (npusBefeHHA [0 BUMOr MoHorpadii «y6a
kopaN» AdY); 3MmiHM | TNy - BHECEHHS 3MiH A0
Cneuudikauii/MeTofiB KOHTPOSIIO AKOCTI NiKapCbKoro 3acoby 3a
n. «Onune» Ta «YncnoBi NOKa3HWKW», @ came BUTYyYEHHS
nocunaHb Ha hapmakoneto (4P CPCP XI BugaHHs) Ta
npviBeAeHHA No3HaYeHHs cUT [0 BuMor JdY. 3MiHn BHeCEHi y
po3ain "Mikapcbka hopma” (OCHOBHI ¢hi3MKO-XiMiYHI B1IACTUBOCTI)
B IHCTPYKL,iIO 4715 MeAMYHOro 3acTOCyBaHHS NiKapCbKOro 3acooy;
3MiHK | TNy - BHECEHHSA 3MiH A0 Cneumndikauii/MeTogis
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KOHTPOJTIO0 SIKOCTi /TIKapPCbKOro 3acoby 3a MOKa3HNKOM
«Mikpob6ionoriyHa ymcToTa» Ta n.«Yucrnosi NokasHUKKM», a came
3amiHa nocunatb 3 JdY 1.0 Ha «gjtody pegakuito» ADY; 3miHu |
MMy - 3aMiHa rpadpiyHoro ohopmM/IEHHS NMEPBUHHOT Ta BTOPVMHHOT
yNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBigHUMY
3MiHamu go po3ginis MKA N13 (po3gin «padiyHe ochopmaeHHs»
3aMiHeHO po3ziioM «MapkyBaHHs»( 3rifHO 3aTBEpAXEHOro
TeKCTy MapkyBaHHs)). OHOBNEHHS BXe 3aTBepI)KEHOro TEKCTY
MapKyBaHHS YNakoBKM /iKapCbKOro 3aco0y i3 3a3HaYeHHSIM
MDKHapOAHWX NO3HaYeHb OAVHWLbL BUMIPIOBaHHSA. BBeaeHHs
3MiH NPOTAroM 6-TW MicALIB Nic/a 3aTBePAKEHHS
84. AYDPANAK® pO34nH AG6OTT HigepnaH AG6OTT Bionopxikasnc Higepnangm BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis:3Minu | Tuny - 6e3 UA/15943/01/01
DPPYT opanbHuii, 667 Xenckea on B.B. BHECEHHS 3MiH [0 po3ainy "MapkyBaHHA" MKA N13: peuyenma
mr/mn no 200 mn MNpopakTc 3anponoHoBaHo: "MapKyBaHHS. 3rigHO 3aTBEPIKEHOr0 TEKCTY
abo no 500 mny MapKyBaHHs.” BBefeHHs 3MiH npoTsarom 6 micauis nicns
nASALWLi 3 3aTBEPAKEHHS
MipHUM
CTaKkaH4MKoM
85. EBKABAN® Kpanni, 1 mr/mn Ecnapma HimeuuunH dapma BepHirepoge HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - bes UA/13241/01/01
KPAMNMI no 10 mny 6X a 6X 3MiHa y MeToAax BUnpobyBaHHSA rOTOBOrO NiKapcbKoro 3acooby; peyenma
donakoHi; no 1 CYMyTHS 3MiHa - 3MiHa NapamMeTpiB cneumdikauiii Ta/abo
donakoHy B [OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BHECEHHS 3MiH
KapTOHHiiA fo Cneuunddikauii/MeTogis BUNpobyBaHHA 3a NOKa3HUKOM
ynakoBLUi "[OMiLLKN", 30KpeMa: 3a3Ha4YeHHS BU3HAYEHHS JOMILLOK
"BeH3unosuii cnupt”, "BeHsansgerna”; B MeToaui
BMNPOBYBaHHA f0AaBaHHSA PO34nHY 6EH3aUIKOHII0 Xnopug Ao
cKafly po3unHy nnauebo; 3asHavyeHHs NpuroTyBaHHs
CTaHAapPHTHUX PO34MHIB; 36i/1bLIEHO Yac rpafieHTy; yTOYHEHHS
TUMY KOMIOHKW; f0AaHO PO3pPaxyHOK A1 6eH3UI0BOro CnvpTy;
3MiHK | TUNy - 3MiHa NapamMeTpiB cneumdikauiin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BHECEHHS 3MiH
A0 CneuudikaLii rotoBoro sikapcbkoro 3acoby, 3okpema:
3BY)XEHHS1 AOMYCTMMUX MEX 3a MoKasHMKOM "CyMa AOMILLOK"
86. EBKABAN® Kpanni, 0,5 Ecnapma HimeuuunH dapma BepHirepoge HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - bes UA/13241/01/02
KPANI ANA mr/mn no 10 mn 6X a 6X 3MiHa y MeToAax BUnpobyBaHHS rOTOBOrO NiKapCbKoro 3acooby; peuyenma
BITEN y donakoHi; no 1 CynyTHS 3MiHa - 3MiHa napameTpiB cneyndikauin Ta/abo

hnakoHy B
KapTOHHiiA
ynakoBLi

O0MNYyCTUMUX MEX rOTOBOTO /iIKapCbKOro 3acoby - BHECEHHS 3MiH
no Cneuundikauii/MeTogis BUNpo6yBaHHS 3a NOKA3HUKOM
"[oMiwkn", 30kpemMa: 3a3HauYeHHsI BU3HAYEHHS JOMILLOK
"BeH3unosuii cnupt”, "BeHsansaerna”; B MeToauLi
BMNPOOYBaHHA A0AaBaHHSA PO34nHY 6EH3aIKOHII0 Xnopug Ao
cKafy po3unHy nnauebo; 3asHavyeHHs NpuroTyBaHHs
CTaHAAPHTHUX PO3YMHIB; 36ibLIEHO Yac rpafieHTy; yTOUHEHHS
TUMY KOMIOHKW; f0AaHO PO3paxyHOK /15 6EH3UNI0BOro CnvpTy;
3MiHM | Tuny - 3MiHa napameTpis cneyudikauiin Ta/abo
O0MNYyCTUMUX MEX rOTOBOTO JiIKapPCbLKOro 3acoby - BHECEHHS 3MiH
A0 Cneuudpikauii rotoBoro sikapcbkoro 3acoby, 3okpema:
3BY)XEHHS1 A0MYCTMMUX MEX 3a MNoKasHMKoM "CymMa AOMiILLOK"
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n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
87. EBKABAN® pO34nH Ecnapma HimeuuunH dapma BepHirepoae HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3MiHu | Tuny - bes UA/13241/02/01
CMPEN HasasibHuiA, 1 6X a 6X 3MiHa y MeToAax BUnpobyBaHHA rOTOBOrO NiKapcbKoro 3acooby; peuenma
mr/mn no 10 mn CyNyTHS 3MiHa - 3MiHa NapamMeTpiB cneumdikauiii Ta/abo
y donakoHi; no 1 [ONyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby; BHECEHHS 3MiH
hnakoHy 3 0o Cneuundikavii/MeToais BUNpoObyBaHHS 3a NOKa3HUKOM
[o03aTopom B "[loMilKn", 30Kkpema: 3a3HauyeHHs BU3HAYEHHS JOMILLOK
KapTOHHIA "BeH3unosuii cnupT”, "BeHsanbgerna”; B MeToaui
ynakoBLi BUNPOBYBaHHSA AofaBaHHA PO34MHY B6eH3aKOHI xnopug 4o
cknagy posuvHy nnauebo; 3a3HayeHHs NpUroTyBaHHs
CTaHAAPHTHYX PO34MHIB; 36i/bLUEHO Yac rpafieHTy; YTOUHEHHS
TUNY KOMOHKW; A0AaHO PO3paxyHOK A1 6EH3MMI0BOrO CNPTY;
3MiHM | Tuny - 3MiHa napameTpis cneyudikauin Ta/abo
[OMYCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BHECEHHS 3MiH
0o CneuudpikaLii rotoBoro fikapcbkoro 3acoby, 3okpema:
3BY)XEHHS1 OMYCTMMUX MEX 3a NOoKa3HMKOM "CymMa AOMILLOK"
88. EBPU3AM Kancynu no 400 AT Ykpaina AT "®dapmak” Ykpaina BHECEHHS 3MiH [0 peeCTpaLjiiiHMX MaTepiasiB:BUNPaBIeHHS 3a UA/2247/01/01
mr/25 mr no 10 "®apmak” TEeXHi4YHOT nomMuIku no Tekcty MKSA /13 B Ha3Bi Aito40i pevoBuHU | peyenmom
Kancyny
6nicTepi; no 2
ab6o 6 6nictepis
y nauui
89. ENOHBA pO34uH Ans LepiHr- LLieiiuapi Bupo6HMLTBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:3miHu Il Tuny - 3a UA/13125/01/01
iH'ekuiin no 100 Mnay ] Hepo3ghacoBaHol Higepnanaun 3MiHW BHECEHO A0 iHCTPYKLi 418 MeAUYHOro 3acTocyBaHHS peyenmom
Mkr/0,5 ma no CeHTtpan Ict nNpoAayKLUii Ta NepBuHHa NiKkapcbKoro 3acoby Ao po3ainie "MpoTunokasaHHa",
0,5 M1 po3umHy Al ynakoBKa, KOHTPO/1b "OcobnmBocTi 3acTocyBaHHs", "Mepeno3yBaHHs" Ta "To6iuHI

B nonepeaHbLo
HarnoBHEHOMY
wnpuyj; no 1
nonepeAHL0
HarnoBHEHOMY
LINpULly pasom
3i CTepuIbHO
iH EKLjHOI
rOMKOH0 Y
BiAKPUTOMY
n1acTMKOBOMY
NOTKY B
KapTOHHiiA
Kopobu,i

AKOCTi, TECTYBaHHS
CTEpPWUILHOCTI Ta
6akTepiasibHNX
€H/I0TOKCUHIB rOTOBOr0
NiKapcbKoro 3acoby
(KOHTpPO/Ib AKOCTI),
Bi3yasibHa iHCneKUis:
BeTTep ®apma-
®epTuryHr M'moX i Ko.
KI', HimeuuunHa;
KOHTpOsb siKOCTi,
TeCTyBaHHS
CTepW/IbLHOCTI Ta
6akTepiasibHMX
€H/I0TOKCUHIB rOTOBOr0
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
Bi3yasibHa iHCNeKUis:
BeTTep ®apma-
depTturyHr rmbX i Ko.
KI', HimeuunHa;
BizyanbHa iHcnekuis:
BetTep Papma-

peakuii". BBegeHHs 3MiH NpoTaroM 3 micALiB nicas
3aTBEPKEHHS
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3acoby nocsi04YeHHs1
®epTuryHr M'moX i Ko.
K, HimewyunHa;
KoHTponb sikocTi Ta
TecTyBaHHSA
CTabiNbHOCTI, BTOPUHHA
ynakoBka, [,03Bi/1 HA
BMNYyCK cepii: H.B.
OpraHoH, Higepnanau
90. E/NOHBA pO34uH ans LLepiHr- LLiseiiuapi Bupo6HMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis:3miHu |l Tuny - 3a UA/13125/01/02
iH'ekyin no 150 Mnay A Hepo3dacoBaHOT Higepnanaun 3MiHW BHECEHO [0 iHCTPYKLi AN MeAUYHOro 3acToCyBaHHS peyenmom
Mkr/0,5 mn1; no CeHTtpan lct npoAayKLUii Ta NnepBuHHa niKkapcbKoro 3acoby A0 po3ainis "MpoTunokasaHHaA",
0,5 M1 po3umHy Al ynakoBka, KOHTPO/1b "Oco6nmBoCTi 3acTocyBaHHA", "Mepeao3yBaHHA" Ta "MoGIYHI
B nonepegHb0o SAKOCTI, TeCTyBaHHSA peakuii”. BBegeHHS 3MiH npoTarom 3 micAwiB nicas
HarnoBHEHOMY CTepubLHOCTI Ta 3aTBEPAKEHHS
wnpuui; no 1 6akTepiasibHNX
nonepegHL0 €HA0TOKCUHIB rOTOBOTO
HarnoBHEHOMY nikapcbKkoro 3acoby
LnpuLy pasom (kOHTpOSb SKOCTI),
3i cTepusibHO Bi3yasibHa iHCNeKUis:
iH'eKLiiHO0 BetTep dapma-
rOJIKOK Y ®epTuryHr Mv6X i Ko.
BigKpUTOMY KI', HimeuuunHa;
nnacTykoBoMy KoHTponb skocTi,
NoTKy B TeCcTyBaHHS
KapTOHHIiA CTepW/IbLHOCTI Ta
Kopobui bakTepianbHUX
€HJ0TOKCUHIB rOTOBOTO
nikapcbKkoro 3acoby
(KOHTpPO/Ib SIKOCTI),
Bi3yasibHa iHCneKuis:
BeTTep ®apma-
PepturyHr rmbX i Ko.
KI, HimeyunHa;
BizyasibHa iHCnekuis:
BeTTep ®apma-
®epTuryHr Mv6X i Ko.
KI, HimewyunHa;
KoHTponb fKocTi Ta
TeCcTyBaHHSA
cTabiNbHOCTI, BTOPNHHA
ynakoBka, A,03BiN Ha
BMMNYCK cepii: H.B.
OpraHoH, HigepnaHgu
91. EHAN®-H Tabnetkv no 10 KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecto CnoseHis BHECEHHS 3MiH O peecTpaLiiiHix MaTepianiB:yTOYHEHHS B 3a UA/4255/01/01
mr/ 25 mr Ne 20 HoBso mecTo Hakasi MO3 Ykpainn Ne 2320 Big 21.11.2019 poky Wwoao peyenmom

(10x2), Ne 60
(10x6), Ne 90
(10x9) B

peecTpauiiiHoT npoueaypw - 3MiHW | TUNY - 3MiHa y MeToaax
BUNPOGYBaHHS rOTOBOrO /iKApCbKOro 3acoby - OHOBJ/IEHHS
MeToay "CynyTHi AOMILIKM eHananpuay Maseaty" Ha GisibL
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
6nictepax cyyacHuin wytnusuii metod (BEPX); 3miHm | Tuny - 3MiHa
napameTpiB cneuudikalii Ta/abo AoNyCTUMMUX MEX FOTOBOro
NiKapCcbKoro 3acoby — BUyYEHHS NokasHuka «lgeHTudikauis
6apBHMKa XiHO/TIHOBOTO XO0BTOr0o» 3i cneyudikaii rotoBoro
nikapcbKoro 3acoby; 3MiHu | Tuny - 3mMiHa y Metogax
BMNPOGYBaHHS rOTOBOTO /iKapCbKOro 3acoby -BuaneHHs
nocuNaHHA Ha aflbTepHaTUBHY KO/TOHKY «Pecosphere HS —
C18» B MeTofax piavHHOI Xxpomatorpadii 415 oLiHKu
eHananpuay mManeaty Ta rigpoxnopTiasngy
92. EHTEPON Kancynu no 250 BIOKOAEKC PpaHuin BIOKOJAEKC PpaHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/6295/02/01
250 mr, no 10 a6o no 3MiHU WoA0 6e3nekn/eddekTMBHOCTI Ta thapmakoHariagy. peuenma
20, a6o no 30, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
abo no 50 chapmakoHarnsgy (BBefleHHs y3arasibHeHUX JaHnx npo cucremy
Kancyn y naswui thapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0co6WU, BiANoBifanbHOI
CKNSAHIM; no 1 3a 3ilicHeHHs thapMakoHaragy; KOHTakTHOI 0cobu 3
NAAWLI CKNSHINA thapmakoHarnagy 3asBHUKa AN 34iiCHEHHA dhapmakoHarnsgy B
Y KapTOHHiii YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI 0cobu,
Kopobui; no 5 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy (Bkauvaoum
Kancyny KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi MacTep-chaina
6nictepi; no 2 cuctemn dpapMakoHarnsgy); 3MiHa KOHTakTHoi ocobum
abo no 4, abo YNOBHOB&XEHOI 0C06Y 3asBHVKa, BiANOBigaIbHOT 3a 34iICHEHHS
no 6 6nictepiB y thapmakoHarnagy B YkpaiHi: MpornoHoBaHa pefakuis:
KapTOHHIlA LWknapesuy Irop OnekcaHaposuy.
Kopobui; no 6 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT
kancyny 0co6M 3aABHUKA, BiANOBIAAIbHOI 33 34iACHEHHS
6nictepi; no 5 hapmakoHarnsgy B Ykpaii.
6nictepiB y
KapTOHHIiA
Kopobui
93. EHTEPO/ NMopoLIOK ANs BIOKOLEKC dpaHuis BIOKOLEKC dpaHuis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3miHu | Tuny - 6e3 UA/6295/01/01
250 OpasIbHOrO 3MiHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. peuenma
3acTocyBaHHsA BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
no 250 mr, no 10 chapmakoHarnsgy (BBefleHHs y3araslbHeHUX JaHux npo cucremy
nakeTukiB y thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBiAa/IbHOI
KapTOHHIlA 3a 3[jlicHeHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
Kopobu,i hapmakoHarnsgy 3asiBHuKa ANns 34iliCHEeHHs hapMmakoHarisgy B
YKkpaiHi, SIKLLO BOHa BigMiHHA Bifi yNOBHOBaXKeHOi 0cobu,
BiANOBigaNbHOI 3a 34iliCHEHHA hapmakoHarnsay (Bkaoyatoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLleHHI macTep-daiina
cucteMmun dhapmakoHarnsagy); 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXXEHOT 0CO6GU 3aABHUKA, BiANOBiAabHOI 3a 3A4iAiCHEHHS
thapmakoHarnisgy B Ykpaini: [litoua pegakuis: HaropHa
KatepuHa IBaHiBHa. MponoHoBaHa pepgakuis: Lknspesnuy Irop
OnekcaHapoBUY. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobun
YNOBHOB&XEHOT 0CO6M 3asBHUKA, BigNOBIAaIbHOI 3a 34iAICHEHHS
thapmakoHarnsay B YKpaii.
94. EPOCUN Tabnetkv no 50 TOB Ykpaina TOB "AcTpachapm" Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianiB:3amMiHu | Tuny - 3a UA/14556/01/01
mr no 1 a6o 2, "AcTpadapm OHOB/IEHHS 3aTBEPAKEHOI0 TEKCTY MapKyBaHHS yNakoBOK peyenmom
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
abo 4 TabneTtkm " nikapcbKoro 3acoby
y 6nictepi, no 1
6nictepy B
Kopo6Li 3
KapTOHY
95. EPOCUN Tabnetkv no 100 TOB Ykpaina TOB "AcTpachapm" Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3minu | Tuny - 3a UA/14556/01/02
mr no 1 a6o 2, "AcTpadhapm OHOBJ/IEHHS 3aTBEPKEHOr0 TEKCTY MapKyBaHHS YNakoBOK peyenmom
a6o 4 TabneTkn " niKapcbKoro 3acoby
y 6nictepi, no 1
6nictepy B
Kopobu,i 3
KapToHy
96. EPOTOH® Tabnetku no 50 MPAT Ykpaina BiAnoBiganbHMiA 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/4652/01/01
Mmr, no 1 a6o no "®PITOPAPM BMPOBHULTBO, 3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
2, abono 4 " nepBuHHE, BTOPVHHE KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu
TabneTkn y nakyBaHHs, KOHTPO/b Ta roTOBOrO /liKapCbKoro 3acoby (3mMiHa KilbKOCTi 0fMHULL
6nicTepi; no 1 BUMYCK Cepii: (ranpuknag TabneTok, amnyn TOLLO) B ynakosL,i:) - 3MiHa nosa
6nicTepy B navi MPAT "®ITODAPM", [fiana3oHoOM 3aTBEpAKEeHNX PO3MIpIB ynakoBk/. BBegeHHs
3 KapToHy; no 4 YkpaiHa,; [04aTKOBOT ynakoBku: no 4 TabneTkn y 6nictepi, no 2 6nictepu y
TabneTkn y BiANOBIAaIbHUIA 38 nauui 3 KapToHy 6e3 3MiH NepPBMHHOrO NakyBaslbHOro Martepiany
6nictepi; no 2 BMPOGHMLTBO, Ta 3 Bi4NOBIAHNMYW 3MiHAMU B P. «YNakoBKa». BBeAeHHS 3MiH
6nicTepy B navi nepBuHHE, BTOPUHHE NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3 KapToHY nakyBaHHs!, KOHTPO/1b
AKOCTI:
TOB "AcTpadapm”,
YkpaiHa,;
BiANOBIAa/IbHMI 3a
BMPOGHMLITBO,
nepBuHHe, BTOPUHHE
nakyBaHHS!, KOHTPO/1b
AKOCTI:
MAT "BiTamMiHn",
YKpaiHa
97. EPOTOH® Tabnetku no 100 MPAT YkpaiHa BiAnoBiganbHMi 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/4652/01/02
mr, no 1 a6o no "®PITOPAPM BMPOBHMLTBO, 3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom

2, abono 4
Tabnetkn y
6nictepi; no 1
6nicTepy B mauui
3 KapToHy; no 4
Tabnetkn y
6nicTepi; no 2
6nictepu B navuj
3 KApPTOHY

nepBuHHE, BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
BUMYCK Cepii:
MPAT "®ITODAPM",
YkpaiHa,;
BiANOBIAabHUIA 38
BMPOGHMLTBO,
nepBUHHe, BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
AKOCTI:
TOB "AcTpadapm”,
YkpaiHa,;
BiANOBiga/IbHMIA 32

KOHTeliHep/3aKyrnopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
roToBOro NikapcbKoro 3acoby (3miHa KinbkocTi 04UHULb
(Hanpuknag, TabneTok, amnyn TOLL0) B yNakoBL;i:) - 3mMiHa nosa
AianasoHoM 3aTBeppkeHNX PO3MipiB ynakoBku. BeefeHHA
[0[aTKOBOT yNakoBku: Mo 4 TabneTku y 6nictepi, no 2 6nictepn y
nauuji 3 KapToHy 6€e3 3MiH NePBVMHHOrO NakyBalbHOTrO Martepiany
Ta 3 BiANOBIAHUMY 3MiHAMK B P. «YNakoBKka». BBeAeHHS 3MiH
NPOTAroOM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
AKOCTI:
MAT "BiTaMiHn",
YKpaiHa
98. 3E/IBOPA®® | Tabnetku, BkpuTi | ®.XodhdpmaH | LUselinapi Lenbthapm MinaHo ITania/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/12699/01/01
nAiBKOBOIO H-J19 PoLu A C.P.N1., Itanis LLiBeiiuapis BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13: peuenmom
060/10HKO0, MO Nt (BMPOGHMLTBO 3anponoHoBaHo: 3rigHO 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS.
240 mrno 8 Hepo3dacoBaHOT OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKU NikapcbKoro 3acoby.
Tabnetok y npoayKLii, NepByHHe BBefeHHSA 3MiH NPOTArom 6-TW MiCALIB NicNs 3aTBEPIKEHHS
6nicTepi; no 7 nakyBaHHs!, BTOPUHHE
6nicTtepiB y nakyBaHHs,
KapTOHHIlA BUNPOGYBaHHSA
ynakoBLi KOHTPO/IO AKOCTI);
®.XohpmaHH-/15 Pow
NTp, Wseiiuapis (Bunyck
cepii)
99. SENAOKC® Kancynu Teepai Mdpaiizep CLWA Brpo6HMUTBO, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/2595/01/01
no 40 mr; no 14 IHK. nakyBaHHs, IpnaHgis 3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHU Yy BUPOGHULTBI. | peyenmom

kancyny
6nicTepi; no 2
6nictepu B
KapTOHHIN
kopo6ui; no 10
kancyny
6nictepi; no 3
6nictepn B
KapTOHHiiA
Kopobu,i

MapKyBaHHS, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
P-®apm OxepmaHi
v6X, HimeuunHa;
Brpo6HMUTBO Ta
KOHTPONb SIKOCTI:
Mdpaiizep Ipnaxgis
dapmacbloTikans,
IpnaHgis;
MakyBaHHs (NnepBuHHE
Ta BTOPUHHE),
MapKyBaHHS1, KOHTPO/1b
SIKOCTi BUMYCK cepii:
Mdpaiizep
MeHtohekuypuHr
[oituneng MvbX,
HimeuunHa

3amiHa ab0 BBeAEHHS1 4OAATKOBOI Ai/IbHULi BUPOOHULTBA ANs
4yacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULSA 415 NEPBUHHOIO NakyBaHHS) -

BBE/[EHHS a/ibTEPHATMBHOI BUPOOGHMYOI AinbHuui Mdpaiizep
MeHtocbekuypuHr foiuneng M6X, HimeuunHa, Ans nepBMHHOrO
nakysaHHs /13 3engokc®. BeefeHHs 3MiH NpoTArom 6-T1 MicALiB

nicna 3aTBepiKeHHs
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3aMiHa abo BBeAEHHA A0AATKOBOI [iTbHULL
BUPOGHMLITBA A1 YACTMHM ab0 BCbOr0 BUPOBGHMYOrO npoLiecy
roToBOro Nikapcbkoro 3acoby (AiNbHULA 415 BTOPUHHOIO
nakyBaHHs) -

BBE/[EHHSI a/lbTEPHATMBHOI BUPOGHMYOI AinbHuui Mpaiizep
MeHodekuypuHr Joiuneng Mv6X, HimewunHa, ons BTOPUHHOMO
nakysaHHs /13 3engokc®. BeefeHHs 3MiH NPoTArom 6-T1 MicALiB

nicns 3aTBepAKEHHSA. 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHN.

3MiHa HalimeHyBaHHS Ta/abo agpecu MicLs NPoBaXeHHS
LisiNbHOCTI BUpoBHUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BKJ/THOYAOUM AiNbHWL BUMYCKY cepii abo MicLe NpoBefeHHs
KOHTPOJIH0 AKOCTI. (AifNIbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTep, He BK/OYAUM BUNYCK Cepiit) - 3MiHa
agpecy BupobHuka Mdpaiizep IpnaHgis ®apmackloTikans,
IpnaHpgjs, 6e3 3mMiHU MicLA BUpO6GHULTBA. BBEAEHHS 3MiH

NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHSA. 3MiHK | TNy -

3MiHM 3 iKoCTi. [OTOBMIA Nikapcbkuii 3acib. Cuctema

KOHTelHep/3akynoptoBasibHWiA 3aci6. 3MiHa nocTavanbHyKa
nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (KL 3a3HAYEeHO

B [10Cb€) (BUIYHEHHSI NOCTaYa/IbHMKA) - BHECEHHS 3MiH A0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asasHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

mMarepianis peecTpadujiHoro gocke p.3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBasibHWI 3aci6: BUMyYeHHs iHhopmalyii
LLIOA0 NnocTavanbHWKIB NaKyBasibHVUX MaTtepianis. BBefeHHs 3miH
npoTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTLCS BUMYCKY
cepii Ta KOHTPOJTI0 AKOCTi FOTOBOrO NiKaPCbKOro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA, L0 BignoBigae 3a BBe3eHHA Ta/abo
BUMYCK cepii) - Bkaoyatoum KOHTPONb/BMNPOGYBaHHSA cepii.
BBefeHHs1 anbTepHaTUBHOI BUPOOHMYOT AinbHuui MNdaiizep
MeHodekuypuHr fJoiiuneng Mv6X, HimeuunHa, BignosigansHoi
3a KOHTPO/Ib AKOCTI Ta BUNYycK cepii /13 3engokc®. BeeaeHHsA
3MiH NPOTArom 6-TW MicALiB Nicns 3aTBepAKeHHS. 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JliKapcbKoro 3acoby (3MiHa KiflbKoCTi 0ANHMLb
(Hanpuknag TabneTok, amnyn TOLL0) B yNakosLi:) - 3mMiHa nosa
Jiana3oHoM 3aTBepAKeHVX PO3MipiB yNakoBKM - BBEAEHHS
HOBOrO A0AaTKOBOro po3mipy ynakosku /13 3engokc® Ne30
(10x3) ans Bupo6HMKa Mdpaiizep MeHdekuypuHr JoiuneHs,
'M6X, HimeyunHa, 6e3 3MiH NEPBUHHOIO NakyBa/IbHOro
marepiany, 3 BignoBiAHMMN 3MiHAMU [0 PO3A4iNy «YNnakoBKa».
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS.

100.

SENJQOKC®

Kancynv Teepgi
no 80 wmr; no 14
kancyny
6nictepi; no 2
6nictepu B
KapTOHHIlA
kopo6ui; no 10
kancyny
6nictepi; no 3
6nictepu B
KapTOHHIiA
Kopobui

Mdpaiizep
IHK.

CLWA

Brpo6HMLTBO,
nakyBaHHs,
MapKyBaHHS1, KOHTPO/1b
AKOCTI, BUNYCK Cepil:
P-®apm IxepmaHi
M6X, HimeuuunHa,;
Brpo6HMuTBO Ta
KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmacboTikans,
Ipnangis;
MakyBaHHs (NepBUHHE
Ta BTOPVHHE),
MapKyBaHHS, KOHTPO/1b
SAAKOCTi BUMYCK cepii:
Mdpaiizep
MeHtodyek4ypuHr
[oituneng Mm6X,
HimeuunHa

HimeuunHa/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTtepianis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeEeHHS [0AATKOBOI AibHULI BUPOOHULTBA ANs
4yacTuHM abo BCbOro BUPOGHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHWLUSA 415 NEPBMHHOIO NaKyBaHHS) -
BBE/IEHHSI a/IbTEPHATVBHOI BUPOGHMYOT AinbHuui Mdalizep
MeHtodekuypuHr [Jonuneng MmoX, HimeuumHa, 419 nepBUHHOrO
nakyBaHHs /13 3engokc®. BBefeHHSA 3MiH MPOTAroM 6-Tu micALiB
nicnsa 3aTBepKeHHs
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA AOAATKOBOI AibHULL
BUPOGHMLITBA A1 YAaCTMHM abo BCbOro BUPOGHMYOTO npoLiecy
rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOIO
nakyBaHHs) -

BBE/IEHHSI a/IbTEPHATVBHOI BUPOGHMYOT AinbHuui Mdalizep
MeHtohekuypuHr Jonuneng MM6X, HimeuunHa, A1a BTOPUHHOMO
nakyBaHHs /13 3engokc®. BBefeHHS 3MiH MPOTAroM 6-Tu micAuiB
nicns 3aTBepKeHHNA. 3MiHW | TUNYy - AAMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHs Ta/abo agpecu MicLsa NPOBafXEHHS
[iSnbHOCTI BUpOoOHMKa/iMnopTepa roToBOro /likapCbKoro 3acoby,
BK/HOYaAOUM AiNbHWLI BUNYCKY cepii abo Micue npoBefeHHs
KOHTPO/IH0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEp, He BK/OYako4M BUMYCK Cepili) - 3MiHa
appecy Brpo6HuKa Mdpaiizep IpnaHgis ®apmackloTikans,
IpnaHgis, 6e3 3MiHn Micusa BUpO6HMLTBA. BBEEHHS 3MiH

3a
peyerimom

UA/2595/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asasHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMAXEHHSA. 3MiHu | TNy -
3MiHK 3 siKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopioBasibHUI 3aci6. 3MiHa nocTavyaibHUKa
nakyBa/IbHUX MaTepiasiB abo KOMMIEKTYUMX (SKLWO 3a3Ha4YeHo
B [10CbE) (BUTyYEHHS NOCTavyaslbHUKa) - BHECEHHS 3MiH A0
marepianis peecTtpadujnHoro gocee p.3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBaibHW 3aci6: BUMyYeHHs iHdhopmawi
L0A0 NocTavasibHKKIB NakyBasibHUX MaTepianis. BBeeHHs 3MiH
NpoOTArom 6-T1 MiCALIB NiCNA 3aTBEPMXKEHHS
3MiHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOBGHULTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYHTbLCS BUMYCKY
cepii Ta KOHTPO/IH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo gofaBaHHS BUPO6OHUKA, LLIO BiArnoBigae 3a BBe3eHHS Ta/abo
BMNYCK cepil) - Bktoyatoum KOHTPONbL/BUNPOGYBaHHSA cepil.
BBegeHHs anibTepHaTMBHOT BUPOBOHNYOI AinbHuLi Mchainsep
MeHtodekuypuHr Joiiuneng Mv6X, HimeuunHa, BignosigansHoi
3a KOHTPO/1b AKOCTI Ta BUNYyck cepii /13 3engokc®. BeeaeHHs
3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBepAkeHHs. 3MiHu | Tuny -
3miHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUi 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO JliKapcbKOro 3acoby (3MiHa KiflbKoCTi 0ANHWLb
(Hanpwknag TabneTok, amnyn TOLL0) B yNakoBsLi:) - 3MiHa nosa
[ianasoHoM 3aTBEPKEHNX PO3MIPIB YNaKoBKM - BBEAEHHS
HOBOrO A0AATKOBOro po3mipy ynakoBku /13 3engokc® Ne30
(10x3) ans Bupo6HuKa MNdaiizep MeHodekuypuHr JoiuneHs,
'M6X, HimeyunHa, 6e3 3MiH NepBUHHOrO NakyBalbHOro
marepiany, 3 BignoBigH/MMN 3MiHAMU [0 PO3ZiNy «YnakoBka».
BBefeHHs1 3MiH NPOTAroM 6-TW MicALIB Nic/1a 3aTBEPAKEHHS.

101.

3E/1JOKC®

Kancynu Teepai
no 20 mr; no 14
kancyny
6nictepi; no 2
6nictepu B
KapTOHHIiA
Kopob6ui; no 10
Kancyny
6nicTepi; no 3
6nictepu B
KapTOHHIW
Kopoobui

Mdpaiizep
IHK.

CLWA

Bupo6bHuyTBO,
nakyBaHHs,
MapKyBaHHS, KOHTPO/1b
AKOCTI, BUNYCK cepil:
P-®apm OxepmaHi
M6X, HimeuunHa;
BupobHuLTBO Ta
KOHTPO/b AKOCTI:
Mdpaiizep IpnaHgis
dapmacbloTikans,
IpnaHgjs;
MakyBaHHs (NepBUHHE
Ta BTOPUHHE),
MapKyBaHHS, KOHTPO/1b
SAKOCTi BUNYCK cepii:
Mdpaiizep
MeHtohekuypuHr
[oiiuneng Mv6X,
HimeuunHa

Himeuumnna/
IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI.
3amiHa abo BBeeHHA [0AATKOBOI AifbHNL BUPO6GHULTBA A5
4yacTuHM abo BCbOro BUPOBGHNYOro npoLiecy rotoBoro
nikapcbKoro 3acoby (AiNbHWLUSA 415 NEPBMHHOINO NakyBaHHS) -
BBE/IEHHS a/IbTEPHATVBHOI BUPOGHMYOT AinbHuui Mdalizep
MeHtohekuypuHr fJoiuneHg M6X, HimeuunHa, Ans nepBMHHONO
nakyBaHHs /13 3engokc®. BeefeHHs 3MiH NpoTArom 6-T1 MicauiB
nicns sarsepkKeHHs
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3aMiHa abo BBeAEHHA AOAATKOBOI AiTbHULL
BUPOGHMLITBA A1 YaCTMHM ab0 BCbOro BUPOGHMYOro npoLiecy
roTOBOrO JIiKAPCbKOro 3acoby (4iNbHULSA AN BTOPUHHOTO
nakyBaHHs) -

BBE/IEHHS a/IbTEPHATVBHOI BUPOGHMYOT AinbHuui Mdalizep
MeHtodekuypuHr fJoiuneng Mu6X, HimeuunHa, ons BTOPUHHOMO
nakyBaHHs /13 3engokc®. BeefeHHs 3MiH NpoTArom 6-T1 MicauiB
nicnsa 3aTBepkeHHsA. 3MiHW | TUny - AAMIHICTPATUBHI 3MiHN.
3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS
[isNbHOCTI BUpo6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,

3a
peyenmom

UA/2595/01/04
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BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJIHO SIKOCTI. (AisNbHICTb, 3a Ky BiAgnoBigae
BMPOGHMK/IMNOPTEP, HE BK/OYAYM BUMYCK Cepili) - 3MiHa
appecy Bupo6Huka MNdpaiizep IpnaHgis ®apmacbloTikans,
IpnaHgis, 6e3 3MiHu Micus BUPO6HMLTBA. BBEAEHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPMKEHHSA. 3MiHu | TNy -
3miHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa nocTavasibHKKa
nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (SKLLO 3a3HAYEHO
B ,OCbE) (BUYYEHHS NMOCTavyasibHUKa) - BHECEHHS 3MiH 0
mMarepianis peecTpadiiHoro gocke p.3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWI 3aci6: BUNyYeHHs iHdopmaii
040 nocTavabHYKIB NakyBaibHUX MaTtepianis. BBefeHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNs 3aTBEPIKEHHS
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTLCS BUMYCKY
cepil Ta KOHTPOJI0 SAKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
abo gofgasaHHs BMPOOHUKA, LLIO BifnoBigae 3a BBe3eHHS Ta/abo
BMMYCK cepii) - Bkntoyatouy KOHTPOb/BMNPOGYBaHHS cepii.
BBefieHHs1 aflbTepHATUBHOI BUPOOHMYOT AinbHuLi MNdalizep
MeHtodekuypuHr foiuneng Mv6X, HimeuunHa, BignosigansHoi
3a KOHTPO/Ib AKOCTi Ta BUNYyckK cepii /13 3engokc®. BeeaeHHSA
3MiH NPOTAroM 6-TW MiCALB Nicna 3aTBepMKeHHs. 3MiHn | Tuny -
3MiHM 3 siKoCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKyrnopoBanibHWi 3aci6. 3MiHa po3mipy ynakoBKu
roToBOro NikapcbKoro 3acoby (3miHa KinbkocTi 04UHULb
(Hanpuknag TabneTok, amnyn TOL0) B yNakoBLi:) - 3MiHa nosa
JianasoHoM 3aTBEPKEHNX PO3MIPIB YNaKOBKM - BBEAEHHS
HOBOrO 404ATKOBOro po3mipy ynakosku /13 3engokc® Ne30
(10x3) pns supobHuka Mdparizep MeHodekuypuHr JonuneHs,
vm6X, HimeuurHa, 6e3 3MiH NepBUHHOIO NakyBasIbHOTO
marepiany, 3 BignoBigHMMUN 3MiHAMU [0 PO3LiYy «YNaKoBKa.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB NiCAA 3aTBEPMAKEHHS.

102.

30AK®

Kpansi opasibHi,
10 mr/mn, no 20
M1 PO3YUHY Y
donakoHi 3
KpanenbHULEeLo;
no 1 dpnakoHy B
KapTOHHIA
Kopobui

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa", Yecbka
Pecny6nika;
Eli. HatTepmaHH eHp,
Calii. T'm6X,
Himeuunna

Yecbka
Pecny6nika/
HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny -
3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHa Y NepBuHHIN
ynaKoBLji FOTOBOrO NikapCbKoro 3acoby (Tun koHTeliHepa abo
[0faBaHHsA HOBOrO KOHTelHepa) - TBepai, M'siki Ta HeCTEpUIbHI
piaki nikapcbki hopMu - BBEAEHHSA HOBOI YNakoBku (d/1akoHM Mo
20 mn) ans HoBoro BMpobHuka Eil. HatTepmaHH eHa Caili.
Mv6X, HimeuyunHa (BeBefeHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUpO6GHMLTBI. 3MiHa po3Mipy cepil
(BKKOYalOUM giana3oH po3Mipy cepii) roToBOro Nikapcbkoro
3aco6y (36inbLieHH 4o 10 pasiB NOPIBHSHO i3 3aTBEPAKEHUM
pO3Mmipom) - 36ibLIEHHS po3Mipy MpoMUCIoBOI cepii Ao 10
pasiB. 3atBepaxeHo: 430 kr ekBiBanieHTHO 397.8 n, 1 300 kr
ekBiBasieHTHO 1 202.5 n, 1 500 kr ekBiBasieHTHO 1 387.6 n.

6e3
peyenma

UA/4070/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

3anponoHoBaHo: 4430 kr ekBiBasieHTHO 397.8 1, 1 081 kr
eksiBasieHTHO 1000 51, 1 300 kr eksBiBasieHTHO 1 202.5 N, 1 500 kr
eksiBanieHTHO 1 387.6 n1, 10 810 kr eksiBanieHTHO 10 000 n.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB MiCNs 3aTBEPMAKEHHS;
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoYatoumn gianasoH
pO3Mmipy cepii) roTOBOro Nikapcbkoro 3acoby (3mMeHLweHHs go 10
pasiB) - 3MeHLLUEHHS PO3Mipy NPoMUCI0BOT cepii Ao 10 pasis.
3arBeppxeHo: 430 kr ekBiBanieHTHO 397.8 n, 1 300 kr
eksiBasieHTHO 1 202.5 n1, 1 500 kr ekBiBanieHTHO 1 387.6 n.
3anponoHoBaHo: 430 kr eksiBasieHTHO 397.8 n, 1 081 kr
ekgiBasieHTHO 1000 n, 1 300 kr eksiBasieHTHO 1 202.5 n, 1 500 kr
ekBiBas1IeHTHO 1 387.6 n. BBeAeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsi 3aTBepAXeHHS. 3MiHuM | Tuny - 3MiHM 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHN Yy BUPO6HMLTBI. 3MiHN BUNpoOyBaHb
abo gonycTummx Mex, BCTRHOBMEHMX y crieuudikalisx, nig yac
BMPOOHULTBA FOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHK) -y
cneumdikauii g1 KOHTPO/IH0 BUPOGHULITBA 3a NOKA3HUKOM
«06’'EM HanoOBHEHHS» NPOMOHYETLCS 3MIHUTY OAVNHWL
BMMIPIOBAHHS 3 «I» Ha «MJ/1» (BBeLEeHHS 3MiH NPOTArom 6-1u
MicSLiB NiCNsA 3aTBEPAYKEHHS); 3MiHM | TUMY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsb roTOBOro NikapcbKoro
3acoby. 3miHa y MeTofax BUNPOo6yBaHHs rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHK Yy MmeTogax BUNpobyBaHb (BKIHOYAKUN 3aMiHy
abo OONOBHEHHS)) - 3MiHA [0 METOAVKY BUNPOOYBaHHS 3a
nokasHNkom «CynpoBigHi AOMILLKW» BBeAeHHA 3MiH NPOTSArom 6-
TN MiCALB NiCNA 3aTBEPMKEHHS; 3MiHU | TUMY - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3mMiHM y BUpo6HULTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI AifIbHULI BUPOOHMLTBA A1 YacTuHM abo
BCbOr0 BUPOBHMYOrO NPOLECY rOTOBOTO J1iKapCbKOro 3acoby
(@inbHWUA [N BTOPUMHHOTO NakyBaHHA) - BBegeHHs AoaaTkoBoi
AinbHUUI NS BTOPMHHOTO NakyBaHHs Ei. HatTepmaHnH eHg Calii.
'M6X, 3a agpecoto HattepmaHHanies 1, KenbH, HopapeiH-
BectchaneH, 50829, HimeuunHa. BBefeHHs 3MiH NpoTArom 6-tu
MiCAILiB NicNs 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI AiNIbHUL BUPOOHMLTBA AN YacTUHK abo
BCbOr0 BUPOBHMYOro NPOLLECY rOTOBOrO /NiKapCbKoro 3acoby
(AinbHULA ONA NEepPBUHHOTO NakyBaHHSA) - BBeAeHHA f0AaTKoBOI
OiNbHUL ANS NEPBMHHOIO NakyBaHHS Ei. HatTtepmaHH eHg, Caiii.
vM6X, 3a agpecot HattepmaHHanes 1, KenbH, HopgpeiiH-
BecTchaneH, 50829, HimeuunHa. BBefeHHst 3MiH NpoTsArom 6-tv
MiCALIB MiCNA 3aTBEPKEHHS; 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJIHO
AKOCTI rOTOBOr0 MikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
BMPOGHMKa, LLIO BIAMNOBIAAE 3a BBE3EHHA Ta/abo BUNYycK cepil) -
Bkntoyaroun KOHTposb/BUNpobyBaHHA cepii - BBeAeHHs AinbHULI
Ein HatTepmaHH eHp Caiii TM6X, HiMeumHHa i ik Hacigok
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BBe/leHHA [04aTKOBOI yNnakoBku. BBeAeHHA [,04aTKOBOI
ynakoBKU - priakoHu no 20 mn. BBeAeHHs 3MiH NPOTSArom 6-Tu
MiICALIB MICNA 3aTBEPLKEHHS; 3MiHM | TUMY - 3MiHM 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. 3mMiHM y BUpo6HULTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI AifIbHULI BUPOOHMLTBA A/151 YacTuHM abo
BCbOr0 BMPOBHMYOrO NPOLECY rOTOBOTO J1iKapCbKOro 3acoby
(8inbHULA, Ha SKi NPOBOAATLCS OyAb-AKi BUPO6HUYI cTagjl, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/IIO AKOCTi, NePBMHHOTO Ta
BTOPUHHOIO NakyBaHHS, A5 HECTEPUSIbHMX NIKAPCbKNX 3aC06iB)
- BBegeHHA 0oaaTKoBOI BUPOGHMUYOT AiNbHULI A1 BCiX onepawii
BMPOGHMYOro npouecy Eil. HattepmaHH eHg, Caiii. TM6X, 3a
agpecoto HattepmaHHanes 1, KenbH, HopgpeiiH-BectdaneH,
50829, HimeuyunHa (BBefeHHS 3MiH NpoTArom 6-Tv MicsAUiB micns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK Wo0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHK) -
[0[aBaHHA B MapKyBaHHI eTUKETKM dhriakoHa BigoMOCTel LWoAo
nikapcbKoi hopmu, AitoHOT peHOBUHM, KOHLLEHTpAaLT NikapcbKoro
3acoby. BeegeHHs 3MiH npoTsrom 6-Tv micsuiB nicns
3aTBEPAKEHHS.

103.

30KAPLIC®
nnoc
30/12,5

TabneTtku, BKPUTI
N1iBKOBOIO
060/10HKOI0 MO
14 TabneTok y
6nictepi; no 1
abo 2 6nictepu
Y KapTOHHiiA
Kopobu,i

MeHapiHi
IHTepHeLLoH
an
OnepeiwoH
c
Tokcembypr
C.A.

Mokcemby
pr

A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHp, Cepsicec
C.p.J1., Itanis
(Bpo6HMLTBO in bulk,
KiHLleBe naKyBaHHS,
BUMNYCK cepiit); A.
MeHapiHi
MaHyakTypiHr
NoricTikc eHp, Cepsicec
C.p.J1,, Itania (KoHTponb
cepiii); Jomne
apmaueyTiui C.n.A.,
ITanis (koHTponb cepiii);
MeHapiHi-®oH XeligeH
'M6X, HimeuunHa
(Bpo6HMLTBO in bulk,
KiHLleBe naKyBaHHS,
KOHTPONb Ta BUMYCK
cepiif)

ITanis/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny -
3MiHV A0 IHCTPYKLiT 4719 MeAMYHOro 3acToCyBaHHS NiKapCbKoro
3acoby Ao posginis "®apmakonoriyHi BnactueocTi”,
"Oco61BocCTi 3acTocyBaHHA", "Mo6IYHI peakuii” LWoA0 pU3nKy
PO3BUTKY HEMENaHOMHOrIO paky LUKip1 Ha nigcTasi pekomeHaawi
PRAC EMA. BBefieHHS 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS; 3MiHU | TUny - 3MiHK [0 IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA MikapCcbKoro 3acoby [0 po3Ainis
"MpoTrnokasaHHA","B3aeMogis 3 iHLIMMUK NiKapCbKuMy 3acobamu
Ta iHWi BuAn B3aemogiii", "OcobnBOCTi 3acTocyBaHHs" 3a
pesynbTatamn PSUSA ans knacy nikapcbkux 3acob6is, 40
cKnagy KX BXOAATb iHriGiTopy AlNd. BBeAeHHS 3MiH NPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS; 3MiHU | TUNy - 3MiHK [0
TEeKCTYy MapKyBaHHS YNakoBK/ - OHOB/IEHHS TEKCTY MapKyBaHHS
YNakoBKM JiKapCbKOro 3acoby, AoAaBaHHA No3Ha4YeHb OANHULb
BMMIPIOBaHHS BiANOBIAHO A0 MiXXHAPOAHOT CUCTEMU OAVHULLb.
BBefeHHs 3MiH NpoTArom 6-T1 MiCcALIB MiCAA 3aTBEPMAKEHHS;
3MiHM | TUNY - 3MiHX 80 IHCTPYKUIT 415 MEeAWYHOIO 3aCTOCYBaHHSA
nNiKkapcbkoro 3acoby A0 po3ainis "B3aemogia 3 iHWMK
nikapcbkvMu 3acobamu Ta iHWi BUAY B3aemogiii”, "OcobamBocCTi
3acTocyBaHHA" 3a pesynbTatamy PSUSA oo nigsuLweHoro
pY31KY BUHUKHEHHS aHrioHabpsKy Ta rinepkaniemii npu
0HOYACHOMY 3aCTOCyBaHHI 3 iHri6iTopamm mTOR a6o ko-
TPMMOKCAa3a/10M; TakoXX BHECEHO peAakLifiHi NpaBku A0 TEKCTY
po3zinis "Mlikapcbka hopma”, "dapmakonoriyHi BiacTusocTi”,
"MpoTrnokasaHHA","B3aeMogis 3 iHLIMMUK NnikapCbkumy 3acobamu
Ta iHWi BUuamn B3aemogiii”, "Ocob6aMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTI abo rofyBaHHs rpyaat”,
"3gaTHICTb BIAMBATY Ha LIBMAKICTb peakLii Npu KepyBaHHi

3a
peuyenmom
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
aBTOTpaHCnopToM abo iHWuMK MexaHismamu", "Cnoci6
3acTocyBaHHA Ta fo3un", "MobiyHi peakuii”. BHECEHHS 3MiH
npoTArom 6-T1 MiCALIB MiCNa 3aTBEPAKEHHS
104. | I30COonN pO34uH ans [JouipHe Ykpaina [odipHe nignprvemcTso Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu Il Tuny - 3a UA/6817/01/01
iHcpysiiA, no 100 nignpuemcTs "®apmatpeiig" BBEJEHHS HOBOro BMPOGHMKa AD| HaTpilo aueTaTy Tpurigpaty | peyenmom
M1, abo 200 mn, o] "Op. Maynb JlToxmaHH MM6X KM, HimeuunHa
abo 250 mn, abo | “"dapmartpeii
400 mn, abo 500 a"
My
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHIW
Kopo6ui
105. | ISODPA cnpeii Na6opaTopil PpaHLis CocpapTekc PpaHLin BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3mMiHuW | Tuny - 3a UA/2830/01/01
Hasa/IbHUIA, Bywapa 3amiHa po3gainy «padiyHe 306pakeHHs yNakoBKM» Ha po34in | peyernmom
po34unH, 8000 Pekopparti «MapkyBaHHs» B MKA /13: 3anponoHoBaHo: Po3gin
MO/mn no 15 mn “MapkyBaHHs" 3riiHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
y hnakoHi 3 OHOBJIEHHS BXE 3aTBEPKEHOro TEKCTY MapKyBaHHS YNakoBKu
po3nuaoBaYem; nikapcbkoro 3acoby. BBegeHHS 3MiH NpOTArom 6-Tu MicauiB
no 1 dpnakoHy B nicns 3aTBepakKeHHs
KapTOHHIN
Kopo6ui
106. | IMYHO-TOH® | cupon no 100 MAT Ykpaina MAT "Tanuudpapm" Ykpaina BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis:3amiHun | Tuny - 6es UA/2179/01/01
My 6aHuj; no 1 "rannudap 3MiHa HaliMeHyBaHHs BUpOOHWMKa, 6e3 3MiH y MKA /13, Takox peyenma
6aHUi y nauvwy; M" 6€3 3MiH B iHCTPYKLii A1 MeAMYHOro 3acTOCyBaHHS Ta y TEKCTi
no 100 mn a6o mapkyBaHHs J13; 3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHe
200 mny ToBapucTeo "lanmudapm” CkopoueHa HasBa MAT
dhnakoHi; no 1 "Tanuudapm™;
donakoHy y nauui MiHM | TUNY - 3MiHa HaliMeHyBaHHS 3asiBHKKa, 6e3 3MiH y MKHA
N3; 3anponoHoBaHo: MNoBHa Ha3Ba AKLiOHEpPHE TOBap1CTBO "
Fannudpapm" CkopoyeHa Hassa MAT " Manuudapm”
107. | IMYHO-TOH® | cupon in bulk: NAT YkpaiHa NAT "Tanuucgapm” YkpaiHa BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTtepianiB:3miHu | Tuny - 6e3 UA/9511/01/01
no 100 mny "rannudap 3MiHa HaliMeHyBaHHs BUpOOHWMKa, 6e3 3MiH y MKA 13, Takox peyenma
6aHui; no 48 M" 6e3 3MiH B IHCTPYKLi 418 MeMYHOro 3aCTOCYBaHHSA Ta Yy TEKCTi
6aHOoK y KOpooGi MapKyBaHHs J13; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHE
KapTOHHOMY; in ToBapucTso "lanmudapm” CkopoueHa HasBa MAT
bulk: no 200 mn "Tanuudapm™;
y donakoHi; no MiHY | TUMY - 3MiHa HaliMeHyBaHHS 3asBHYVKa, 6e3 3MiH y MKHA
30 chnakoHiB y N3; 3anponoHoBaHo: MNoBHa Ha3Ba AKLiOHEpPHE TOBapMCTBO "
Kopoo6i Fannudpapm" CkopoyeHa Hasga MAT " Manuudapm”
KapTOHHOMY
108. | IHFANIAT-H cnpeii ons TOB Ykpaina TOB "Mikpochapm” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTtepianis:3miHu | Tuny - 6e3 UA/0938/01/01
poToBOi "Mikpochapm 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMOBIAHICTL A0 | peyenma

MOPOXHWHK, MO
30 r y 6anoHi; no
1 6asioHy 3
po3nunioBayYem
Ta 3aXUCHUM

MoHorpadii JdY abo €sponeiicbkoi thapmakonei, abo iHWOoi
HauioHau1bHOT hapmakonei gepxasun €C; CynyTHA 3MiHa -
npueefeHHa Cneuundikadii/MeToaiB BUNpobyBaHHA o1
KOHTPO/I0 SKOCTi [OMOMDKHUX PEYOBVH: Y BIANOBIAHICTb A0
Bumor EP 1a ®Y.
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KOBMa4KoM Yy
nayui 3 KapTOHyY
109. | IHOAHPUKC cycneHsis gns nakcoCwmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianiB:3miHu | Tuny - 3a UA/13939/01/01
™InB iH’exuili, mo 0,5 KnsinH BpuTaHis Bionogxikanc C.A. 3MiHV BUNpo6yBaHb abo A0MYCTUMMUX MEX Y NPOLECI peyenmom
KOMBIHOBA MmNy Excnopt BUpO6HMLUTBa API, L0 BCTAHOBAEHI Y cneuudikauisx -
HA nonepeaHL0 Nimiteq BHECEHHS pefakLiiiHMX npaBok Ao po3ginis 3.2.S.1, 3.2.5.2,
BAKUWHA 3arnoBHeHOMY 3.2.5.3,3.2.5.4,3.2.S5,3.2.5.6, 3.2.S.7.
ansa 04HOPa30BOMY 3MiHKM | TUNYy - 3MiHa y MeTogax BunpobysaHHa APl abo
MPO®DINAKT wnpuLi y BMXiAHOrO Martepiany/npomikHOro NPoAyKTy/peareHTy, Lo
KN KOMMNJIEKTi 3 BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI - 3MiHa
ANDTEPII, ronikoto; no 1 nocunaHb 3 €sponeiicbkoi Papmakonei Ha In-House methods
NPABUA, a6o 10 015 po3unHy hopmanbgerigy (Formaldehyde min 37%);
KALUTHOKA nonepegHbL0 npuBELEHHS pPeECTpaLiiHOro AOCLE Y BiANOBIAHICTL A0
(ALENKONAP | 3anoBHEHUX BMPOGHMYOT NPaKTUKX. 3MiHA B MOCUNAHHI 4151 BU3HAYEHHS
HWA 0ZHOpa30BUX Minimum Lethal Dose (MLD) ans ToKCuHy npasus, sika
KOMMOHEHT | wnpuuiBy NPOBOAUTLCA Ha rO/I0BHOMY MociBHOMY MaTepiany (MS) Ta
)TA naacTUKOBOMY po6oyomy nocisHomy Matepiany (WS) 3 €Bponeicbkoi
noniomieni KOHTeliHepi; no 1 dapmakonei Ha In-House methods - 3miHa aHaniTUUHKX
TY KOHTEliHepy B nocunaHb s Hatpito xnopugy (Sodium chloride) 3
KapTOHHIlA €Bponeiicbkoi ®apmakonei Ha In-House methods; - oHOBNEHHS
Kopoobui Baigavii aHaiTUYHUX METOAIB LWOAO0 BMICTY BiflbHOTO
topmanbgerigy (free formaldehyde content), HaTpito
TuMepdoHaTy (sodium timerfonate), xnopugy Hatpito (sodium
chloride); 3miHW | TUNY - 3MiHKX, NOB'A3aHI 3 HEOGXiAHICTIO
npuBeAeHHs Yy BiANOBIAHICTb A0 MoHorpadii AdY abo
€Bponelicbkoi hapmakonel, abo iHLWOoT HauioHaIbHOI
thapmakonei gepxasu EC - 3MiHa aHa/TITUYHNX NOCUAaHb 415
CMPOBUHM L-UMCTWH 3 In-House meToay Ha EBponeiicbky
Papmakoneto; 3MiHa aHaNiTUYHUX NOCUNAaHb 415 CUPOBUHN
r1l0KO3M MOHorigpaT 3 In-House meTody Ha €Bponeicbky
dapmakoneto; NpUBeAEHHA PEECTPALLiAHOTO AOCbE Y
BiANOBIAHICTb A0 CTaHAAPTMX onepawiitHux npoueayp. 3MiHu B
cneumdikauii gns 3arasibHOrO BMICTY a3oTy 3 In-House
specification Ha cneuudpikauito 3rigHo 3 Ph.Eur., 2.5.33, Method
7, Procedure A. -
npuBELEHHS peecTpaLiiHoro AOChE Y BiANOBIAHICTb A0
BMPOGHMYOT NpakTVku. 3MiHW B cneuudikauil 41 BU3HAYEHHS
ToKcoify/TokcuHy 3 In-House specification Ha cneumdikauito
3rigHo 3 Ph.Eur., 2.7.27.
110. | IXTIO/NIOBA Masb 10 % no MPAT Ykpaina MPAT "®ITO®APM" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/8038/01/01
MA3b 10% 30 ry Ty6ax "®PITOPAPM 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOrO NiKapcbKoro 3acoby peyenma

(He3HayHa 3MiHa y 3aTBepAKEHNX MeTodax BUNpPoOyBaHHS);
CyNnyTHSA 3MiHa - BHECEHHS 3MiH A0 Creuundikavii/MeTogis
KOHTPOJT0 AKOCTi NiKapCbKOro 3acoby 3a NoKasHNKOM
«MikpobionoriyHa umctota», a came 3amiHa nocuiaHb 3 4dY 1.0
Ha «Zitlody pefakuito» DY Ta BHECEHHS pefaKLiiHOT NpaBku A0
cknagy HelTpaniaytouoi piguHu («aiHatpito rigpodpocchar
avrigpar» 3aMiHeHO Ha «AMHaTPIo rigpodpocdpaT gurigpar»);
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
BHECEHHS He3HaYHMX 3MiH A0 M. «KifbkicCHe BU3HAYeHHA»
111. | NOrEKCON NOpOLLOK AT YkpaiHa XKesHr Ctappi KuTaii BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - - UA/14557/01/01
(cybeTaHuin) y "®dapmak” dapmacbtoTukan Ko., AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
nosnieTnIeHoBUX nra. 3asBHUKa(BNACHUKA PEECTPALIIHOMO NOCBiAYeHHST). 3MiHa Ha3BK
nakeTtax Ans Ta afpecy 3asBHMKa.
thapmaLeBTUYHO
o 3aCTOCYBaHHS
112. | KANETPA po3unH Ans E66Bi Lseliuapi "AECIKA KBIHBOPO Benukobput BHECEHHS 3MiH 10 peecTpayiiiHnux maTtepianis:3mMiHu Il Tuny - 3a UA/6998/02/01
nepopasibHoro Biochapmach A nTat aHis 3MiHM [0 IHCTPYKUiT 4151 MeAUYHOro 3aCTOCyBaHHS NiKapcbkoro | peyenmom
3acToCyBaHHs; loTikan3 3acoby Ao po3ainis "lMpoTunokasaHHs" Ta "B3aemogis 3 iHW1MK
no 60 mny M6X nNikapcbKMK 3aco6amu Ta iHLi BUAM B3aeMOSili" 3rigHo 3
donakoHi; no 5 mMaTepiasiamMmy peecTpauiiniHoro Aocbe. BBeAEHHSI 3MiH MPOTAroM
hnakoHiB y 6-TU MicALIB NicNsa 3aTBEpAKEHHS
KapTOHHIiiA
Kopobu,
113. | KAIbUEMIH TabneTku, BKpUTI TOB YkpaiHa KoHTpakT ®apmakan CWA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/7138/01/01
® CI/IbBEP 060/10HKO0, MO "BAVIEP" KopnopeiiwH, CLUA 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. peyenma
30 abo no 60 (BupobHuutso in bulk); BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO CUcCTeMy
TabneTok y KoHTpakT ®apmakas chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHuX Npo cucTemy
thnakoHi; no 1 KopnopeiiwH, CLUA thapmakoHarnagy, 3miHa ynoBHOBaXXeHOi 0coby, BiANOBIAa/IbHOI
chnakoHy B (MepBuHHa Ta BTOPUHHA 3a 3[jiicHeHHs hapMakoHarnsay; KOHTakTHOI 0co6u 3
KapTOHHIiA ynakoBKa, KOHTPO/1b dhapmakoHarnsgy 3asaBHUKa Ana 3aiicHeHHs hapMakoHarnagy B
KopoobLi AKOCTI, [,03BIS1 HA BUMYCK YkpaiHi, AKLLO BOHA BiMiHHA Bifi yNOBHOBaXKEHOT 0CObM,
cepii) BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkavaoum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy); 3MiHa yrnoBHOBaXXEHOT 0co6u
3a8BHUKA, BigMOBIAabHOI 3a hapMmakoHarnfg,. MNponoHoBaHa
pefakuisi: BepemiioBa PeHaTta €BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOI 0CO6M 3asBHYMKa, BifNoBiganbHOT 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHSI OCHOBHOI AisifIbHOCTI
3 hapmMakoHarnsgy. 3MiHa MicLLe3HaxX0MKEHHs1 MacTep-daiina.
114. | KAM®OPHA onia ans MpAT Ykpaina MpAT ®apmaueBTnyHA Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:3minv | Tuny - 6es UA/0725/01/01
onis 30BHILLHBOIO dapmaneBT chabpvka "Biona" BHECEHHS 3MiH Jo Cneumdikayii/MeToaiB KOHTPOO AKOCTI peyenma
3acTocyBaHHsA M4Ha NiKapcbKoro 3acoby 3a NokasHUKOM «Mikpob6ionioriyHa YncToTa»,
10 %, no 30 mn habpuka a came 3amiHa nocunatb 3 dY 1.0 Ha «gitody pegakuiio» AdY.;
y dhnakoHax; no "Biona" 3MiHV | TUMY - OHOB/IEHHS BXE 3aTBEPAKEHOrO TEKCTY
30mny MapKyBaHHSA NepPBUHHOT Ta BTOPUHHOI YNaKoBKM JiKapCbKOro
thnakoHi, no 1 3ac00y i3 3a3Ha4YEHHSAM MDKHAPOAHUX NO3HAYeHb OANHULb
chnakoHy B naui BMMIipIOBaHHSA. 3amiHa rpadiyHOro opopMIeHHS NEPBUHHOT Ta
3 KapPTOHY BTOPVHHOT YNaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BignNoBigHUMYK 3MiHamu 4o po3ginis MKA N3 (po3gain «IpacpiuHe
ochopMEHHS» 3aMiHEHO po3Ainom «MapkyBaHHs» (BignosigHo
[0 3aTBEPAKEHOTO TEKCTY MapKyBaHHS)). BBeeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNa 3aTBEPAKEHHS
115. | KANOTIA3UA | Tabnetku; no 10 NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/5474/01/01
® Tabnetok y "Knismegnp "Knismegnpenapar” 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA 13 peyenmom
6nicTepi; no 2 enapat” (3atBepmxeHo: MNAT "KuiBmeanpenapat")
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
6nictepn y nayui 3anponoHoBaHo: [oBHa Ha3Ba AKLLiOHEpHe TOBap1CTBO
"Knismegnpenapat” CkopoyeHa Ha3ssa MNAT "KuiBmegnpenapar”;
3MiHM | TUNY - 3MiHa Ha3Bu BUpo6HKKa N3, 6e3 3miH y MKA /13
(3aTBepmxeHo: MAT "KuiBMegnpenapar").
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHEpHe TOBapnCTBO
"KniBmegnpenapat" CkopoyeHa Hassa IMAT "KvuiBmegnpenapar”
116. | KAPBOIMNAT | KoHueHTpaT 415 Mepak HimeuuunH Mepgak lesenbluadt HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/10829/01/01
NH MEJAK PO34UHY A8 lesenbwadg a dotop KNiHiwe nofaHHsa oHoBsieHoro CepTudpikaty BignoBigHOCTI EBponeiickkin | peyenmom
iHdpysiiA, 10 T orop Lneuianbnpenapare thapmakonei R1-CEP 2009-264-Rev 01 Bif BXe 3aTBEP)KEHOIO
Mr/mn no 5 mn KniHiwe M6X, HimeuunHa BMpobHuka UMICORE ARGENTINA S.A. gnsa Adl
a6o 15 mn, abo Lneuianbnp (BTOpUHHE MaKyBaHHS, KapbonnaTuHy.
45 mn, abo 60 enapare MapKyBaHHS1, KOHTPO/1b
M1, abo 100 mn M6X Ta BMNyck cepi');
y dhnakoHi; no 1 OHkoTek ®apma
donakoHy B MpopakwH M6X,
KapTOHHIlA HimeuunHa
Kopoobui (B1po6HMLTBO "in bulk”,
NepBMHHE NakyBaHHA Ta
KOHTPO/Ib cepiif)
117. | KAPI3OH masb 0,5 mr/r, Lepmachapm | HimeuunH Mi6e TM6X HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/10950/03/01
no 15ra6o 30, Al a ApuHalimiTTens 3MiHM 3 sikocTi. [oTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom

a6o 50 r y Ty6i;
no 1 1y6i B
KapTOHHI navwi

3MiHa y cknagi (4oNOMiIXHUX pevyoBMHax) roTOBOrO J1iKapCbKOro
3aco6y (iHLWi 3MiHW) - YTOYHEHHS CKNagy AONOMiIXXHUX PeyOoBUH
(Ha3By «White vaseline» 3miHeHo Ha «Paraffin, white soft» Ta
AopaHo aHTuokeuaaHT all-rac-a-Tocopherol ansa ctabinizauii
napadgiHy 6is10ro M’sikoro) BeeAeHHsi 3MiH MPOTAroM 6-x MicsiLiB
nicns 3aTBepAXeHHs; 3MiHuM | Tuny - 3MiHW 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTPOnb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BMNpoGyBaHHsi rOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAax BUNPOBYBaHHS) -
3MiHM Y MeToAax BUNPOGyBaHHA 3a NoKasH1Kamu
«lpeHTndikauis», «KinbkicHe BU3HaUYeHHs» knobeTasony
nponioHaty (Npo6oniaroToBka (Po34MH 3paska); 3miHa
CTaHAapTHOro 3paska; fofAaHi 3paskn xpomaTtorpam, yTo4HEHO
yac yTprMaHHs k106eTas3osy NponioHaTy Ta 4ac BUKOHaHHS
MeToay BEPX; chopmyna po3paxyHKy; pefakLiiiHi npaBku 4o
po3giny 3.2.P.5.1.Cneuucpikauis (B cneumdikav,ii Ha BUMycK
ponyctuma mexa ans Knobetasony gomiwika A 3amMiHeHa 3 <
0,50% Ha 0,5% Ta BHeceHi NocunaHHa Ha 3arasibHi ctaTTi EP
AN nokasHuka «Mikpo6ionoriyHa yucToTa)); 3MmiHu | Tuny -
3MiHM 3 IKOCTi. [0TOBWIA NiKapcbknii 3aci6. KOHTPONb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPKEHNX MeTOoAaX
BMNPOOBYBaHHS) - 3MiHA METOAMKM 3a NOKA3HUKOM «CropigHeHi
[OMiLLKM» (Npo6oniaroToBKa, BiAHOCHUIA Yac yTpyMaHHS
[OMILLIOK, chopmyna po3paxyHKy AOMILLIOK); 3MiHKM | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposib A®L. 3MiHa y mapameTpax cneumdikawii




77

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Ta/abo [oMyCTUMUX MeX, BU3HAYeHUX Y cneundikauisx Ha AdI,
a60 BUXIAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea A®I (BUyyYeHHs
He3HauHOro MoKa3HKKa SKOCTI (Hanpukiag BUIyYeHHs
3acTapifioro NOKasHUKa)) - BUTyYEHHS NOKa3HUKa «3asInLLKOBI
PO3UYMHHUKM. ALEeTOH» 3 cneundikauii Ha ADl; 3miHK | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHu BUNpobyBaHb abo [OMYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3acoby (foaaBaHHA HOBOTO MeToAy BMNpoOyBaHHA Ta
[ONyCTUMKX MEX) - BeieHHS1 HOBOro nokasHuka «Filling
quantity» nig yac BupobHuyTBa Ha ctagii «Filling and
packaging»; 3miHu | Tuny - 3miHu 3 skocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunNpobyBaHHsa APl abo BUXigHOro
mMarepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoteci BUpobHuutea AP (iHWi 3MiHN Y
MeToAax BUNPoOyBaHHA (BK1HOYaoUy 3amiHy abo AOMNOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIXHOIO NPOAYKTY) - 3aMiHa MeToay
BUMPOOYBaHHA 3a NOKa3HMKOM «PO3Mip 4acToK» (3aTBEPAKEHO:
MiKPOCKONis; 3anpornoHOBaHO: nasepHa andpakLis)
118. | KAPISOH masb 0,5 mr/r; Oepmacapm | HimeuunH mi6e TM6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianiB:3miHu | Tuny - 3a UA/10950/03/01
no 15ra6o 30, Al a ApuHaiimiTTens OHOBJ/IEHHSA BXe 3aTBepA)KeHOro TeKCTY MapKyBaHHs NEPBUHHOI | peyernmom
a6o 50 r y Ty6i; Ta BTOPVHHOI ynakoBku J13 (BHECEHHS MO3Ha4YeHb OAVHULLL
no 1 Ty6i B BVIMIpIOBaHHS, 3 BUKOPUCTAHHAM MiTep IaTUHCLKOro andasiTy.
KapPTOHHI/ nayLij BBefEeHHSA 3MiH NPOTAroM 6-X MicsLiB NicNsa 3aTBepAKEHHS
119. | KBAAPOLE® | nopoLuok s MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianiB:3mMiHW | Tuny - 3a UA/11759/01/01
® PO34nHy Ans "Knismegnp "KviBmegnpenapar" 3MiHa HallMeHyBaHHS1 BUpObOHMKa, 6e3 3MiH y MeToAax KOHTPO/IKO | peyenmom
iH'ekyin no 1,0 r; enapar” AKOCTI NikapcbKoro 3acoby; 3anponoHoBaHo: NOBHa Ha3Ba
1 chnakoH 3 AxuioHepHe ToBapucTBo "KniBmegnpenapat” CKkopoyeHa Ha3sa
NMOPOLLKOM Y MAT "Kuismegnpenapat” ; 3mMiHu | Tuny - 3mMiHa HaliMeHyBaHHS
nauui 3asBHMKa, 6e3 3MiH y MeToax KOHTPOJIIO SKOCTi NiKapCbKOro
3acoby; 3aTBepmkeHo: NoBHa Ha3Ba NybiuHe akuioHepHe
ToBapucTBO "KniBMmegnpenapat” CkopoyeHa Ha3sa MAT
"Knismegnpenapar”
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
"KniBmegnpenapat" CkopoyeHa HasBa MNMAT "KuiBmegnpenapar”
120. | KECTUH Tabnetku, Bkputi | AJIMIPANN, IcnaHis IHoacTpiac IcnaHis BHECEHHS 3MiH j0 peecTpaLiiiHux MaTepiasii:3MiHu | TUny: 6e3 UA/3228/02/01
nAiBKOBOO CA dapmacbtoTikac 36iNbLUEHHS TEPMIHY 36epiraHHsa MiKpoHi3oBaHoro Adl. peyenma
060/10HKOI0 NO Anwmipann CA 3anponoHoBaHo: TepMiH 36epiraHHa A®| 2 poku
10 mr, no 10 3MiHuM | TUNY: BUNy4YeHHs Bupo6HMKa MICRON TECHNOLOGIES
Tabnetoky LIMITED, BenukobpuTtaHis, skvii BignoBifae 3a MikpoHi3aLiito
6nicTepi; no 1 A®| ebacTuHy 3 po3giny 3.2.5.2.1.; 3MHU | TURY - 3MiHK Y
6nictepy y cneundoikauii A®I ebecTurHy, y 38’'A3Ky 3 3aMiHO NapamMeTpa
KapTOHHiiA «CneuudivuHa 30Ha (NPOHUKHICTb b. diwep)» Ha «Posnogin
Kopobui PO3MipiB YaCTUHOK».

3MiHK | TUNy:- BUNYy4YeHHs 3i cneundikadii APl nokasHuka
«Po3mip yacTok».
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
121. | KECTUH Tabnetkn, Bkputi | AJIMIPAN, Icnanis IHpacTpiac Icnanis BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasliB:3MiHu | Tuny: 6e3 UA/3228/02/02
NAiBKOBOO CA dapmacbioTikac 36iNbLUEHHS TepMiHY 36epiraHHsa MiKpoHi3oBaHoro Adl. peuenma
060/10HKOI0 NO Anmipann CA 3anponoHoBaHo: TepMiH 36epiraHHa APl 2 poku
20 wr, no 10 3MiHM | TURY: BuayyYeHHs BupobHrka MICRON TECHNOLOGIES
Tabnetok y LIMITED, BenukobpuTaHisi, Skuii BiinoBigae 3a MiKpoHizaw,ito
6nicTepi; no 1 A®| ebacTuHy 3 po3giny 3.2.5.2.1.; 3MHU | TURY - 3MiHW Y
6nictepy y cneundoikauii A®I ebecTrHy, y 3B'A3Ky 3 3aMiHOI napamMeTpa
KapTOHHIlA «CneumngivyHa 30Ha (MPOHUKHICTL B. diwep)» Ha «Po3noain
KopoobLi PO3MIpiB YaCTUHOK».
3MiHM | TURy:- BUNyYeHHs 3i cneuudikayii A®| nokasHuka
«Po3mip yacTok».
122. | KECTUH Tabnetkn, Bkputi | AJIMIPANN, Icnanis IHpacTpiac Icnanis BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis:3miHu |l Tuny - 6e3 UA/3228/02/01
NNiBKOBOO CA PapmacbioTikac 3MiHW [0 IHCTPYKLiT 4719 Me4NYHOro 3aCTOCYBaHHSA /iKapCbKoro peuyenma
060/10HKOIO MO Anwmipann CA 3acoby A0 po3ainis "dapmakonoriyHi BNacTuBoCTi" (YTOUHEHHS
10 wr, no 10 iHchopmaw,ii ), "B3aemogis 3 iHLIMMKM NikapcbknMun 3acobamu Ta
Tabnetoky iHLWI BMAW B3aeMogijit", "3acTocyBaHHS y nepiog, BariTHOCTi abo
6nictepi; no 1 roflyBaHHs rpyaar”(pesakuiviHi npasku), "3aaTHicTb BNAMBaTH
6nictepy y Ha WBWAKICTb peakLii Npu KkepyBaHHi aBTOTpaHCNOPTOM abo
KapTOHHIA pO6OTi 3 iHWUMK MexaHi3Mamu" (pefakLiiHi npaBku),
Kopobui "Mepepo3yBaHHa", "Mo6iYHI peakuii”
123. | KECTUH Tabnetkn, Bkputi | AJIMIPANN, Icnanis IHOacTpiac Icnanis BHECEHHS 3MiH 40 peecTpauiiHux matepianiB:3miHu Il Tuny - 6e3 UA/3228/02/02
NNiBKOBOO CA dapmacbtoTikac 3MiHW [0 IHCTPYKLii 4719 MeMYHOro 3aCTOCYBaHHS /iKapCbKoro peuenma
060/10HKOI0 N0 Anmipann CA 3acoby A0 po3ginis "®apmakonoriyHi BnactmeocTi” (YTOYHEHHS
20 wr, no 10 iHhopmauii ), "B3aemogisi 3 iHWMMKM NlikapCbKMMKU 3acobamm Ta
Tabnetok y iHLWI BMAW B3aemogijit", "3acTocyBaHHS y nepiog, BariTHOCTi abo
6nicTepi; no 1 rofyBaHHs rpyaato”(pegakuiiti npaskm), "34aTHICTb BNIMBATH
6nictepy y Ha WBMAKICTb peakujii Npn KepyBaHHi aBTOTPaHCNOPTOM abo
KapTOHHIiA pO6OTI 3 iHWMMK MexaHi3Mamu" (pefakLiiHi npaBku),
Kopoobui "MepeposysaHHs”, "MNob6ivHi peakuii”
124. | KITPYAA® KOHLeHTpaT Ans LepiHr- LLiseiiuapi KoBaHc JlabopaTopi3 Benwuka YTOYHEHHS peecTpaviiiHol NpoLeaypy Ta BUPOOHUKIB B Hakasi 3a UA/16209/01/01
pO34uHy ons Mnay A Nimitep (KoBaHc), BpuTania/ MO3 Ykpainu Ne 48 Big 13.01.2020 poky B NpoLeci BHECEHHS | peyernmom
iHdpy3iiA, 25 CeHTtpan Ict Benuka bpuTaHis Ipnangis/ 3MiH.
mr/M, no 4 mn Al (kOHTpO/Ib sIKOCTI TA HigepnaHngn 3 TexHi4HMXx 06CTaBVH B 3aTBEpAKEHOMY Hakasi MO3 YkpaiHu
KOHUeHTpaTy y TeCcTyBaHHs / Himeuunna/ BMPOGHMK Ta npoLeaypa He BiAnoBifaoTb CBOIM po3jinam
thnakoHi; no 1 cTabinbHocTi); MCA Benebris (nepennyTtaHi Mmicuamu). Pefakuis B 3aTBepXeHOMY Hakasi:

chnakoHy 3
npenapatom B
KapTOHHiiA
Kopobui

IHTepHewHn M6 X/MCL,
IpnaHgisa (BpiHHi),
Ipnangis (KOHTpoNb
AKOCTi Ta TECTYBaHHSA
cTabinbHocTi); MCL
Ipnangis (Kapnoy),
IpnaHgis (BUpO6HMK
Hepo3dacoBaHOT
NPOAYKLii, KOHTPO/b
AKOCTi Ta TECTYBaHHSA
cTabinbHOCTI, NepBUHHE
nakysaHHs); H.B.
OpraHoH, Higepnarnan

po3gin npoueaypa — KosaHc /labopatopi3 Jlivites (KoBaHc),
Benvika BpuTtaHist (KOHTPOSIb AKOCTI Ta TECTYBaHHSA
cTabinbHocTi); MC/A IHTepHelwHN TMOX/MC/, IpnaHgis (BpiHHi),
IpnaHgjs (KOHTPONb SKOCTI Ta TeCTyBaHHA cTabinbHocTi); MCL,
Ipnangisa (Kapnoy), IpnaHgis (Bupo6HuK Hepo3dhacoBaHoi
NPOAYKLi, KOHTPONb AKOCTi Ta TECTYBaHHA CTabiNIbHOCTI,
nepsuHHe nakyeaHHs); H.B. OpraHoH, Higepnanan (KOHTposb
AKOCTi Ta TecTyBaHHA cTabinibHOCTi); HyBicaH TM6X, HimeuunHa
(TecTyBaHHA cTabinbHOCTI); Wepinr-Mnay la6o H.B., Benbris
(BTOpVHHE MakyBaHHS, 403Bi/T HA BUMYCK cepii); po3gin
BUPOBHUKM - 3MiHW | TUMY - HE3HAYHI 3MiH Y NpoLeCi
BMPOGHMLTBA AD| NOB’A3aHI 3 BNIPOBA)KEHHAM 3aCTOCYBaHHSA
KOJIEKTOPY /151 3aNOBHEHHSI Ta HOBOI eMKOCTI Celsius Pak nig
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
(kOHTpO/Ib AIKOCTI TA yac HarmoBHEHHS Ail040i Pe4YoBUHM Ha BUPOOHULTBI BepiHrep
TeCTyBaHHs IHrenbxaiim (BIB) ®apma Mm6X i Ko. KIM, HimeuuunHa; 3minHu |
cTabinbHocTi); HysicaH TUMY - HE3HAYHI 3MiHW Y npoueci BUpobHuLTBa A®I nos’a3aHi 3
vM6X, HimeuunHa [ofaBaHHAM YacTKOBOro nepeHocy iHOKyNATy Ha eTani N-3
(TecTyBaHHsa cTagii 6iopeakTopa Ha BUPO6HULTBI BepiHrep IHrenbxaimv (BIB)
cTabinbHocTi); LepiHr- dapma N'vbX i Ko. K, HimeuunHa.
Mnay Na6o H.B., BipHa pefakuisi: po3ain npoueaypa - 3MiHu | Tuny - He3HauHi
Benbrisi (BTOpUHHE 3MiH y npoueci BupobHuuTBa AP| NoB’s3aHi 3 BNIPOBaKEHHAM
nakyBaHHs, [,03BiN1 HA 3aCTOCYBaHHSA KOMEKTOPY A/151 3aN0BHEHHS Ta HOBOI EMKOCTI
BUMYCK cepii) Celsius Pak nig yac HanoOBHEHHS AjH040i Pe4YOBUHM Ha
BMPOGHULTBI BepiHrep IHrenbxaiim (BIB) ®apma Mv6X i Ko. K,
HimeuunHa; 3miHun | TUNY - HE3HAYHI 3MiHK y NpoLeci
BMpo6HULTBa AP| NOB’A3aHi 3 JOAaBaHHAM YaCTKOBOro
nepeHocy iHOKyNATy Ha etani N-3 cTagii 6iopeakTopa Ha
BMPO6HULTBI BepiHrep IHrenbxarim (BIB) ®apma MmoX i Ko. K,
HimeuumnHa; po3ain BMpobHuku - KoBaHc Jlabopatopis flimiteq
(KoBaHc), Benuka BputaHist (KOHTPOSIb AKOCTI Ta TECTYBaHHSA
ctabinbHocTi); MC/A IHTepHewwHN FTMO6X/MC/, IpnaHgis (BpiHHi),
IpnaHgjs (KOHTPONb SKOCTI Ta TecTyBaHHA cTabinbHocTi); MCL,
Ipnangisa (Kapnoy), IpnaHais (Bupo6HuK Hepo3dhacoBaHoi
NPoAyKLii, KOHTPONb AKOCTI Ta TECTYBaHHA CTabifIbHOCTI,
nepsuHHe nakyeaHHs); H.B. OpraHoH, Higepnanan (KOHTposb
AKOCTi Ta TecTyBaHHA cTabinibHOCTi); HyBicaH TM6X, HimeuunHa
(TecTyBaHHA cTabinbHOCTI); LWepinr-Mnay la6o H.B., Benbris
(BTOpUHHE NaKyBaHHS, 403BIi/T HA BUMYCK cepii).
125. | KNAPUATPOMI | TabneTku, BKpUTI TOB YkpaiHa TOB "AcTpadapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/14154/01/01
LUWNH- 060/10HKO0, MO "AcTpadapm OHOBJIEHHSA 3aTBEP)KEHOro TEKCTY MapKyBaHHSA ynakoBok /13 | peyenmom
ACTPA®APM | 250 mr; no 7 "
Tabnetok y
6nictepi; no 1
abo no 2
6nictepu B
Kopobu,i
126. | KNAPUTPOMI | Tabnetku, BKpUTI TOB Ykpaina TOB "Actpadapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/14154/01/02
LUWNH- 060/10HKO0, NO "AcTpadapm OHOB/IEHHSA 3aTBEP)KEHOro TEKCTY MapKyBaHHA ynakoBok /13 | peyenmom
ACTPA®APM | 500 mr; no 7 "
Tabnetok y
6nictepi; no 1
abo no 2
6nictepn B
Kopoobui
127. | KOHTPAXICT | tabnetku, BkpuTi | AT "Agameq Monbwa nepBrHHE Ta BTOPVIHHE Monbwa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/15823/01/01
ANEPXKI® NNiBKOBOO dapma" nakyBaHHs1, KOHTPO/1b 3MmiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOGHULTBI. | peyenma
060/10HKO0, MO AKOCTI Ta BUMNYCK cepil: 3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
5 wr, no 10 AT "Apaveg ®apma”, KOHTPOJII0 SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa abo
Tabnetok y Monbua; [ofaBaHHA BUPOOHUKA, L0 BiANOBILaE 3a BBE3EHHA Ta/abo

6nictepi; no 1
6nictepy B

BMPOGHULITBO, NEPBUHHE
Ta BTOPVHHE NaKyBaHHS:

BUMYCK cepii) - He BkNtoyaroun KOHTPOb/BUNpobyBaHHSA cepii -
3MiHa BMPO6HHMKa J13 BignoBigasbHOro 3a BMNyck cepii
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KapTOHHIA AT "Apaveg ®apwma”, (BBegeHHs 3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBEPKEHHS;
Kopobui; no 7 Monbwa 3MiHM | TNy - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHS
Tabnetoky Ta/abo agpecy MicLUs NPOBaKEHHS AiSNbHOCTI
6nicTepi; no 1 BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
6nictepy B BKJ/1HOYaA0UM AiNbHWLI BUMYCKY cepii abo Micue npoBefeHHs
KapTOHHIW KOHTPOJIH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
Kopobui BMPOGHMK/iMNOpTEpP, He BK/IKOYaK4M BUMYCK Cepili) - 3MiHa Ha3Bu
BMPOOHUKa, BIAMNOBIA&/IbLHOTO 3a BUPOOHULTBO, NMEPBUHHE Ta
BTOPWHHE nakyBaHHA (BBefeHHs 3MiH NpoTsArom 6-Tv MicsuiB
nicns 3aTBepMKeHHS); 3MiHW | Tuny - AAMIHICTPaTUBHI 3MiHU.
3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS
[iSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro /likapCbKoro 3acooy,
BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a Ky BiAgnosigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAKOYM BUMYCK CEpil) - 3MiHa Ha3Bu
BMPOGHMKA NikapcbKoro 3acoby, BiAMnoBiga/IbHOro 3a NePBUHHE
Ta BTOPVHHE NakyBaHHS, KOHTPO/b SKOCTi (BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/S 3aTBEPAKEHHS)
128. | KOPBA3AH® | Tabnetku, BKpUTI NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3MiHu | Tuny - 3a UA/1371/01/02
NAiBKOBOO "Knismegnp "Knismegnpenapar” 3MiHa HalilMeHyBaHHs BUPOGHNMKa, 6e3 3MiH y MeToAax KOHTPO | peyernmom
060/10HKO0, N0 enapar” AIKOCTI Slikapcbkoro 3acoby, B iHCTPYKLi 415 MeanyHoro
12,5 mr no 10 3acToCyBaHHA Ta y TeKCTi MapKyBaHHA J13; 3anponoHoBaHo:
Tabnetok y MoBHa Ha3Ba AKUioHepHe ToBapucTBO "KniBmegnpenapat”
6nicTepi; no 3 CkopouyeHa Hassa MNAT "KvuiBmegnpenapat”; 3miHu | Tuny - 3miHa
6nictepn y nayui HaliMeHyBaHHS 3aABHVKa, 6e3 3MiH yMeToAaxX KOHTPO/I0 SKOCTI
niKkapcbKoro 3acoby, B iHCTPYKLII 418 MeAUYHOro 3aCTOCyBaHHA
Ta y TekcTi MapkyBaHHs J13; MAT "KuiBmegnpenapar”
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"Kniemegnpenapat” CkopoyeHa Hassa NMAT "Kuismegnpenapar”
129. | KOPBA3AH® | Tabnetku, BKpUTI MAT YKkpaina MAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/1371/01/01
NNiBKOBOO "Kuismegnp "Knismegnpenapar” 3MiHa HalilMeHyBaHHs BUPOOHWMKa, 6e3 3MiH y MeToAax KOHTPO/ | peyenmom
060/10HKO0, NO enapar” SAKOCTI NiKapCbKoro 3acoby, B IHCTPYKUT A1 MEAUYHOTO
25 mr no 10 3aCTOCYBaHHSA Ta y TEKCTi MapKyBaHHs J13; 3anponoHoBaHo:
Tabnetok y MoBHa Ha3Ba AkLioHepHe ToBapucTBO "KniBMegnpenapart”
6nicTepi; no 3 CkopoyeHa Hassa MNAT "KuismegnpenapaTt”; 3MiHu | TURY - 3miHa
6nictepn y nauui HaliMeHyBaHHS 3asiBHVKa, 6€3 3MiH yMeTogax KOHTPOSIt0 SAKOCTi
NikapcbKoro 3acoby, B iHCTPYKLT A1 MeANYHOr0o 3aCTOCYBaHHS
Tay TekcTi MapkysaHHs J13; MAT "Kuismegnpenapar”
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"Knismegnpenapat"” CkopoyeHa Ha3ga [NAT "KvniBmegnpenapar”
130. | KPECTOP Tabnetkn, BKpUTi | AcTpa3eHek Benuka BUPOBHUK /1IKapCbKO20 cuwaA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3772/01/01
N/1iBKOBOIO a oK BpuTtaHis 3acoby «in bulk»: Benwuka AnMiHiCTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKOI0, N0 NimiTen AIMIEp BpuTaHis MicLs MPOBaMKEHHS AiANbHOCTI BUPOGHWKa/iMnopTepa rotoBoro
10 vr; no 14 dapmacbloTukanc IHk., NiKapcbKoro 3acoby, BKIOHAKUM AifbHULI BUNYCKY cepii abo
Tabnetoky CLUA; MicLie NpoBEeAEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
6nictepi; no 2 BUPOBHUK, BiANOBIAae BUPOGHMK/IMNOPTEp, BK/OUAKUM BUMYCK CEpiid) -
6nictepu B sionosioasibHUll 3a 3MiHa agpecu BupobHuka 13 Actpa3eHeka tOK NimiTepn,

KapPTOHHI

nakysaHHs, KOHMPOo/1b

Benvika bpuTaHisi (BUPOGHKK, BignoBiganbHNiA 3a NakyBaHHS,
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Kopobui ma sunyck cepii: KOHTPO/b Ta BUMYCK cepii), 6e3 3MiHM Micus BUPOGHMLTBA.
AcTtpa3eHeka tOK BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
Nimiten, Benvka
BpuTaHis
131. | KPECTOP Tabnetku, BkpuTi | AcTpa3eHek Benuka BUPOBHUK /lIKapCbKO20 CLUA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3772/01/02
NAiBKOBOO a oK BpuTaHis 3aco6y «in bulk»: Benuka AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
060/10HKOI0, N0 Nimiten AMIEp BpuTaHis MiCLil NPOBaPKEHHSA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
20 wmr; no 14 dapmacbloTukanc IHk., NiKapcbKoro 3acoby, BKIOHAUM Ai/bHULi BUNYCKY cepii abo
Tabnetoky CLA; MicLie NpoBEeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
6nicTepi; no 2 BUPOBGHUK, BiANoBigae BNUPOGHMK/IMNOpTep, BK/OUAKUM BUMYCK CEpiid) -
6nictepu B gionogioasbHUll 3a 3MiHa agpecu BupobHuka 13 Actpa3eHeka tOK NlimiTeps,
KapTOHHIW rnakysaHHs1, KOHMPOo/ib Benuka BputaHisi (BUpOGHWK, BiANOBIAA/IbHWI 38 NaKyBaHHS,
Kopobui ma surnyck cepii: KOHTPO/b Ta BUMYCK cepil), 6e3 3MiHM MicLs BUPOGHMLTBA.
AcTtpa3eHeka HOK BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
Nimiten, Benvka
BpuTtaHis
132. | KPECTOP Tabnetku, BKpUTi | AcTpa3eHek Benuka BUPOBHUK /1IKapCbKO20 cuwaA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/3772/01/03
NAiBKOBOIO a oK BpwuTaHis 3acoby «in bulk»: Benvka AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenmom
060/10HKO0, N0 Nimiten AMIEp BputaHis MiCLii NPOBaPKEHHA Aisi/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
40 mr; no 7 dapmacbloTUkanc IHk., NiKapcbKoro 3acoby, BKIOUaUM AiNbHUL BUNYCKY cepii abo
Tabnetok y CLA; MicLie NPOBeAEHHS KOHTPOJTHO SKOCTI. (GiSANbHICTb, 3a AKy
6nicTepi; no 4 BUPOBGHUK, BiANOBiAae BUPOGHMK/IMNOpTEp, BK/IOUAKUY BUMYCK CEpiid) -
6nictepu B BionosidasibHUl 3a 3MiHa agpecu BupobHuka NN13 Actpa3eHeka HOK JlimiTes,
KapTOHHIN rakysaHHsl, KOHMPO/Ib Benvika BpuTaHisi (BUPOOHMK, BignoBiganbHMiA 3a NakyBaHHS,
KopoobLi ma surnyck cepii: KOHTPO/b Ta BUMYCK cepii), 63 3MiHM MicLs BUPOGHMLTBA.
AcTtpa3eHeka OK BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS.
Nimiten, Benvka
BpuTtaHis
133. | KPECTOP Tabnetkn, BKpuUTi | AcTpa3eHek Benuka BUPOBHUK /1IKapCbKO20 CuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3772/01/04
MN/1iBKOBOIO a oK BpuTtaHis 3acoby «in bulk»: Benwuka AnMiHiCTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKOI0, N0 NimiTen AIMIEp BpuTaHis MicLs MPOBaMKEHHS AiANbHOCTI BUPOGHWKa/iMnopTepa rotoBoro
5 wmr; no 14 dapmacbloTUkanc IHk., NiKapcbKoro 3acoby, BKIOYAUM AifbHULI BUNYCKY cepii abo
Tabnetoky CLUA; MicLe NpoBEeAEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
6nictepi; no 2 BUPOBHUK, BiANOBiAae BUPOGHMK/IMNOPTEp, BK/OUAKUM BUMYCK CEpiid) -
6nictepu B gionosioasibHUll 3a 3MiHa agpecu BupobHuka 13 Actpa3eHeka tOK NimiTep,
KapTOHHI rakysaHHsl, KOHmpOsib Benuka BputaHisi (BUpOGHWK, BiANOBIAA/IbHNI 3a MaKyBaHHS,
Kopobui ma sunyck cepii: KOHTPONb Ta BUMYCK cepii), 6e3 3MiHW MicLA BUPOGHULTBA.
AcTtpa3eHeka OK BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
Nimiten, Benvka
BputaHis
134. | KPUHOH® renb Apec LLIseliyapi Bupo6HMK Benvkobput BHECEHHS 3MiH 4,0 peecTpaLiliHnx martepianis: 3miHu | Tuny - 3a UA/3490/01/01
BariHasIbHUiA 8 TpelgiHr A Hepo3dacoBaHol aHis/ AZMiHiCTpaTMBHI 3MiHU. 3MiHa Ha3BU Nikapcbkoro 3acoby 3miHa | peyernmom
%; no 1,45 r (wo C.A. NpoAyKLUii Ta KOHTPOS1b LLiBeiiuapis Ha3BM fikapcbkoro 3acoby. SATBEPIXKEHO: KPMHOH
Bignosigae [osi AKOCTI: (CRINONE®) 3ANPOMNOHOBAHO: KPUHOH® (CRINONE®)
0151 BBEAEHHS ®niT Nlaboparopis BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MiCNs 3aTBEPMAKEHHS.
1,125r1) B NimiTen, 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
0[lHO4,030BOMY BennkobputaHis; thapmakoHarnagy (iHwi 3mMiHM) OHOBNEHHS BXe 3aTBEPAKEHOIO

annikaTopi,

KOHTpOosb SKOCTi:

TEKCTY MapKyBaHHA BTOPUHHOI Ta NepBUHHOI ynakoBku J13, a
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
BKafleHoMy B Xepa MaHgi PivapacoH came HaHeCeHHs OfMHWLb BUMIPY cuctemn Sl TOLWO; BHECEHHS
bararoLlapoBy NimiTen, 3MiH 0 p. «MapkyBaHHs1» MKA /13: BBeeHHs 3MiH NpOTArom 6-
ynakoBKy; no 6 BenukobpuTaHis; TN MicALiB NicNs 3aTBEPAKEHHS.
abo 15 lNepBUHHa ynakoska:
0[IHOA,030BUX maponak ar, LLelilapis;
annikaTtopis y BTopuHHa ynakoBka Ta
KapTOHHIA BUWMYCK Cepii:
Kopooui LleHTpan ®apma
(KoHTpaxT lMekKiHr)
NimiTea,
BenvkobputaHis
135. | KCAHTUHO/ | po3uuH gns NAT Ykpaina NAT "Tanuudapm” Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/4963/01/01
Yy iH'ekujin, 150 "Tanuudpap 3MiHa HaliMeHyBaHHs1 BUPOGHUWKa, 6e3 3MiH Yy MKA /13, 6e3 3MiH | peyernmom
HIKOTUHAT Mr/M/1; MO 2 MN B m" B IHCTPYKLU|i 415 MEAUYHOT0 3aCTOCYBaHHA Ta y TeKCTi
amnyni; no 10 MapKyBaHHsA ynakosku J13. CkopoyeHa Ha3sa MAT
amnyny "Tanunudapm”; 3miHu | TMny - 3mMiHa HaliMeHyBaHHs 3asiBHYIKA,
KOHTYPHIi 6e3 3miH y MKA N3.
YapyHKOBIl 3anponoHoBaHo: NoBHa Ha3Ba AKL,iOHEpHe TOBapuCTBO
ynakosLi; no 1 Fanuudgpapm" CkopoyeHa Hassa MAT " Manuucdapm”
KOHTYPHIi
YapyHKOBIl
ynakosLji B
nauuj; no 2 mn B
amnyni, no 10
amnyn y kopoobui
136. | TIAMOTPUH Tabnetkn no 100 TOB YKkpaina TOB "®apma Crapt" YKkpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu | Tuny - 3a UA/2112/01/02
100 Mmr o 10 "ACIHO BWyYEHHS yNakoBku «in bulk: no 7 kr Tabnetok B peyenmom
Tabnetok y YKPAIHA" NO/IM3TU/IEHOBBIX NakeTax, KOTOpble NMOMEeLLAIT B KOHTEHepbI»,
6nictepi; mo 1, 3 3 BHECEHHSIM BigNOBIgHNX 3MiH 0 p. «YNakoBka» Ta p.
abo 6 6nicTepiB «MapkyBaHHs»
y nayui 3
KapTOHY
137. | NTAMOTPVH Tabnetku no 25 TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/2112/01/03
25 Mmr o 10 "ACIHO BWUYYEHHS yNakoBku «in bulk: no 7 kr TabneTok B peyenmom
Tabnetoky YKPAIHA" MONN3TUIEHOBbIX NakeTax, KOTOPble NMOMELLAIOT B KOHTEAHEPbI»,
6nicTepi; no 1, 3 3 BHECEHHSM BIifNOBIAHNX 3MiH A0 p. «YNakoBka» Ta p.
abo 6 6nicTepis «MapKyBaHHs»
y nauui 3
KapTOHY
138. | TAMOTPWUH Tabnetku no 50 TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:3minu | Tuny - 3a UA/2112/01/01
50 mr no 10 "ACIHO BW/TyYEHHS yNakoBku «in bulk: no 7 kr Tabnetok B peyenmom
Tabnetoky YKPAIHA" NOIM3ATUIEHOBBIX NakeTax, KOTOpble NMOMEeLLAIT B KOHTEHepbI»,
6nicTepi; no 1, 3 3 BHECEHHSAM BifNoBIAHUX 3MiH 4O p. «YNakoBka» Ta p.
abo 6 6nicTepis «MapKyBaHHs»
y nauui 3
KapToHy
139. | IEBOMEKO/1 | masbno 25ry MpAT YKpaiHa MpAT dapmaueBTUyHa YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX maTepianiB:3miHu | Tuny - 6e3 UA/0867/01/01




83
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n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
b KOHTeliHepax; no | ®apmaueBT chabpvka "Biona" BHECEHHS 3MiH Jo Cneumdikayii/MeToaiB KOHTPO/O AKOCTI peyenma
30r,abono40r M4Ha niKkapcbKoro 3acoby 3a nokasHukamu «lgeHtudikauis»,
y Ty6ax; no 30, habpuka «MikpobionoriuyHa ymctota», a came 3amiHa nocuiaHb 3 Y 1.0
abono40ry "Biona" Ha «Jilovy pegakuito» AdY; 3miHu | Tuny - 3amiHa rpachiuHoro
Ty6i, no 1 1y6i y 0hOpPMIEHHSA MEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha TEKCT
KapTOHHIV nauvy; MapKyBaHHS yNakoBOK 3 BiANOBIAHUMM 3MiHAMMW A0 pPO34inis
no 20 r y Ty6ax; MKSA N3 (po3ain «IpadiiuHe ohopMIeHHS» 3aMiHEHO po3aifiom
no 20 ry Ty6i, «MapkyBaHHs»( 3rigHO 3aTBEpP)KEHOr0 TEKCTY MapKyBaHHs)).
no 1 1y6iy OHOB/EHHA BXe 3aTBEP)KEHOro TEKCTY MapKyBaHHA NepPBUHHOT
KapTOHHI navu,i Ta BTOPVHHOI YNaKoBKW /1iKapCbKOro 3acoby i3 3a3Ha4eHHsAM
MDXHapOAHWUX NO3HAYeHb OAVHWLbL BUMIpIOBaHHS. BBeaeHHs
3MiH NPOTAroM 6-Tn MiCALB Nicns 3aTBEpMKEHHS; 3MiHu || Tuny -
BBEAEHHS 0AATKOBOro BUPO6GHUKa AD| (1eBOMILIETUHY)
140. | NEBOMIH 30 TabneTkun, BKPUTI Mi6e Mm6X HimeuuunH mi6e MmeX HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianiB:3amiHu | Tuny - 3a UA/16583/01/01
NAiBKOBOIO ApuHaimiTT a ApuHalimitTenb OHOBJIEHHA 3aTBEPXEHOro TEKCTY MapKyBaHHA ynakoBok J13. | peyenmom
0060/10HKOHO, enb BBefeHHA 3MiH NPOTArom 6-TM MiCALIB NiCNA 3aTBEPIKEHHS
0,03 mr/0,15wmr,
no 21 tabnetuy,i
y 6nicTepi; no 1
abo no 3, abo
no 6 6nictepis y
KapTOHHIA
Kopobui
141. | NEBOCTAL® | TabneTku, BKpUTI CTALA HimeuumnH NabopaTtopis HimeuunHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/11890/01/01
NNiBKOBOO ApuHaimiTT a MegikameHTOC BBEJIEHHS 4,04aTKOBOro po3mipy cepii. BunydyeHHs iHdpopmauii | peyenmom
060/10HKO0, NO enb Al IHTepHartioHec, C.A,, oo BuxigHWX matepianis B 3.2.P.3.2. Cknag Ha cepito.
250 mr, no 5 HimeuunHa 3anponoHoBaHo: 36 kr (100,000 Tabnetok) 234 kr (650,000
Tabnetok y (BMpPOGHMLTBO Tabnetok) 78 kr (216,667 TabneTok)
6nicTepi; no 1 Hepo3hacosaHoro
6nictepy B NpPOAYKTY, NEPBMHHE Ta
KapTOHHIiA BTOPWHHE MaKyBaHHS,
KopooLi KOHTPO/Ib Cepiid; BUNYyCK
cepiin); CTAOA
ApuHaiimitTens Arl,
HimeuumnHa (BUnyck
cepii)
142. | NETKONAKC NopoLloK Ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:3aMiHu | Tuny - Ans 6e3 UA/15646/01/01
OpaU1bHOTO "Knismegnp "Kuismegnpenapar" [o3yBaHHaA no 10,0 r 3miHa HaliMeHyBaHHS BUpPOGHWKa, 6e3 3MiH | peyernma
po3uuHy no 4,0 enapar” y MKS 13; 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHepHe

r, no 4 abo no
10 a6o no 20
nakeTiB-calle y
nauui

ToBapucTeo "KnisMegnpenapat” CkopoyeHa Ha3sa MNMAT
"KviBmegnpenapart"; aminu | Tvny - Ana gosyeaHHsa 4,0 r. 3miHa
HalilMeHyBaHHS 3asBHMKa, 6e3 3mMiH y MKA J13; 3anponoHoBaHo:

MoBHa Ha3Ba AKLioHepHe ToBapucTBO "KniBMegnpenapat”
CkopoyeHa Ha3sa MNAT "KniBmeanpenapat”; 3miHu | Tuny - 4ns
[o3yBaHHsa 4,0 r. 3miHa HaliMeHyBaHHS BUPOGHMKa, 6e3 3MiH Yy

MKSA N13; 3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHe

ToBapucTBo "KnisMmegnpenapat” CkopoyeHa Ha3sa MAT

"KuiBmegnpenapar”; 3Mmibu | tuny - [ins gosyBaHHs 10,0 1.,-
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3MiHa HaliMeHyBaHHS 3asBHUKa, 6e3 3MiH y MKA N13;
3anponoHosaHo: MNMoBHa Ha3Ba AKLjiOHepHe TOBapuUCTBO
"Kuismegnpenapar” CkopoyeHa Ha3sa lMAT "Kuismeanpenapar”
143. | NEFKONAKC NMopoLIOK AN NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH IO peecTpaviiiHux maTepianis:3aMiHu | Tuny - Ana 6e3 UA/15646/01/02
opasibHoro "Knismegnp "Knismegnpenapar” no3yBaHHs no 10,0 r 3MiHa HaliMeHyBaHHsi BUPOGHUKa, 6e3 3MiH | peyenma
po3uuHy no 10,0 enapar” y MKSA 13; 3anponoHoBaHo: MNoBHa Ha3Ba AKLiOHepHe
rno 4 a6o 10 ToBapucTBo "KuiBmeanpenapat” CkopoyeHa Hassa MAT
a6o 20 nakeTis- "Kuismegnpenapar"; 3miHun | Tuny - Ans gosysaHHsA 4,0 r. 3MiHa
calle y nayui HallMeHyBaHHS 3asABHMKa, 6e3 3miH y MKA J13; 3anponoHoBaHo:
MoBHa Ha3Ba AKLioHepHe ToBapucTBO "KuiBMegnpenapar”
CkopoueHa HaszBa MNAT "KniBmegnpenapart"; 3minu | tuny - Ans
fo3yBaHHs 4,0 r. 3miHa HaliMeHyBaHHS BUPOGHWKa, 6e3 3MiH Yy
MKSA N13; 3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEpHE
ToBapucTeo "Knismegnpenapat” CkopoyeHa Ha3sa MNMAT
"Kvismegnpenapart”; 3amiHun | Tuny - Ana gosysanHsa 10,0 1.,-
3MiHa HalilMeHyBaHHs 3asBHUKa, 6e3 3MiH y MKA /13;
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHEpHE TOBapUCTBO
"KuiBmegnpenapar” CkopoyeHa Ha3sa AT "Kuismeanpenapar”
144. | NEPHO® TabneTku, BKpUTI KYCYM IHais Kycym Xentxkep MsT IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/6367/01/02
060/10HKO0, NO XENTXKEP Nt 3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa | peyenmom
20 wr, no 10 MnBT. NTA. y TEpMiHax NpMAaTHOCTI a60 yMOBax 36epiraHHs rOTOBOr0
Tabnetok y nikapcbKoro 3acoby (36i/bLUeHHsI TepMiHY NpuAaTHOCTI rTOTOBOro
6nictepi, no 3 nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku (NiATBEPAKYETLCS
6nictepn y OaHUMW peasibHOro Yacy) - 306i/bLUEHHSI TEPMiHY NPUAATHOCTI
KapTOHHIiA roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTis
ynakoBLij [OBrocTPOKOBMX AOCAIIKEHb CTabiNbHOCTI y peasibHOMY Yaci:
3areepkeHo: TepMiH NPUAATHOCTI 2 POKKU. 3anponoHOBaHO:
TepMiH npugartHocTi 3 poku. BBeeHHs 3MiH NpOoTArom 6-1u
MicsILiB NicNs 3aTBEPAYKEHHS.
145. | NIAOKAIHY pO34uH AnA MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis:3Minu | Tuny - 3a UA/4364/01/01
FIAPOXNMOPU | iH'ekuiin, 20 "Tanuudpap 3MiHa HalilMeHyBaHHs BUPOOHHMKa, 6e3 3MiH y MeToAax KOHTPOM | peyernmom
4 Mmr/mn, no 2 Mn B m" SKOCTi nikapcbkoro 3acoby; 3anponoHoBaHo: MoBHa Ha3Ba
amnyni; no 10 AxkuioHepHe ToBapucTBo “lannudapm” CkopoueHa HasBa MAT
amnyny "Tannuchapm”; 3MiHK | TUNY - 3MiHa HaliMeHYBaHHS 3asBHIIKA,
KOHTYPHIit 6e3 3MiH y MeTofax KOHTPO/IK SKOCTI NikapcbKoro 3acoby
YapyHKOBIl (3atBepmxeHo: MNAT "Tannudapm"); 3anponoHoBaHo: MNoBHa
ynakosLi; no 1 Ha3Ba AkLioHepHe ToBapucTeo " MNannudapm" CkopoyeHa Ha3Ba
KOHTYpHIl MAT " Fannydapm”
YapyHKOBIl
ynakosL|i B
nauuj; no 2 mn B
amnyni; no 10
amnyn y kopobui
146. | NIKBECTIA® TabneTtkn, BKPUTI AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/17565/01/01
N/1iBKOBOIO "®apmak” (BUpPOGHMLTBO 3 AnMiHicTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKOI0, N0 nakyBaHHs in bulk 3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs1) - 3mMiHa
80 wr; no 14 hipMmn-BUPOGHMKa HallMeHyBaHHA Ta afpecu 3asiBHUKa (BNacHvka peecTpauiiHoro
TabneTok y [xeHedapm CA, noceigyeHHs1) (BBeAeHHs1 3MiH MPOTAroM 6-Tu MicsiLiB nicas
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6nictepax, no 2 pewis) 3aTBEPMKEHHS); 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHK. 3MiHa
a6o 4 6nictepun Ha3BW iKapCbKOro 3acoby - A0AaHHA [0 Ha3BU JiKapCbKOro
y nauuj 3acoby 3Haka A/151 ToBapiB Ta nocnyr ®: 3aTBepmkeHo: Liquestia
/ NikBecTis 3anponoHoBaHo: Liquestia / flikBecTia® (BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPKEHHS); 3MiHM | Tvny -
AOMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHAUM Ai/bHULI BUNYCKY cepii abo
MicLie NpOBEAEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAa€e BUPOGHWK/IMNOPTEp, BK/OUAUM BUMYCK CEpiid) -
3MiHa HalilMeHyBaHHs Ta afpecy BUPOOHKKa 6e3 3MiHM MicLs
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TU MicALB nicns
3aTBEpPAKEHHS)
147. | NIKBECTIA® TabneTku, BKPUTI AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/17565/01/02
N1iBKOBOIO "®dapmak” (BUPOGHMLTBO 3 AOMiHIiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO0, N0 nakysaHHs in bulk 3asBHMKa (BNacHVKa peecTpauiiHoro NocBig4eHHs) - 3mMiHa
120 wmr; no 14 hipmMun-BrpobHUKa HallMeHyBaHHA Ta afpecu 3asiBHUKa (BNacHvKa peecTpauiiiHoro
Tabnetoky [xeHedapm CA, nocsigyeHHs) (BBeAeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
6nictepax, no 2 peuis) 3aTBEPKEHHSA); 3MiHV | TUNY - AOMIHICTPATUBHI 3MiHWU. 3MiHa
a6o 4 6nictepun Ha3BW /iKapCbKOro 3acoby - A0AAaHHSA A0 Ha3BY JiKapCbKOro
y nauuj 3acoby 3Haka A/151 ToBapiB Ta nocnyr ®: 3aTBepakeHo: Liquestia
/ NikBecTia 3anponoHoBaHo: Liquestia / NliksecTis® (BBeaeHHA
3MiH NPOTArOM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS); 3MiHM | Tvny -
AfMiHIiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLil NPOBaPKEHHSA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOHAUM Ai/bHULi BUNYCKY cepii abo
MicLie NpoBEeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANoBigae BNUPOGHMK/IMNOpTep, BK/OUAKUM BUMYCK CEpiid) -
3MiHa HalilMeHyBaHHs Ta agpecy BUPOOHKKa 6e3 3MiHM MicLs
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS)
148. | NOMNEPAMIA, Tabnetku no 2 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | Tuny - 6e3 UA/7581/01/01
mr, no 10 "Knismegnp "KviBmegnpenapar" 3MiHa HallMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MKA N13; peyenma
Tabnetok y enapar” 3anponoHoBaHo: oBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
6nicTepi; no 2 "Kuismegnpenapat" CkopoyeHa Ha3sa NAT "KuiBmegnpenapar”,
6nicTepy B nauuj 3MiHK | TUNy - 3miHa Ha3BK BUpo6HWKa 13, 6e3 3MiH y MKA /13,
B IHCTPYKL,iT 4719 MEANYHOr0o 3aCTOCYBaHHA Ta Y TEKCTi
mapkysaHHs /13; 3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHe
ToBapucTBo "Kuismegnpenapat”, CkopoyeHa Ha3Ba MAT
"KviBmegnpenapar"
149. | NbOHY HaciHHsa no 100 r MpAT Ykpaina MpAT ®apmaueBTUyHa Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3amiHun | TUny - 6es UA/2259/01/01
HACIHHSA abono200ry dapmaneBT habpvka "Biona" BHeceHHs 3miH fo Crneumdikayii/MeToaiB KOHTPO/HO SKOCTI peyenma
naykax 3 M4Ha nikapcbKoro 3acoby 3a NokasHUKOM «MikpobionioriyuHa ymcrtoTas
BHYTPILLHIM habpuka Ta n.«4Yncnosi NokasHUkU», a came 3aMiHa nocunaxb 3 oY 1.0
nakeTom "Biona" Ha «filovy pegakuito» AdY; 3miHu | Tuny - 3amiHa rpadhiuHoro

0hOpMIEHHSA MEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha TEKCT
MapKyBaHHS yrNakoBOK 3 BifNOBIAHUMM 3MiHAMUW A0 pPO34inis
MKSA N3 (po3gin «IpacivyHe ochopmaeHHsI» 3aMiHEHO po3iioM
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«MapkyBaHHs»( 3rigHO 3aTBEPXEHOr0 TEKCTY MapKyBaHHS)).
OHOB/IEHHS BXe 3aTBEPAKEHOro TEKCTY MapKyBaHHS yNakoBKu
NiKapCbKOro 3acoby i3 3a3Ha4YeHHSAM MKHAPOAHUX MO3HAYEHb
OAMHNLb BMIpIOBaHHS. BBeAEHHS 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepAKeHHs.
150. | MATHIKO pO34uH ans MAT Ykpaina MAT "Fanuudpapm" Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3minu | Tuny - 3a UA/8109/01/01
CYNb®AT iH'ekuinn, 250 "Tanuudhap 3MiHa HalilMeHyBaHHs 3asBHUKa, 6e3 3MiH y MKA /13; peyenmom
mr/mn, no 5 mn m" 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHepHe TOBapuCTBO "
abono 10 mn B anuuchapm" CkopoyeHa Hasga MAT " Manunudpapm”; 3miHn |
amnyni; no 5 TMNy - 3MiHa HaliMeHyBaHHS BUpPO6HIKa, 6e3 3miH y MKA N13,
amnyny 6e3 3MiH B IHCTPYKLi 418 Me4MYHOro 3aCTOCYBaHHS Ta Yy TEKCTi
KOHTYPHili MapKyBaHHs J13. 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHe
YapyHKOBIl ToBapucTeo "Tannycapm” CkopoyeHa Hassa MAT "Tanuudapm”
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
ynakoBKu B
naJui; no 5 mn
abo no 10 mn B
amnyni; no 10
amnyn y
Kopo6ui; no 5 mn
B amnyni; no 5
amnyn y
KOHTYPHUX
YapyHKOBUX
ynakoBKax,
3anasHux
nanepom
151. | MEJIOKCUKA | po3unH gns TOB YKkpaina MpuBaTHe akuioHepHe YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/14486/01/01
M-BEPKAHA iH'ekuin, 15 «BEPKAHA TOBapuCTBO "J1eKXiM- 3MiHK Wwopao 6e3nekn/ehekTMBHOCTI Ta chapmakoHarnsagy. 3MiHn | peyenmom

mr/1,5 mnno 1,5
MJ1 PO3UMHY B
amnyni; no 5
amnyny
6nictepi; no 1
6nictepy y
KapTOHHIA navui

+»

Xapkis"

Y KOPOTKiA XapakTepucTuLi slikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A1 MEANYHOrO 3aCTOCYBaHHS
reHepuYHUX/ribpnaHnx/6ionodibHNX nikapcbkux 3acobis nicns
BHeCeHHS Tiel caMoi 3MiHM Ha pedhepeHTHWI npenapart (3miHa He
noTpebye HafaHHS XOAHNX HOBMX AOAATKOBUX AaHNX). 3MiHN
BHECEHI [0 iHCTPYKLiT A9 MeAM4HOro 3acToCcyBaHHS
niKapcbKoro 3acoby y po3ainm "dapmakonoriyHi BnactmeocTi”
(peparyBaHHs), "MNokasaHHA" (YTOUHEHHS), "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMU SlikapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogii", "OcobmMBOCTi 3acTocyBaHHs", "Croci6
3acTocyBaHHSA Ta go3un”, "Litn" (pegaryBaHHs), "TI06iuHI peakuii™
3riHO 3 iH(hopmaLieto LWoA0 MeANYHOIO 3aCTOCYBaHHSA
pedrepeHTHOro nikapcbkoro 3acoby (MOBAJIIC, po3uunH ans
iH'ekujin, 15 mr/1,5 mn). BBeAeHHs1 3MiH MPOTAroM 3-x MicsiLiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoptoBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBKM roTOBOrO J1iKapCbKOro 3acoby
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
(BMlyYEHHS yNnakoBKM NEBHOTO PO3MIpY). BunyyeHHst ynakoBku
no 5 amnyn ta 100 amnyn y KapTOHHII nayli, 3 BigNOBigHAMY
3MiHamu y po3gaini "YnakoBka".
3arBepakeHo: no 5 amnyn Ta 100 amnyn y KapTOHHIA nayui no 5
amnyn y 6nictepi, no 1 6nicTepy y KapTOHHI/A nayw,.
3anponoHoBaHo:
Mo 5 amnyn y 6nictepi, no 1 6ricTepy y KapTOHHIl nayui; 3MiHN
BHECEHI [0 iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3gin "Ynakoska". 3miHn | Tuny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn).
OHOBNEHHSA NEPBUHHOI Ta BTOPUHHOT YNaKOBKW; NO3HaYeHHA
OAVHWLb BMMIPIOBaHHS BIAMNOBIAHO A0 oanHuUb Sl. BBeaeHHs
3MiH NPOTSArom 3-X MiCALIB Nic/is 3aTBEPAKEHHS.
152. | METOMPO/IO | nopoLuok MNAT YkpaiHa CAH ®dapmacbloTvkan IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - - UA/5518/01/01
Ny TAPTPAT | (cybeTaHuis) y "®dapmak” IHpacTpi3 N74. noAaHHa oHoeneHoro CepTtuddikaTy BignoBigHOCTI €EBponeicbkiii
MiLLKax hapmakonei : R1-CEP 2000-056-Rev 05 Big Bxe
noaBiliHMX 3aTBepxeHoro BupobHrka «SUN Pharmaceutical Industries
noslieTuIeHoBMX Ltd.», IHgis ans A®l meTonponony TapTpaty. Po3gin
ans «CynpoBigHi AOMILLK/» NPpUBEAEHO 4,0 BUMOr MoHorpadii EP,
BMpOBGHULTBA pO32in «3aNULLKOBI KifIbKOCTi OpraHiyHNX PO3YNHHUKIB
HecTepu/IbHNX BUIy4aeMO; 3MiHN | TURY - BunyyeHHs po3giny «MikpobionoriyHa
NiKapCbKnx ynctoTtax. laHwii nokasHuk byae KOHTPOIOBATUCH 3aABHUKOM
dopm 0151 KOXHOI cepil cyb6cTaHuii; 3MiHW | TUNy - NogaHHA OHOB/IEHOMO
CepTudikaTy BigNoBIAHOCTI €Bponeiicbkilt hapmakonel : R1-
CEP 2000-056-Rev 04 Big, BXe 3aTBEPAXEHOTO BUPOGHMKA
«SUN Pharmaceutical Industries Ltd.», IHgis gna A®I
MeTOonposioy TapTparty
153. | METPOBION reflb ONs siCeH; MpAT Ykpaina MpAT ®apmaueBTUyHA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3aMiHu | Tuny - 6e3 UA/11820/01/01
AEHTA no 20 ry Ty6ax; dapmavuesT habpuka "Biona" BHeCeHHS 3MiH A0 Cneuudikauii/MeTo4iB KOHTPOSIHO AKOCTI peyenma
no 20 ry Ty6i; NyHa NiKapcbKoro 3acoby 3a nokasHukammn «Onmc,
no 1 Ty6i y nauyi habpuka «laeHTudikauis»,«pH», «MikpobionoriyHa unctota», «HiTpuTn»,
"Biona" «2-MeTun 5-HiTpoiMigason», «KinbkicHe BU3HaAYEHHS», a came
3amiHa nocunaxb 3 AdY 1.0 Ha «gitody pegakuito» AdDY; 3MiHm |
TMNy - 3aMiHa rpadpiyHoro oYopM/IEHHS NEePBUHHOI Ta BTOPUHHOT
yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMM
3MiHamu fo po3ginisa MKA N13 (po3gin «padiyHe 0hopMIeHHs»
3aMiHeHO po3giniom «MapkyBaHHA»( BignosigHo oo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs)). BBeeHHA 3MiH NPOTAromM
6-TN MicALIB Nic/ia 3aTBEPAKEHHS
154. | ME®EHAMIH | nopotLuok AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TUny - - UA/14412/01/01
Y HATPIEBA (cybeTaHuis), y "®dapmak” AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Clflb MiLLIKaxX 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) 3MiHa

noaBiiHMX
nonieTnIeHoBmx
ans
hapmaueBTUYHO
ro 3aCTOCYyBaHHS

HaliMeHyBaHHA Ta agpecy 3asBHuKa: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BK/IHOYAtoUM, 3a
Heob6XiAHOCTI, MicLe NPoBeAEHHSI KOHTPOIO SKOCTI), abo
BNlacHUKa mMacTep-ghaiina Ha A®I, abo noctavasibHUKa
Ad|/BnxigHOro MaTepiany/peareHTy/NpoMiXKHOro MPoAyKTY, L0
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudpikaTta BiANoBIigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHoMy 40CkE, abo
BMPOBHMKA HOBOI AOMOMiXHOI PeYOBUHU (SIKLLO 3a3HaYeHo y
[0Cb€E) 3MiHa Ha3BU Ta agpecu BUPOo6HMKa Ad| (MedheHamiHy
HaTpieBOI coi), 63 3MiHM MiCLA BUPOGHMLTBA:
155. | MUPLEEPA® pO34uH ans ®.XopcpmaH | Lseiiuapi Bioecceli-Nla6op drop HimevuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/16434/01/01
iH ekuili no 75 H-J19 PoLu A 6ionoriwe AHaniTik LLiBeiiuapis OHOBJIEHHS BXe 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS yNakoBKN | peyernmom
Mkr/0,3 mn; 1 nrp M6X, HimeuunHa nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nonepegHL0 (BNpo6yBaHHSA nicnsa 3aTBepiKeHHs
HanoBHeHW KOHTPO/IIO AKOCTI
LINpUL, pasoMm 3 aKTMBHOCTI An1A
ronKot Ans BU3HAYEHHA (TiNIbKK
iH'EKLI y BUNPOOYBaHHSA METOAOM
KapTOHHIW 6ionoriyHoro aHanizy
ynaxoBLi "AKTUBHICTb in Vivo, Ha

HOpPMOUMTEMIUHI/ MuLLI"
AN JocnigpkKeHHs
cTabinbHOCTI)); Poww
[LiarHocTrke MvbX,
HimeuunHa
(BUpPOOHMLTBO
Hepo3gacoBaHOl
npoAyKLUii, NepBNHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPOJIO SIKOCTI (3a
BUHATKOM
BMNpobyBaHHA METOA0M
6ionoriyHoro aHanisy
"AKTUBHICTb in Vivo, Ha
HOpMOLMTEMIYHIV MuLwi"
0N [OCNIAKEHHSA
CTabiNIbHOCTI), BUNYCK
cepii); ®.XothdpmaHH-/15
Pow N1g, Weeliyapis
(BMPOGHULITBO
Hepo3dg)acoBaHo|
npoAyKuii, NepByHHe
nakyBaHHs1,
BMNPOBYBaHHSA
KOHTPOJIO SIKOCTI (3a
BUHATKOM
BMNpobyBaHHA METOA0M
6ionoriyHoro aHanisy
"AKTUBHICTb in Vivo, Ha
HOpMOLMTEMIYHI MuLwi”
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

AN AOCNiAKEHHS
cTabinbHOCTI))

156.

MWPLEEPA®

PO34MH Ans

iH ek no 50
mkr/0,3 mn, 1
nonepegHLo
HanoBHeHW
LINpUL, pasoMm 3
rosIkor Ansi
iH'EKLIN y
KapTOHHIlA
ynakoBLi

®.XohcpmaH
H-19 Poww
nra

LLiseiiuapi
a

Bioecceli-flabop gtop
6ionoriwe AHaniTiK
M6X, HimeuunHa
(BUnNpobyBaHHs
KOHTPO/IIO AKOCTI
aKTMBHOCTI AN
BM3HAYEHHSN (TiNIbKK
BMNPOGYBaHHS METOAOM
6ionoriyHoro aHanisy
"AKTUBHICTb in vivo, Ha
HOpPMOUMTEMIYHI/ MuLwi"
ONS fOCNifKEHHS
cTabinbHocTi)); Pow
[LiarHocTrke M'v6X,
HimeuunHa
(BUpPOBHMLTBO
Hepo3dacoBaHOT
npoayKLii, NepBrHHe
nakyBaHHs!, BTOPUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IH0 AKOCTi (3a
BUHATKOM
BMNPOBYBaHHS METOAOM
6iosoriyHoro aHanisy
"AKTUBHICTb in Vvivo, Ha
HOpPMOUMTEMIUHI/ MuLLI"
AN JocnigpkKeHHs
cTabinbHOCTI), BUNyCcK
cepii); ®.XoddmaHH-/1a
Pow NTg, Wseliyapis
(BUpPOBHMLTBO
Hepo3gacoBaaHol
npoAyKLUii, NepBNHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/II0 AKOCTi (3a
BUHATKOM
BMNPOBYBaHHS METOAOM
6iosoriyHoro aHanisy
"AKTUBHICTb in Vvivo, Ha
HOpPMOUMTEMIUHI/ MuLLI"
AN JocnifpKeHHs
CTabinbHOCTI))

HimeuunHa/
LLiBeiuapis

BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3Minu | Tuny -
OHOBJ/IEHHS BX€ 3aTBEPKEHOr0 TEKCTY MapKyBaHHS ynakoBK/
niKkapcbkoro 3acoby. BBeeHHs 3MiH NpoTAroM 6-Tn micsuis
nicns 3aTBepaKeHHs

3a
peyerimom

UA/16434/01/02

157.

MO/JECKIH®

mMa3b 0,1 %, no
15ry1y6i; mo 1

AT
"®apmak”

Ykpaina

AT "dPapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTtepianis: 3miHu | TRy -
AZMiHICTpaTVBHI 3MiHW. 3MiHA HaiMeHyBaHHs Ta/abo agpecu

3a
peyenmom

UA/7002/02/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Ty6i y mauuj 3 3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs) - 3miHa
KapTOHY Ha3BMW Ta afpecy 3asBHKKa (BBeAeHHS 3MiH NPOTAromM 6-Tn

MiICALIB MiCNA 3aTBEPKEHHS); 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby - 3miHa Ha3Bu J13:
3arBepmkeHo: MoneckiH 3anponoHoBaHo: MoneckiH®
(BBegeHHA 3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS);
3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHSA
Ta/abo aapecu MicLa NPoBaMKeHHS AisNbHOCTI BUPOOHMKA
(BK/OYAKOUM, 32 HEOOXIAHOCTI, MiCLLe NPOBEAEHHS KOHTPOSI0
SKOCTi), abo BnacHvka mactep-gpainna Ha A®l, abo
nocravanbHuka Adl/BuxigHoro Matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCSA Y BUPOOHULTBI ADI (SKLW0
3a3HavYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOGHMKA HOBOT AONOMKHOT
PeyoBMHM (SKLLIO 3a3HAYEHO Y JOCLE) - 3MiHA HAa3BM Ta afpecu
BMpOOHUKa cybCcTaHLii MOMeTa3oHy ypoarty, 6e3 3MiHn Micus
BMPOGHMLTBA; 3MiHV | TURY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
BK/IOYA0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/OYaoUM BUMYCK CEpiid) - 3MiHa Ha3Bu Ta
agpecy BUpo6HVKa, 6e3 3MiHW Micus BUpobHuuTBa (BBEAEHHSA
3MiH NPOTArom 6-T1 MICALB NicNs 3aTBEPMAKEHHS); 3MiHM | Tuny -
3MiHK 3 SIKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTPO/b rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpPo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (415 NpYBEeAEHHS Y BiANOBIAHICTb 3 AdY
abo EBponencbkolo thapMakoneeto Ta BUMYyYEHHSI MOCUIaHHA Ha
3acTapifiMii BHYTPILLHIA MeToA BUNPO6yBaHHS i Moro Homep) -
BHeceHHs 3MiH f0 po3gainy «MikpobionoriyHa yicToTa», a came
[ONOBHEHHS NOCW/IaHHAM Ha fitoye BuaaHHsa APy

158. | MOMAT Kpem 0,1 %; no neHmapk IHAjis rneHmapk IHAjis BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3Minu | Tuny - 3a UA/7827/01/01
KPEM 5ra6o15rB dapmacboT dPapmacboTuKan3 3MiHW [0 IHCTPYKLIT 4719 MeAWNYHOro 3aCTOCYBaHHSA JiKapCbKoro | peyernmom
Ty6i; no 1 1y6i y nkans Jirg,. Nimiten, HAis; 3acoby y po3ginu "OcobnmsocTi 3acTocyBaHHA", "M06iYHI
KapTOHHIW rneHmapk peakuii" BignoBigHO A0 iHchopMmaLi pedrepeHTHOro fikapcbkoro
ynaxoBLi dapmacboTukans /11g,., 3acob6y. BBegeHHs 3MiH MpoTAroM 6-Tv MicsLiB nicns
IHAjs 3aTBEPAKEHHS
159. | MOMAT masb 0,1 %; no neHmapk IHgis neHmapk IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/7827/02/01
MA3b 5ra6o15ry dapmacboT dPapmacboTuKan3 3MiHW BHECEHI [10 iIHCTPYKUiT 415 MeNYHOro 3acTocyBaHHs peyenmom
Ty6i; no 1 1y6i y nkans Jitg,. Nimiten, HAis; niKkapcbKoro 3acoby y po3ainmn "OcobanBOCTi 3aCTOCYBaHHSA",
KapTOHHIN neHmapk "Mo6iyHi peakuii” BignoBigHO A0 iHhopMay,ii pedhepeHTHOro
ynakoBLi $apmacbroTukans /11a,., nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-TW MicsiLiB
IHAin nicns 3arBepkKeHHs
160. | MYKANTTUH® | cupon no 100 MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:3Minu | Tuny - bes UA/8800/01/01
My 6aHuji "Tanuudpap 3MiHa HaliMeHyBaHHS1 BUPOOHUKa, 6e3 3miH y MKA /13, 6e3 3MiH | peyenma
CKNsHili abo y m" B IHCTPYKLUIT 4151 MEAMYHOrO 3aCTOCYBaHHSA Ta 'y TEKCTI

dhN1aKoHi MapkKyBaHHs /13; 3anponoHoBaHo: MoBHa Ha3Ba AKLliOHepHe




91

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

CKnsiHomy; no 1
6aHui abo
donakoHy 3
JIOXKOK MipHOO
B nauui; no 100
My chaKoHi
nonimepHomy;
no 1 chnakony 3
JIOXKKO MipHOH
B nauuj; no 200
My hrakoHi
CKnsiHomy abo
nonimepHomy;
no 1 chnakony 3
JNIOXKKO MipHOHO
B nauui

ToBapucTso "lanmudapm” CkopoueHa HasBa MAT
"ranuudapm”;
3MiHM | TUny - 3MiHa HaliMeHyBaHHA 3asiBHUKa, 6e3 3MiH y MKA
N3; 3anponoHoBaHo: MNoBHa Ha3Ba AKLiOHEpPHE TOBap1CTBO "
Fannudpapm" CkopoyeHa Hassa MAT " Manuucdapm”

161.

MYKANTUH®

cupon in bulk:
no 100 mny
GaHLUi CKNsHIN,
ab60o y donakoHi
cknsiHomy, abo
donakoHi
nosiMepHoMmy;
no 48 6aHOK
CKNSAHWX, abo
hnakoHiB
CKNAHWX, abo
hnakoHiB
noniMepHuX y
KOpoo6i
KapTOHHOMY; in
bulk: no 200 mn
y donakoHi
CKNsiHOMY a60
dhnakoHi
nonimepHomy;
no 30 chnakoHiB
CKNAHMX abo
onakoHiB
NnoniMepHUX y
KOpoo6i
KapTOHHOMY

MAT
"Tannugpap
e

YkpaiHa

MAT "Tanuucapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3amiHu | Tuny -
3MiHa HalimeHyBaHHs1 BUPO6HUKa, 6e3 3miH y MKA 13, 6e3 3MiH
B IHCTPYKLU|i 4151 MEAUYHOTO 3aCTOCYBaHHSA Ta y TEKCTI
MapKyBaHHs J13; 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHepHe
ToBapncTBo "Tanimugpapm” CkopoyeHa Hassa MAT
"Tanuudgapm™;
3MiHM | TUny - 3MiHa HaliMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA
N3; 3anponoHoBaHo: MoBHa Ha3Ba AKL,iOHEpHE TOBapuCTBO
Fannudpapm” CkopoyeHa Hassa MAT " Manuudapm”

6e3
peyenma

UA/9508/01/01

162.

MYKANTUH®
®OPTE 3
BITAMIHOM
C

Tabnetku
XyBaUibHi; no 10
Tabnetok y
6nicTepi; no 2
a6o 10
6nicTepiB y

MAT
"Tanuudpap
e

YkpaiHa

NAT
"Knismegnpenapar"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:3miHu | Tuny -
3MiHa HalimeHyBaHHA 3asBHUKa, 6e3 3MiH y MKA N3;
3anponoHoBaHo: NMoBHa Ha3Ba AKL,iOHEpHe TOBapuCTBO "
Fanuudapm" CkopoyeHa Hassa MAT " Manunudapm”; 3miHn |
TMny - 3MiHa Ha3Bu BUpPobHKKa N3, 6e3 3miH y MKA N3, 6e3
3MiH B IHCTPYKLUIi /19 MeAMYHOro 3aCTOCYBaHHS Ta y TEKCTi

6e3
peyenma

UA/4038/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
nauui MapKyBaHHs ynakosku J13. 3anponoHoBaHo: [MoBHa Ha3Ba
AkujioHepHe ToBapucTBo "KuiBmegnpenapat” CkopoyeHa Ha3Ba
MAT "Kunismeanpenapart"
163. | MYNIbTAK® TabneTku, BKpUTI TOB Ykpaina CAHO®I BIHTPOIN PpaHuin BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/10412/01/01
060/10HKOI0, N0 "CaHodi- IHOACTPIA AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
400 mr Ne 60 ABeHTIC MiCLii MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
(10x6): no 10 YkpaiHa" NiKapcbKoro 3acoby, BKIOHaKUN AiNbHNLi BUNYCKY cepii abo
Tabnetok y MicLie NPOBeAEHHS KOHTPOO AKOCTI. (LiSANbHICTb, 3a AKY
6nicTepi; no 6 BiAnoBiAae BMPOGHMK/iIMNOpTEpP, BKOYAOUM BUMYCK Cepili) 3MiHa
6nicTtepiB y aapecy BUpo6Huka M13, 6e3 3MiH1 MicLs BUpOGHMLTBA: 3MiHM
KapTOHHIiA BHECEHO B iHCTPYKLl0 4151 MELUYHOIO 3aCTOCYBaHHS LWOA0
KopoobLi MiCLie3HaxX04KEHHSI BUPOOHMKA, SIK HACNIAOK — BiANOBIAHI 3MiHW Y
TEKCT MapKyBaHHSA yNakoBKMN /likapCbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPKEHHS.
164. | M'ATA nmctano50ry MpAT YKkpaina MpAT ®apmaueBTUyHA YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu | Tuny - 6e3 UA/2261/01/01
NEPLEBOI naykax 3 dapmaueBT habpvka "Biona" BHeCeHHS 3MiH 10 Cneuudikauii/MeToiB KOHTPOJHO AKOCTI peuenma
NNCTA BHYTPILLHIM nyHa NiKapcbKoro 3acoby 3a NokasHUKOM «Mikpob6iosioriyHa YncToTa»,
nakeTom; no 1,5 thabpuka «KiflbkicHe BU3HaYeHHs», «YnCoBi MOKa3HMKM», a caMe 3aMiHa
ry dinbTp- "Biona" nocunaxb 3 A4®Y 1.0 Ha «gitody pegakuito» APY; 3MiHu | Tuny -
naketi; no 20 3amMiHa rpadpiyHoro ohopmIEHHSA NEPBUHHOI Ta BTOPUHHOT
iNbTP-NakeTiB YyNaKoBOK Ha TEKCT MapKyBaHHS YMakoBOK 3 BiAMOBIAHUMM
y nauuj 3MiHamu fo po3ginis MKA N13 (po3gin «padiyHe ohopMIeHHA»
3aMiHeHO po3giniom «MapKysaHHS»( 3rifHO 3aTBEPKEHOr0
TEKCTy MapKyBaHHs)). OHOB/IEHHS BXe 3aTBEPI)KEHOr0 TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby i3 3a3Ha4yeHHAM
MDXHapOAHUX NO3HAYEHb OAVHNULL BUMIPIOBaHHS. BBeaeHHs
3MiH NPOTArom 6-TV MICALIB MiC/1A 3aTBEPMAKEHHS; 3MiHM | Tvny -
BHeCeHHS 3MiH 10 Cneuudikauii/MeToLiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby 3a n. «Onue» Ta «4ncnosi NOKasHMKM», a
came BU/TyYeHHs nocunaHb Ha thapmakoneto (4d CPCP XI
BUAAHHA) Ta NPUBEAEHHS NO3HAYEHHA cUT Ao Bumor AdY; p.
«lgeHTudikalis» [ONOBHIOETLCA Bidyasisalielo pe3ynbTaTis
BU3HAYEHHA (JoJatoTbCa TabnuLi 3 ONMCoM posTallyBaHHs Ta
KOMIbOPY OTPMMaHUX Ha XpoMaTtorpamax 30H 3aMiCTb TEKCTOBOIO
onucy); A0AAETLCA AOoKaAHA METOAVKA BU3HAYEHHS CTYNEHs
NnoApiGHEHHST YacToK npenaparty. 3MiHVW BHECEHI B po34in
"OCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI" B IHCTPYKL,it0 4N
MeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
165. | HABIPEN KOHLeHTpaT Ans Menak HimeuuunH Mepak e3enbwadt Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu |l Tuny - 3a UA/4711/01/01
NpUroTyBaHHA lesenbwad a dhrop KniHiwe Yecbka BMKOHAHO 3000B’A3aHHS 00 HaAaHHS AOMOBHEHHA [0 ornsay | peyenmom
pPO34unHYy An1a T dotop LLineuianbnpenapare Pecny6nika KNIHIYHUX JaHNX Ta AEeTaIbHOro ONUCY CUCTEMM YNpaB/iHHSA
iHcpy3iiA, 10 K/iHiLwe M6X, HimeuunHa pvi3vkaMu y BUrNSA# NiaHy ynpasniHHA pu3nkamu, Lo MIiCTUTb
Mmr/mn no 1 mn Lneuiansnp (nakyBaHHS, PV3UK NPONOopLiliHi 3axoam 3 MiHiMi3aLil pU3KnKiB Ta 34iACHEHHS
(10 wmr) a6o 5 mn enapare MapKyBaHHs Ta BUMYCK thapmakoHarnagy; 3miHu | Tuny - 3MiHu [0 IHCTPYKUIT Ans
(50 mr) y M6X cepii); oHKOMeS, MeJMNYHOro 3aCTOCYBaHHS MikapCcbKoro 3acoby [0 po3ainis
dhnakoHi, no 1 MeHblodeKYepiHr a.c., "®apmMakonoriyHi BnacTneocTi” (yTOUHEeHHSs iHchopmali),
donakoHy B Yecbka Pecny6nika "Oco6/1BOCTI 3acTOCyBaHHSA", "3acTOCyBaHHS Y Nepiog,

KapPTOHHI

(BMpo6HMUTBO "in bulk",

BariTHOCTi abo rofyBaHHA rpyaar”, "3gaTHicTb BNavMBaTu Ha
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Kopobui KOHTPO/b cepiif) LIBMAKICTb peakLii Mpy KepyBaHHi aBTOTpaHcnopToM abo poboTi
3 iHWKMKU MexaHi3mamun”, "Cnoci6 3acTocyBaHHs Ta [o3u",
"Mepepo3ysaHHs", "MobiuHi peakwii”, "HecymicHicTb" BignoBigHO
[0 OHOBJIEHOT iHhopMaL,i LLoAo 6e3neku Ailo4oi peyoBMHY Ta,
AK HAcMifoK, 3MiHM BHECEHO A0 TEKCTY MapKyBaHHS NikapCbKoro
3acoby. BeegeHHs 3MiH npoTsArom 6-Tv micsuiB nicns
3aTBEPMAKEHHS
166. | HA30/1® cnpeit TOB YkpaiHa IcTiTyTO Ae Anxeni ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 6e3 UA/9483/01/01
HasanbHuii 0,05 "BAVIEP" C.p.n. 3MiHM Woao0 6e3nekn/ethekTMBHOCTI Ta hapMakoHarisay. peyenma
%, no 10 MmNy BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
dhnakoHi 3 chapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHnx npo cucTemy
posnpuckysave thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu, BiANOBIAaIbHOI
M; no 1 donakoHy 3a 3ificCHeHHs dhapmakoHarnsagy; KOHTakTHOI 0cobm 3
B KAPTOHHIl chapmakoHarnsgy 3asBHUKa AN 3ailicHeHHs hapMakoHarnagy B
KopobLi 3 YkpaiHi, SKLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0cobu,
MapKyBaHHAM BiAMOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkauvaoum
YKpaiHCbKO KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
MOBOIO cuctemn chapmakoHarnisgy), 3MiHa ynoBHOBaXXEHOT 0co6u
3a8BHUKA, BigMOBIAaNbHOI 3a hapMmakoHarnsag,. NponoHoBaHa
pefakuis: BepemiioBa PeHaTta €BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeEHOI 0C06M 3asBHMKa, BifnoBiganbHOT 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHSI OCHOBHOI AisifIbHOCTI
3 (hapmMakoHarnsgy. 3MiHa MicLLe3HaXoKEHHs1 MacTep-daiina.
167. | HA30/1® cnperi TOB Ykpaina IcTiTyTO e Anxeni ITanis BHECEHHS 3MiH 4,0 pPeeCTpaLiiHnX maTepiasiB:3miHu | Tuny - 6e3 UA/9480/01/01
AABAHC HazabHWi "BANEP" C.p.n. 3MiHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. peuenma
0,05%; no 10 mn BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX Npo cucTemy
y hnakoHi 3 hapmakoHarnsgy (BBefleHHs y3arasibHeHUX JaHnx npo cucremy
posnpuckyBaye dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobw, BifnoBiAanbHOI
M; no 1 conakoHy 3a 3[jlicHeHHs chapMakoHarsay; KOHTaKTHOI 0co6u 3
B KQPTOHHIN hapmakoHarnsgy 3asiBHuKa Ans 34iliCHeHHs hapmakoHarisgy B
KopoobLi YKpaiHi, SIKLLO BOHa BigMiHHA Bifi yNOBHOBaXKeHOi 0cobu,
BiNOBigaNbHOI 3a 34iliCHEHHA hapmakoHarnsay (Bkaovatoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLleHHI macTep-aiina
cuctemu chapmakoHarnsgy); 3MiHa ynoBHOBaXKeHOi 0cobm
3asBHUKA, BIANOBIAaLHOI 3a thapmakoHarnsag,. MNponoHosaHa
pefakuisi: BepemitoBa PeHata €BreHiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOBaXeEHOI 0CO6M 3asiBHIKA, BifgnoBiganbHOT 3a
dhapmakoHarnsg,. 3miHa Micus 34iNCHEHHS OCHOBHOT AisiIbHOCTI
3 dhapmakoHarnsgy. 3miHa MicLie3HaxoMKEHHs1 MacTep-thainna
168. | HA30/1® Kpansi Ha3asibHi TOB YkpaiHa IcTiTyTOo e Anxeni ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/9481/01/01
BEBI 0,125%; no 10 "BANEP" C.p.n. 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy. peyenma

My chiakoHi 3
nineTxoto; no 1
chnakoHy B
KapTOHHI
Kopobui

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cucTemy
thapmakoHarnsgy (BBeAEHHS y3araslbHeHUX AaHux Npo CUCTEMY
hapmakoHarnsay, 3MiHa ynoBHOBaXXeHOT 0co6U, BiANOBiLaIbHOT

3a 3[jlicHeHHs hapMakoHarnsay; KOHTakTHOI 0co6u 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHA hapmakoHarnsgy B
YkpaiHi, AKLLO BOHA BiMiHHA Bifi yNOBHOBaXKEHOT 0CobM,
BifNoBifa/IbHOI 3a 3AiICHEHHST hapmakoHarnsay (Bkawyarum
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KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnsgy); 3MiHa yrnoBHOBaXXeHOT 0co6u
3asBHMKa, BIANOBIAa/IbHOI 3a thapmakoHarnsg,. MNponoHosaHa
pefakuisi: BepemiioBa PeHaTa €BreHiBHa. 3MiHa KOHTaKTHMX
[aHuX YNoBHOBaXKEHOT 0CO6U 3asBHYMKA, BifnoBiganbHOI 3a
thapmakoHarnag. 3miHa Micus 34ilCHEHHS OCHOBHOI [isifIbHOCTI
3 dhapmakoHarnsay. 3miHa MicLle3HaxoMKeHHs1 MacTep-thainna
169. | HA3ON®KIAC | cnpeii TOB YkpaiHa IcTiTyTO Ae Anxeni ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 6e3 UA/9482/01/01
HasanbHwuii 0,25 "BAVIEP" C.p.n. 3MiHu Wwoao 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peyenma
%; no 10 MmNy BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
dhnakoHi 3 chapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHnx npo cucTemy
posnpuckysave thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu, BiANOBIAaIbHOI
M; no 1 donakoHy 3a 3ificCHeHHs dhapmakoHarnsagy; KOHTakTHOI 0cobm 3
B KAPTOHHIl chapmakoHarnsgy 3asBHUKa AN 3ailicHeHHs hapMakoHarnagy B
KopoobLi YkpaiHi, SKLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0cobu,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkauvaoum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy); 3MiHa yrnoBHOBaXXEHOT 0co6u
3a8BHUKA, BigMOBIAaNbHOI 3a hapMmakoHarnsag,. NponoHoBaHa
pefakuis: BepemiioBa PeHaTta €BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeEHOI 0C06M 3asBHMKa, BifnoBiganbHOT 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHSI OCHOBHOI AisifIbHOCTI
3 chapmakoHarnsgy. 3miHa Miclie3HaxoKEHHA MacTep-daiina
170. | HATPIHO PO34unH Ans MpuBaTHe Ykpaina MpuBaTHe akuioHepHe YKpaina BHECEHHS 3MiH 4,0 peecTpaviliHnx matepianis:3mMiHu Il Tuny - 3a UA/12049/01/01
xnoenay iHdpysiii 0,9 %, akuioHepHe TOBapuCTBO "IHcy3in" 3MmiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peuyenmom
PO34MH no 100, a6o no TOBapUCTBO KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa Yy NepBUHHIl
0,9% 200, a6o no 250, "IHgpy3isa” yMNakoBLi FOTOBOIO /iKAPCbKOro 3aco0by (IKICHWIA Ta KiNbKiCHWIA
a6o no 400, a6o cknap) - CTepunbHi nikapcbki 3acobuy Ta nikapcbki 3acobm
no 500 mny 6i0/10r4HOr0/iIMyHONOrYHOrO NMOXOPKEHHS; BBEEHHS HOBOI
nasiwKax NASILLKA CKASHOT HOMIHA/TbHOK MICTKICTIO 250 cM3 Bif HOBOroO
BMPO6HMKa TOB «ManuHiBCbKMiA Ckno3aBoa», YKpaiHa, ska Mae
He3HauHi 3MiHM AKICHOrOo Ta KifIbKiCHOro cknagy ckna Bif
3aTBEPKEHNX NASLWOK CKISHUX BUPOOHMKIB MPpAT «bio mepg,
ckno», YkpaiHa Ta MNpAT «KocToninbcbkuii 3aBog, CKNoBUpoGiB»,
YkpaiHa. Ak Hacnigok BHECEHHS BifNOBIAHUX 3MiH Y
crneundikayito Ha CKNSHI NASALWKN ([OMNOBHEHHS iHGhopMaLiT
LL|OZ10 HOBOrO BMPOBHWMKA, NO3HAYEHHS NALIOK Ta MasltoHKa
NAAWKN).
171. | HEBIBONON Tabnetkn no 5 CaHpos CnoBeHis nepBrHHA Ta BTOPVHHA Himeuunna/ BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/12448/01/01
CAHAO3® Mr, rno 10 PapmacbHoTi ynaKkoBKa, KOHTPO/b, PymyHis/ 3MiHu 3 siKocCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. | peyernmom
Tabnetoky Kans g.4. [03BiN Ha BUMYCK cepi: TypeuunHa/ 3amiHa abo BBeAEeHHA [0AATKOBOI AifbHULi BUPOOHULTBA A5
6nicTepi; no 2, Cantotac ®apma 'mbX, Monbwa 4yacTnHM abo BCbOro BUPOGHNYOro NpoLiecy roToBoro

a6o no 3, abo HimeyunHa,; nikapcbKoro 3acoby (AinbHULUSA, Ha SiKili NPoBOAATLCA OYAb-SKi
no 6, abo no 9 KOHTPO/1b: BUPOGHWUI cTagii, 38 BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
6nictepiB y C. K. Cango3 C. P. /1., NEepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, 415 HECTEPUSIbHUX
KapTOHHIlA PymyHis; nNiKapcbKnx 3acobiB) - NPONOHYETLCA A0AATKOBA Ai/TbHULA AN
KopoobLi BVMPOGHMLTBO BMpo6HMLTBa bulk, a came:
Hepo3dacoBaHOro CaHgos N'pyn Carnuk YpyHnepi Inaknapi CaH. Be Tik. A.C,
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NpPOAYyKTY, MEPBUHHA Ta TypeyunHa. BBegeHHS 3MiH NpoTArom 6-Tu micAuis nicns
BTOPUHHA YnaKoBKa, 3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBUIA
KOHTPO/b: nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa hopmn abo po3mipis
CaHpo3 lnak CaHali Be nikapcbkoi hopmMu (nikapcbki hopMu, CTilKi A0 Al LWIYHKOBOTO
TikapeT A.C., COKy, Nnikapcbki hopMu 3 MOANIKOBaHVM BUBI/IbHEHHAM ab0
TypeyuunHa, NPOSIOHroBaHoOI Aii Ta AinvMi TabneTkn, npu3HaveHi gns
nepBrHHA Ta BTOPVHHA pO34iNeHHs Ha piBHI 403M) - 3MiHa hopMKn TabneTkn ans
ynaKkoBKa, KOHTPO/b, NnoKpalLLeHHs NoAiny TabneTky Ha PiBHOMIPHI YaCcTUHU. TakoX
[,03BiN Ha BMNYCK Cepil: 3MiHM BHECEHI B IHCTPYKLiO 4719 MeAMYHOro 3acTocyBaHHs /13y
Nek C. A, MNonblLua; p. "Mikapcbka chopma” (OCHOBHI (i3nKO-XiMi4Hi BNACTUBOCTI).
BUPOGHMLTBO BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
Hepo3hacoBaHOro
NPOAYKTY:
CaHpos 'pyn Carnuk
YpyHnepi lnaknapi CaH.
Be Tik. A.C., TypeyunHa
172. | HEWPOOAP® | Tabnetku, BKpUTI Amakca Benuka Kycym Xentxkep MsT IHais BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/10777/01/01
060/10HKO0, MO Papmva T/, BpuTtaHis nrtp AfMiHICTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
500 wmr; no 10 3asBHUKa (BNacHWKa peecTpaLiiiHoOro NoCBiA4YEHHS) - 3MiHU
TabneTok y BHOCSITbCS Y 3B’A3KY 3i 3MiHOIO IOPUANYHOIT afpecy 3asiBHUKA
6nicTepi, no 1 (TepmiH BBELEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
6nictepy B 3aTBEPKEHHS)
KapTOHHIlA
ynakosLi; no 3
abo no 10
yNnakoBOK B
KapTOHHIW
Kopo6ui
173. | HEKCABAP® | Tabnetku, BKpUTI Baviep Al HimeuuunH Baiiep Al', HimeuunHa; HimeuunHa/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/7141/01/01
NAiBKOBOIO a Baliep Xenckep PymyHis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta dhapmakoHarnsgy. 3mMiHn | peyenmom
060/10HKOI0, N0 Manydaktypinr C.P.J1., Y KOPOTKiA XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
200 wmr; no 28 ITanisa MapKyBaHHA Ta iHCTPYKUIT 4118 MEANYHOrO 3aCTOCYBaHHA Y
Tabnetok y 3B'SA3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKAIHIYHUMU, KNIHIYHUMUN
6nicTepi, no 4 [aHuMK Ta gaHumn 3 papmakoHarnsgy. 3MiHM BHeCeHO A0
6nictepu y IHCTPYKUIT AN MEeAMYHOrO 3aCTOCYBaHHA NMiKapCbKoro 3acoby 0
KapTOHHI/ nauui po3giniB "®apmakonoriuHi BracTneocTi”, "B3aemMogis 3 iHLWMMK
nikapcbkvMu 3acobamu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpygato”, "Cnocib 3actocyBaHHsA Ta gosun”, "Aitn"
(peparyBaHHs TeKCTy po3giny), "MNepenosysaHHs", “Mo6ivHi
peakuii”. 3miHu Il Trny - 3miHn Woao 6esnekn/ethekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUYHUX NOoKa3aHHAX
(nofaBaHHSA HOBOro TepaneBTUYHOIO NokasaHHA abo 3miHa y
3aTBepKEHOMY NoKa3aHHi). 3MiHM BHeceHo [0 IHCTpyKuii ans
MeAUYHOro 3acToCyBaHHs MiKapCbKoro 3acoby Ao po3zinis
"lMoka3aHHA"
174. | HOBOCEBEH | nopotuok A/T Hoso [Janis BVMPOGHUK Ajitoyoi Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu Il Tuny: 3a UA/5178/01/05
® niocpinisoBaHnii Hopgaick PEYOBUHM, TOTOBOTO HimeuunHa 3MiHM Woao 6e3nekn/edyekTMBHOCTI Ta dbapmakoHarnsay. 3miHu | peyenmom
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ans NpoAyKTY Ta BUPOGHMK, Y KOPOTKii XapakTepucTuLi slikapcbkoro 3acoby, TekcTi
NpUroTyBaHHA BiANOBIAaIbHUIA 38 MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro 3aCTOCYBaHHA Y
PO34unHY An1a BUMYCK Cepili rOTOBOrO 3B'A3KY i3 HOBUMW AaHUMW 3 SKOCTI, AOKAIHIYHUMU, KMIHIYHMUN
iH'eKLjn no 2 mr NpoAyKTY: OaHVMU Ta fJaHumn 3 dpapmakoHarnsagy - 3MiHu BHECEHO [0
(100 KMO) 1 A/T Hoso Hopgick, IHCTPYKLT ANa MeAMYHOro 3aCTOCYBaHHS NiKapcbkoro 3acoby Ao
CKNAHWN [NaHis; po3sginis "Cknag" (pegarysaHHs), "®apmakonorivHi
chnakoH 3 OiNbHULS BUPOBHULITBA, BnacTmBocTi", "Moka3aHHsA", "Oco6/MBOCTi 3aCTOCYBaHHS",
niodpinizoBaHnmM Ha Skl npoBOANTLCSA "Cnoci6b 3acTocyBaHHA Ta A031" (IHCTPYKUisA 4715 KOpUCTyBaya),
MOPOLLKOM Y KOHTPO/1b/BMNPOGYBaHHSA "Mo6iuHi peakuii”, "YmoBu 36epiraHHs", "Ynakoska". BignosigHo
KoMnekTi 3 1 cepii roTOBOro NPOAyKTY: BWCHOBKY flenapaTMeHTy hapmaLeBTUYHOT 4is/IbHOCTI:
nonepegHL0 A/T Hoso Hopgick; OHOBMIeHHs SMPC ans nikapcbkoro 3aco6y HOBOCEBEH®,
3arnoBHEHUM A/T Hoso Hopgick; MOPOLLIOK NioddiNi3oBaHW 418 NPUrOTyBaHHA PO3YMHY ANA
LUNPULLOM, SIKWIA LinbHnus, Ha sk iH'ekuin no 2 mr (100 KMO) Ta sik Hacnifok BHECEHHSI YTOUHEHb
MIiCTUTb 2 M npoBOAUTLCA [0 p. «YMOBM 36epiraHHs» Ta p. «Ynakoska» MKA /13
PO3UYMHHMKA BUIOTOB/IEHHSA (BHOCWTBCA YTOYHEHHS A0 ONUCY NepexigHuka ansa dnakoHa,
(rictnavH, Boga PO34YMHHMKA Y 6e3 3MiHN nepexigHrka, a came «lepexogHuK ans diakoHa ¢
AN iH'eKuin), nonepegHLo oMNLTPOM TOHKOIN OUUCTKM B MHAMBUAYAUTbHON YNakoBKe.»).
LLITOKOM HarnoBHEHOMY LUNpUL Ta BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
MOPLUHSA, i0ro nepBuHHe 3MiHM | TUNY: 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
nepexigHy1Kom nakyBaHHs: dhapmakoHarnsgy - OHOBMEHHS TEKCTY MapKyBaHHS BTOPUHHOT
ans donakoHa B Bettep ®apma- yMakoBKM NikapcbKoro 3acoby. BeeAeHHSA 3MiH NpOTArom 6-Tu
iHOVBIAYyanbHiIi ®eptiryHr F'm6X yHg, Ko. MiCSLiB NiCNs 3aTBEPAXKEHHS.
ynakosLi y KI, HimeuumnHa;
KapTOHHIN LinbHnua BMpoGHMLTBA,
Kopobui Ha Skl npoBOANTLCSA
KOHTPO/b/BUNPOGYBAHHS
PO3UYMHHMKA Y
nonepegHLo
HanoBHEHOMY LLINPUL:
BeTTep ®apma-
®eptiryHr F'm6X yHg, Ko.
K, HimeuuunHa;
[JinbHuus BUpobHMLTBA,
Ha Skl npoBOANTLCSA
BTOPWHHE MakKyBaHHS
roTOBOro NPOAYKTY:
AJ/T Hoso Hopagick,
[aHis;
A/T Hoso Hopgick,
[anis
175. | HOBOCEBEH | nopotuok A/T HoBo [Janis BVMPOGHUK Ajitoyoi Nanis/ BHECEHHS 3MiH [0 peecTpauiinHmx matepianis: 3miu Il Tuny: 3a UA/5178/01/04
® niodpinizoBaHuii Hopgaick pPEYOBUHWU, TOTOBOTO HimeuunHa 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapmMakoHarnsagy. 3miHvn | peyenmom
ans NPOAYKTY Ta BUPOGHNIK, Y KOPOTKiA XapaKTepucTuLi slikapcbkoro 3acoby, TeKcTi
NMPUroTyBaHHA BiAnoBiganbHMI 3a MapKyBaHHS Ta iHCTPYKUIT A9 MEANYHOrO 3aCTOCYBaHHA Y
pO34uHy oNns BWMNYCK Cepiii roToBOro 3B'A3KY i3 HOBUMW AaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU

iH'eKUjii no 5 mr
(250 KMO) 1

NPOAYKTY:
A/T Hoso Hopgick,

[JaHMMKW Ta JaHrMK 3 hapMakoHarnsgy - 3MiHW BHECEHO A0
IHCTPYKLii 415 MeAMYHOTro 3aCTOCYBaHHS Jlikapcbkoro 3acoby Ao
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
CKNSAHWIA [NaHis; po3ginis "Cknag" (yToYHeHHs iHdhopmaLii), "®apmakosioriyHi
hnakoH 3 LOiNbHULSA BUPOOHULTBA, BnactusocTi","lMoka3aHHA", "OCco6/IMBOCTI 3aCTOCYBaHHS",
niodinizoBaHnm Ha sKili NpoBOAMTLCA "Cnocib 3acTocyBaHHsA Ta fo3n" (IHCTPyKUis Ans KopucTyBaya) ,
MOPOLLKOM y KOHTPO/1b/BMNPOBYBaHHSA "MobiuHi peakuii”, "YmMoBu 36epiraHHs", "YnakoBka". BignosigHo
KoMnnekTi 3 1 cepii roTOBOro NPoAyKTY: BUCHOBKY filenapTaMeHTy hapmaLeBTUYHOT 4iA/IbHOCTI:
nonepeAHL0 A/T Hoso Hopgick; oHoBNeHHs SmPC ansa nikapcbkoro 3acoby HOBOCEBEH®,
3arnoBHEHUM AJ/T Hoso Hopagick; MOPOLLIOK NiodiNi3oBaHWi 4718 NPUroTyBaHHA PO3YKHY ANS
LUNPULLOM, SIKWIA LinbHuus, Ha skl iH'ekLiin no 5 Mr (250 KMO) Ta sik Hacnifok BHECEHHSI YTOUYHEHb
MiCTUTb 5 Mn NpoOBOAUTLCA [0 p. «YMOBM 36epiraHHs» Ta p. «Ynakoska» MKA /13
PO3YMHHMKA BUrOTOB/IEHHS (BHOCUTBLCA YTOUHEHHS [0 ONWCY NepexigHuka ans dnakoHa,
(ricTnavH, Boga PO3YMHHUKA Y 6e3 3MiHN nepexifHuka, a came «lepexofHuK Ansa iakoHa ¢
ONs H'eKUii), nonepegHL0 OVIBTPOM TOHKON OUNCTKN B MHAMBUAY&/IbHON YNaKOBKE. »)
LUTOKOM HarnoBHEHOMy LNpuLi Ta BBefieHHs1 3MiH NpOTArom 6-Tv MICALIB NIiCNS 3aTBEPAKEHHS;
NOPLUHSA, ioro nepBuHHe 3MiHuM | TUNy: 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
nepexigH1Kom nakyBaHHs: hapmakoHarnsgy (iHwi 3MiHn). OHOBMEHHS TEKCTY MapKyBaHHS
Ans dpnakoHa B BeTTep ®apma- BTOPUHHOI YMakoBKM NikapCbKoro 3acoby. BBegeHHs 3MiH
iHOVBIAYaNbHiiA ®epTiryHr FTm6X yHA Ko. NPOTAroM 6-TW MICALIB NICNA 3aTBEPAKEHHS.
ynakosLi y KI, HimeuunHa;
KapTOHHIiA [LinbHuus BUpo6HNLTBA,
Kopobui Ha Skl npoBOANTLCSA
KOHTPO/1b/BUNPOGYBaHHSA
PO3YMHHMKA Y
nonepeaHLo
HaroBHEHOMY LUNPULL:
BeTTep ®apma-
PepTiryHr FTM6X yHA Ko.
KI, HimeyunHa;
[LinbHuus BUpo6bHNLTBA,
Ha AKili NpoBOANTLCS
BTOPUHHE NaKyBaHHS
roTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
[NaHis;
AJ/T Hoso Hopagick,
[aHis
176. | HOBOCEBEH | nopotuok A/T Hoso [JaHis BMPOGHUK Ajitoyoi [Oanisa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/5178/01/05
® niocpinizoBaHuii Hopgaick pPEYOBUHU, FOTOBOTO HimeuumHa | 3miHu 3 sikocTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI. | peyernmom

ans
NPUroTyBaHHA
pO34nHy Ans
iH'eKLjin no 2 mr
(100 KMO) 1
CKNSIHWI
oNakoH 3
niodpinizoBaHnM
MOPOLLKOM Y
KommnekTi 3 1

NpoAyKTY Ta BUPOGHMK,
BiANOBiAa/IbHWIA 3a
BMMNYCK Cepii roTOBOro
NpPoOAyKTY:

A/T Hoso Hopgick,
[aHis;
AiNbHULSA BUPOOHULITBA,
Ha AKill NpOBOANTLCS
KOHTPONb/BUNPOGYBAHHS
cepii rOTOBOr0 NPOAYKTY:

3MiHn BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUpOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y (iHLi 3MiHK) - 3MiHK Y BUpOo6HMLTBI merge of the in-
process limit holding time of formulated finished product from
end filtration with the subsequent filling time; 3miHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOsb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOrO
NikapcbKoro 3acoby (HesHayHa 3MiHa y 3aTBepKeHUx MeTogax
BUNPOOBYBaHHS) - Yy 3B'A3KY 3 BBEEHHS HOBOI AifIbHUL
BMPOGHULITBA FOTOBOTO MiKapCbKOro 3aco6y NponoHOBaHO
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
nonepegHbLO AJ/T Hoso Hopagick, po3WMpUTK dianas3oH kanibpyBaHHS B aHaNITUYHIA MeToAWLj
3anoBHEHUM [JaHis; NIR, L0 BUKOPUCTOBYETHLCA AN BU3HAYEHHS BMICTY BOAW B
LUNPULIOM, SIKWIA A/T Hoso Hopgick, roToBOMY MpoAykTi. MeToan BunpobyBaHHA Ta MiMiTu
MICTUTb 2 M [NaHis; 3a/mwarTbes 6e3 3MiH; 3MiHu Il Trny - 3MiHK 3 AKocTi. FoToBMIA
PO34MHHMKA LinbHuus, Ha skl nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3aMiHa abo BBEAEHHS
(ricTnavH, Boga npoBoANTLCA [04aTKOBOI Ai/bHUL| BUPOBHULTBA 4718 YaCTMHN abo BCbOro
ONs iH'eKuii), BUIOTOB/IEHHSA BMPOGHMYOro NpoLLecy roToBOro Jlikapcbkoro 3acoby (AinbHuUS,
LLITOKOM PO3YMHHMKA Y Ha SKill NpoBOAATLCS By Ab-AKi BUPOOHUYI CTaAjl, 3a BUHSITKOM
MOPLUHSA, nonepegHL0 BWMYCKY Cepiii, NPOBEAEHHS KOHTPOSO SAKOCTi Ta BTOPUHHOTO
nepexigH1Kom HarnoBHEHOMY LUNpUL Ta nakyBaHHs, 4715 flikapcbknx 3aco6iB
Ons nakoHa B ioro nepBuHHe 6i0N10ri4YHOro/iMyHOOMNYHOr0 NOXOMKEHHS 460 Nikapcbkmx chopm
iHaVBIAYyanbHii nakyBaHHs: KOMM/IEKCHOTO (CKNaAHOro) BUPOBGHMYOro NpoLecy) - AofaBaHHsA
ynakoBLi y BeTtTep ®apma- BMPOGHMKA 4715 FOTOBOro Nikapcbkoro 3acoby A/T Hoso
KapTOHHIlA ®epTiryHr FTm6X yHA Ko. Hopgaick/Xannac Anne, AK-4400 KanyHg6opr, daHis
Kopobu,i KI, HimeuunHa;
[inbHVUS BUPO6HMLTBA,
Ha AKili NpoBOANTLCS
KOHTPO/1b/BMNPOGYBaHHSA
PO3YMHHMKA Y
nonepegHLo
HaroBHEHOMY LLNPULL:
BeTTep ®apma-
PepTiryHr FTM6X yHA Ko.
KI, HimeyunHa;
[inbHNUS BUPO6HMLTBA,
Ha AKili NpoBOANTLCS
BTOPUHHE NaKyBaHHS
roTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
[NaHis;
AJ/T Hoso Hopagick,
[aHis;
[inbHNUS BUPO6HMLTBA,
Ha Skl npoBOANTLCSA
BUPOGHMLTBO
Hepo3hacoBaHOro
NPOAYKTY,
PiNbTPYyBaHHS,
HanoBHEHHS Ta
niodpinizauisi NOPOLLKY:
A/T Hoso Hopgick,
[JaHis
177. | HYPO®EH® cycrneHsis PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/8233/01/01
AN JITEN opasibHa 3 BeHkizep BpuTaHis Xenckep (FOKeiA) BpuTaHis/ 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEANYHOIO 3aCTOCYBaHHSA peuenma
anesibCHOBUM Xenckep Nimiten, Benvka IHgis nikapcbKoro 3acoby Ao po3sginy "Mo6iyHi peakyii” 3a
cmakom, 100 IHTEepHeLWHN BpuTaHis (BUPO6GHMLTBO pekomeHpauieto PRAC. BBeieHHS 3MiH NPOTAroM 4-x Micsuis
mr/5 mn no 100 NimiTen in bulk, nakyBaHHs, nicnsa 3aTBepAXEHHS

ma abo 200 mn y

KOHTPO/b SIKOCTi, BUNYCK
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
thnakoHi; no 1 cepil); PekkiTT BeHkizep
dhnakoHy B Xenckep IHgjsa MpaliseT
KOMMAeKTi 3i Nimitea, IHais
LUINpULLOM- (Bnpo6HMLTBO in bulk,
[03aTopoM y nakyBaHHs!, KOHTPO/Tb
KapTOHHIW AKOCTI)
Kopo6u,i
178. | OBECTUH® Kpem AcneH IpnaHgis AcneH bag-Onbgecno HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 6e3 UA/2281/03/01
BariHasibHuiA, 1 dapma m6X., HimeyunHa MopaHo oHoBNeHWl cepTudikat BignosigHocTi E® No. R1-CEP | peyenma
mr/r;no15ry TpeigiHr (BUPOGHWMK 1999-179-Rev 04 gna Aitoyoi pevoBUHM ecTpiony Bif,
Ty6i; no 1 1y6i y Nimiten BiagnoBiganbHMii 3a 3aTBEPKEHOro BUPOOGHYMKA; 3MiHU | Tuny - 3MiHa BUPOGHMKa
KOMNJIEKTi 3 BMPOBHMLTBO, NEPBUNHHE BVXiAHOrO/NMPOMIXXHOr0 NPOAYKTY/peareHTy, Lo
annikatopom B Ta BTOPVHHE NakyBaHHS, BUKOPWCTOBYIOTLCS Y BUPOBHNYOMY npoueci AdI, peecTpadlis
nauui KOHTPO/Ib AIKOCTi Ta BXe 3aTBepKeHOoro BupobHuka Aspen Oss B.V., The
BUMYCK cepii) Netherlands B siKoCTi AiNbHULI ANA NpoBeAeHHS NoAPIGHEHHS
Liro4oi pevyoBuHY ecTpiony; 3MiHK | TUny - . 3miHa y napameTtpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BU3HAUYEHUX Y
crneundikayiax Ha A®l, abo BUXIAHWUIA/NPOMIKHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLLECI
BMpobHULTBa APl - foaaBaHHA A0 cneuudikauii Tecty
«3a/INLLKOBI PO3YMHHMKM» » 3 BiAMOBIAHOK METOAMKOK
BUNPOOYBaHHA A1 Ail040i PeUOBWHN ecTpion, y 3B'A3Ky 3
BK/IIOYEHHSM [aHoro TecTy o0 cepTuduikaty BianoBiAHOCTI €Bp.
®apwm. (CEP).
3MiHuM | TUNY - gofaBaHHA A0 crneundikaii Tecty «Po3mip
4acToK» 3 BifNOBIAHO METOAMKOI BUNPOBYBaHHA A5 Ajto4ol
PEYOBUHM €CTPIOf, Y 3B'A3KY 3 PeeCTpaLi€to BXe 3aTBEPAKEHOTO
BMpo6HuKa Aspen Oss B.V., The Netherlands B sikocTi fginbHuLi
0151 NPOBeleHHA NOAPIGHEHHA Ait0YO0T pevyoBUHY; 3MiHK | TUny -
MopaHo oHoBNeHWi cepTudikat BignosigHocTi €E® No. R1-CEP
1999-179-Rev 05 g1 AitoH0i pe4oBUHM ecTpiony Bif,
3aTBepKeHoro BupobHuka Aspen Oss B.V., The Netherlands
179. | OKOMICTUH Kpanni MeraiHcapm ABCTpIst AT «Dapmak» YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/7537/01/01
® OYHi/BYLLHI/ANA M6X AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuyenmom
Hoca, Po34uH MiCLii NPOBaPKEHHA AisiNIbHOCTI BUPOOHUKa/iMnopTepa roToBoro
0,01 % no 5 mn NiKapcbKoro 3acoby, BK/IOUAKUM Ai/bHULi BUNYCKY cepii abo
abo 10 mny MicLie NPOBeEHHS KOHTPOJIHO AKOCTI. (LisANIbHICTb, 3a AKY
hnakoHi BiNOBiga€e BUPOGHMK/iIMNOPTEP, BKIOYAKOUN BUMYCK Cepild) -
noslimepHomy 3 3MiHa Ha3BW Ta agpecu BUPOOGHMKa, 6€3 3MiHN Micus
KpanensHuueto; BMPOGHMLTBA. 3MiHM | TUNY - 3MiHK 3 AKOCTi. F0TOBMIA
no 1 chnakoHy B nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCcbKoro 3acoby.
nadui 3 KapToHy 3MiHa y MeTogax BMNpoGyBaHHsi FOTOBOTO J1iKapCbKOro 3acoby
(OHOBNEHHS NpoLieAypy BUMPOOYBaHHA A1 NPUBEAEHHS Y
BIANOBIAHICTL 3i 3MiHEHOIO 3arasibHolo cTatTeto APY abo
€Bponelicbkoi thapmakonel) - OHOB/IEHHST PO34iny
«CTepwbHICTb» BifNoBIigHO A0 BUMOr [epxasBHoi hapmakonei
YKpaiHu (YMHHE BUAAHHS) 4718 KOHTPOJII0 JaHOM0 MOKa3HMKa.
180. | OKCANINNAT | KOHUeHTpaT A5 Amakca Benvka AkBiga 'M6X, HimevuunHa/ BHECEHHS 3MiH 0 PeECTpaLiiHNX MaTepiasiB:3miHu | Tuny - 3a UA/14965/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
MH AMAKCA pPO34unHy Ana dapma T BpuTtaHis HimeuunHa Pecny6nika BBE/IEHHS 40aTKOBOrO PO3Mipy Cepii roTOBOrO JlikapCbKoro peyenmom
iHdy3iiA, 5 (BUpO6HMLTBO in bulk, Kopes 3acobyc ons BupobHuka AkBiga Mvb6X, HimeuyuunHa.
mr/mn, no 10 mn, nepBuHHE Ta BTOPVHHE 3anponoHoBaHo: 80 11 (Ao3yBaHHa 10 M1 — 8 000 dn.)
20 mn abo 40 nakyBaHHs1, KOHTPO/1b (mo3yBaHHs 20 mn — 4 000 dn.) (go3yBaHHsa 40 mn — 2 000 dpn.)
M1y ¢pnakoHi; cepii); AkBiga 'vbX, 300 n (mo3yBaHHs 10 ma — 30 000 ¢hn.) (go3yBaHHs 20 mn — 15
no 1 donakoHy B HimeuynHa (KOHTpO/b 000 dpn.) (go3ysaHHsA 40 mn — 7500 dpn.); 3minm | Tvny -
KapTOHHIA cepii, cepTudpikauis Ta BHECEHHS 3MiH o p. 3.2.P.7. Cuctema KoHTeliHep /
Kopooui BUNycK cepii); BeHyc 3aKyrnoproBasibHWiA 3aci6, 30KpeMa: 3a3HaYeHHs NOCU/aHHs Ha
dapma N'v6X, MoHorpadito EP 3.2.9. "l'ymoBi 3akynoptoBasibHi 3acobu ans
HimeuunHa (BTOpUHHE KOHTElHepIiB 3 BOAHNMM MiKapCbkMMU 3acobamu ans
nakyBaHHs!, KOHTPO/Tb napeHTepasibHOro 3acTocyBaHHs" y cneuuddikalii 4ns ryMoBmx
cepii); CamsiHr npo6oK
Biodhapmac'ioTikens
KopnopefiH,
Pecny6nika Kopes
(Bnpo6HMLTBO in bulk,
nepBUHHE Ta BTOPVHHE
nakyBaHHs!, KOHTPO/1b
cepii)
181. | OKTPEOTUA NOpOLLOK AT YkpaiHa MoniMenTig CLWA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - - UA/11220/01/01
Y ALEETAT (cybeTaHuis) y "®dapmak” Na6opatopis, IHK AfMiHIiCTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
hnakoHax 3asBHMKa (BNacHVKa peecTpauiiHoro NocBig4eHHs) - 3mMiHa
CKNSAHWX AN Ha3ByW Ta afpecu 3asiBHMKa
thapmaLeBTUYHO
o 3aCTOCYBaHHS
182. | OMENPA30/ | nioginisat gns M.BIOTEK Benuka HAMPOL NAN®D IHAis BHECEHHS 3MiH 10 peeCTpaLiiiH1x maTepianis: 3miHu | TRy - - UA/11146/01/01
PO34unHy ons nTa BpwuTaHis CAEHCEC MNBT.NTA AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK NikapCbKoro 3acoby - 3MiHa
iH'ekuin no 40 Has3BU NikapcbKoro 3acoby
mr; in bulk: no
200 onakoHiB 3
MOPOLLKOM Y
KapTOHHiiA
Kopobu,
183. | OMENPA3O0/ | nioginisat ansa M.BIOTEK Benuvka HAMPOS, NAV® IHAis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/11147/01/01
pO3uuHy Ans nTa BpuTtaHis CAEHCEC NBT.1TA, AfMiHICTpaTMBHI 3MiHU. 3MiHa Ha3BW Nikapcbkoro 3acoby - 3MiHa | peyenmom
iH'ekyin no 40 Has3BU NiKapCbKOro 3acoby
mr; no 1
donakoHy 3
MOPOLLKOM Y
nayui 3 KapTOHY
184. | OHBPE3 MopoLLUOK AN HosaprTic Lseiuapi | Hosaptic ®apma LUteliH | LWselinapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:3minu | Tuny - 3a UA/11706/01/01
BPU3XAWNE | iHranauii, dapma Al A Ar, Lseiiuapis Icnanis 3MiHM Woa0 6e3nekun/ehekTMBHOCTI Ta hapMakoHarisay. peyenmom

P

TBEpAi kancyn
no 150 mMkr no

(BUPOBHMLTBO 3a
MOBHWM LMK/IOM);

BBeaeHHs1 a60o 3MiHW [10 y3ara/lbHeHNX faHuxX Npo cucTemy
chapmakoHarnagy (BBEAEHHS y3araslbHEHNUX AaHKX NPO CUCTEMY

10 kancyny HoBaprTic thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBIAa/IbHOI
6nictepi; no 1 dapmacbioTuka C.A., 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
abono 3 Icnanis (KOHTPOsb AKOCTI hapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dapmakoHarnsagy B
6nictepn 3 1 3a NokasHmkammn"onuc YKpaiHi, AKW0 BOHA BiAMiHHA Bif, yNOBHOBa)XeHQI 0cobu,
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
iHransTopom B BMicTy", "O60n0HKa"; BiAMNOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkaovaoum
KapTOHHIlA nepBuHHE Ta BTOPVHHE KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
KopoobLi nakyBaHHS, BUMYCK cuctemu chapmakoHarnagy); 3mMiHa ynoBHOBaXkeHOT ocobu,
cepii); PapmaHaniTuka BiANOBIAabHOI 3a thapMakoHarnsg;:
CA, Weeliyapis MponoHoBaHa pepakuis: David J Lewis, B.Sc (Hons), Ph. D.
(KOHTPO/Ib SIKOCTI (3a 3MiHa KOHTaKTHMX faHWUX YNOBHOBaXEHOI 0COOM 3asiBHUKA.
BUHATKOM TecTy MponoHoBaHa pegakuis: Opnos B'auecnas. 3MiHa KOHTAKTHUX
MikpoGionoriuHa [aHNX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0COOY 3asBHUKA,
yncToTa)) BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. 3MiHa micua
3[jACHEHHSI OCHOBHOT AiSNIbHOCTI 3 dpapMakoHarisay.
3MiHa MicLe3HaxomKeHHs1 MacTep-aiina.
185. | OHBPE3 NMopoLLUOK AN HosaprTic Lseiiuapi | Hosaptic ®apma LUteliH | Lselinapis/ BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis:3Minu | Tuny - 3a UA/11706/01/02
BPU3XAWNE iHransauin, dapma Al A Ar, Wseiiuapis IcnaHis 3MiHM Woa0 6e3nekun/ehekTUBHOCTI Ta dhapMakoHarisay. peyenmom
P TBEpAj kancynu (BMPO6HMLTBO 3a BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX Npo cucTemy
no 300 Mkr no MOBHWM LMK/IOM); thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX aHux Npo cuctemy
10 kancyny Hosapric thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBiAa/IbHOI
6nictepi; no 1 dapmacbiotuka C.A., 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
abono 3 Icnanis (KOHTPOsb AKOCTI thapmakoHarnagy 3asBHuUka Ans 34iicHeHHa dapmakoHarnsgy B
6nictepn 3 1 3a rnokasHukammn"onuc YkpaiHi, SKLLO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
iHranaTopom B BMIiCTY", "O60/10HKA"; BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkaovaoum
KapTOHHIW NnepBuHHE Ta BTOPUHHE KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
Kopoobui nakyBaHHs, BUMYCK cuctemu chapmakoHarnsgy); 3mMiHa ynoBHoOBaXkeHoi ocobum,
cepii); PapmaHanituka BiANOBIAA/LHOT 32 hapmakoHarnsg:
CA , Wseliyapis MponoHoBaHa pepgakuis: David J Lewis, B.Sc (Hons), Ph. D.
(KOHTpPO/Ib AKOCTI (3a 3MiHa KOHTaKTHUX AaHNX YNIOBHOBAXEHOI 0COOU 3asiBHMKA.
BUHATKOM TecTy MponoHoBaHa pepakuis: Opnos B'auecnas. 3MiHA KOHTAKTHUX
Mikpob6iosioriyHa [aHVX KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COBM 3asiBHUKA,
yucToTa)) BiANoBigas/IbHOI 3a hapmMakoHarnsag B YkpaiHi. 3miHa micus
3[jACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarisay.
3MiHa MicLue3HaxoMkeHHs1 MacTep-aiina.
186. | MAKNMITAKCE | koHueHTpart a5 EBEBE ABCTpis NOBHWIA LMK ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/0714/01/01
N "EBEBE" po3uuHy ans Papma BMPOGHMLITBA: HimeuunHa AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
iHdpysild, 6 Fec.m.6.X. EBEBE dapma MicList MPOBaKEHHS AisiNIbHOCTI BUPOOHMKa/imnopTepa rotoBoro
Mmr/mn; no 5 mn Hdor. KI lec.m.6.X. Hoor. KT, nikapcbKoro 3acoby, BKIOHaKUN AiNbHNL BUNYCKY cepii abo
(30 wr), abo ABCTpIS; MicLie NpoBEAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
16,7 mn (100 TEeCTyBaHHS: BignoBigae BUPOGHMK/IMNOPTEp, HE BK/IKOYAOUM BUMYCK CEpIld) -
Mr), abo 25 mn MM Mikpo6ionoriwec 3MiHa Ha3BW BMPOGHMKA, BiANOBiAaNIbHOIO 3a TeCTyBaHHs, 6e3
(150 wr), a6o 35 Mptochnabop M6X, 3MiHM MiCLA BUPOGHULTBA; 3MiHU | TUNY - 3MiHW 3 AKOCTI.
M1 (210 mr), abo ABCTpIS; [oTOBMIA Nikapcbknit 3aci6. 3MiHM y BUPOBHULITBI. 3MiHa
50 mn (300 mr) y TECTYBaHHS: iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPOJI0
thnakoHi, no 1 Na6op NC CE & Ko. KT, AKOCTI rOTOBOrO NiKaPCbKOro 3acoby (3amiHa abo foAaBaHHSA
donakoHy B HimeuunHa; AiNbHULI, Ha SIKIA 34iACHIETLCS KOHTPO/IL/BUNPOBYBaHHS cepii) -
KapTOHHIiA TecTyBaHHS: [ofaBaHHA anbTePHATUBHOT AifIbHUL, L0 34iICHIOE TeCTyBaHHS
KopoobLi 3eiibepcaopd Nabop N3 3elibepcaopd flabop MM6X, ABCTpIs
vm6X, ABCTpis
187. | MAHTOMPAS3 | nopoLuok A4ss TOB "TeBa Ykpaina BAJIbAE®APM - BAJIb- ®paHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianiB:3amMiHu | Tuny - 3a UA/17080/01/01
OJ1-TEBA PO34nHY Ans YkpaiHa" AE-PEVI , OpaHuis MopTtyranis 3MiHM [0 IHCTPYKLUIi 4719 MeAMYHOro 3aCTOCYBaHHS JliKapCbKoro | peyenmom
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
iH ekuiin no 40 mr (BMpPOGHMLTBO 3a 3acoby y po3gin "MobiyHi peakuii" BignNoBiAHO [0 OHOBEHOT
no 1,5, 10, 20 NOBHUM LMK/IOM); iHbopmawii 3 6e3nekn Aitoyoi pevoBUHWU. BBeaeHHS 3MiH
poNakoHiB 3 Codgpapimekc - IHaycTpia NpoTArom 3-x MicsUIB Nicns 3aTBEPAKEHHS
MOPOLLKOM y Kimika e ®apmaceyTika,
KapTOHHIlA C.A., Moprtyranis
Kopobu,i (BUPOGHMLTBO 3a
NOBHMM LIMK/IOM)
188. | MAHTOMPA3 | Tabnetku TOB "TeBa YkpaiHa TeBa dapma C.J1.Y. IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/16874/01/01
ON-TEBA ractpopesncTeH Ykpaina" 3MiHV A0 IHCTPYKLii 415 MeAUYHOro 3aCTOCYBaHHS /ikapcbkoro | peyernmom
THi no 40 wr, no 3acoby y po3ginu: "B3aemogis 3 iHMMK nikapcbkumuy 3acobamu
7 TabneTok y Ta iHWi BUuAmM B3aemogiii”, "OcobMBOCTi 3acTOCyBaHHS",
6nicTepi; no 2 "Mo6iyHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMaL,i 3
abo 4 6nictepu 6e3neku Ailo4oi pevoBrHW. BBeAeHHS 3MiH NpoTAroM 3-x MicsLiB
B Kopo6Li; no 10 nicnsa 3aTBepAXEHHS
Tabnetok y
6nicTepi; no 3
6nictepu B
Kopobu,i
189. | NEPMETPUH | ma3b 4 % no 40 TOB "nMMn" Natsis TOB "nMM" Natsis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:3miHu Il Tuny - 6e3 UA/3181/01/01
OBA MA3b ryTy6i;nol 3MiHa BMPOGHUKa BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy, Wo | peyenma
4% Ty6i y KAPTOHHIN BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, abo 3miHa
KopoobLi BMPOGHMKa (BK/IO4akouu, Ae HeobXifHO, MicLie NPOBeAEHHS
KOHTpO/It0 siKoCTi) API - foaaBaHHA HOBOro BUPOBHYKa Ajiroyoi
peuoBuHu MepmeTpuHy - Strikem Laboratiries Pvt.Ltd. India, go
BXe 3aTBepaKeHoro Bnpob6Huka Agro-Chemie, YropuwmHa
190. | NIPNAOKCH po3uuH ans MpAT Ykpaina MpAT "dapmareBTuyHa Ykpaina BHECEHHS 3MiH [JO peeCcTpaLiiHiX MaTepianiB:yTOYHEHHS B 3a UA/5420/01/01
H-JAPHULUSA iH'exuin, 50 "®apmaueBT thipma "AapHuusg” Hakasi MO3 YkpaiHn Ne 2109 Big 17.10.2019 poky woa0 peyenmom
(BITAMIH B6- | mr/mnno1lwmns M4yHa chipma peecTpaLiiHoi npoLeaypu - 3MiHU | TUMNY - BHECEHHS 3MiH Y
AAPHNLA) amnyni, no 5 "AapHuus” cneumdikauito A®|y 38’3Ky 3 NpMBEAEHHAM Y BifNOBIAHICTb A0
amnyn y Bumor APY/EP, 3 ypaxyBaHHAM pe3y/bTartis Basigav,ii
KOHTYPHIit aHaniTUYHNX METOAVK, A0AATKOBO BHECEHI peakLiliHi 3MiHM 3a

YapyHKoBIl
ynakosLi; no 2
KOHTYpPHI
YapyHKOBI
YNaKkoBKM B
nauui

noKasHUKaMmn: «PO3UMHHICTb», «laeHTudikauist A, B, D»,
«[Mpo30picTb PO3UNHY», «KO/ILOPOBICTL PO3UKNHY», «pH
po3unHy», «TemnepaTypa nnaBneHHs», «Btpara B Maci npu
BUCYLLYBaHHI», «CynbgaTHa 3051a» Ta «KiflbKicHe BU3HAYEHHS:»
- BHECeHi pefakuiiHi npaBku Ta fO0AaHO nocunaHHs Ha EP;
«lpeHTudpikauis C» - HOpMyBaHHA Ta METOAMKA KOHTPO/TO
3a/MLIEeHi 6e3 3MiH, BHECEHI pefaKLiliHi NpaBku, AONOBHEHO
nocunaHHsAM Ha EP, BHeceHi Toprosi Ha3By xpomarorpadidyHmx
nNacTuH; «CynpoBigHi OMILLKM» - HOPMYBaHHS Ta MeToaumKa
KOHTPO/H0 3a/MLLeHi 6e3 3MiH, BHECEHi pefakLiliHi npaBky,
[OMOBHEHO NOCKNAHHAM Ha EP, BHeCeHi TepMiHv NpuAaTHOCTI
PO34MHIB Ta pyXoMoi hasu; «Baxki MeTanu» - BUNyYeHuii 3i
cneupmdikauii; «MikpobionoriyHa YACToTa» - NPUBEAEHHS Y
BignoBigHICTb A0 BUMoOr EP 2.6.12, 5.1.4. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXEHHSA; CYyNYyTHA 3MiHa -
3MiHa y napameTpax cneumdikauii Ta/abo LONyCTUMUX MEX,
BM3HAYEHUX y cneymdpikauisix Ha APl, a6o BUXIAHMA/MPOMIXKHWIA
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BUpo6HUUTBA AP (iHLWI 3MiHW); 3MiHK | TUNY -
— nogaHHsa Hosoro CEP Ha A®I Mipuaokeuny rigpoxnopug Ne
RO-CEP 2013-165-Rev 01 Big BXe 3aTBEpAXEHOr0 BUPOGHMKA
Jiangxi Tianxin Pharmaceutical Co., Ltd., China, sik Hacnigok
BW/Ty4EHO NOKa3HWK «Badkki meTanm» 3i cneumdikauii AdDI.
BBefeHHs 3MiH NpoTSArom 6-TM MicsLiB Micis 3aTBePAKEHHS!
191. | NNA3MOnN po34uH Ans TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHa 3asiBHUKA 3a UA/5598/01/01
iH'ekuii; no 1 mn | "BIODAPMA MNIA3SMA" (BnacHvKa peecTpauiiiHoro noceig4yeHHs) peyenmom
B amnyni; no 10 MNA3MA" (BMpOGHMLTBO,
amnyn y nauuj 3 nepBUHHE Ta BTOPVHHE
KapToHy; rmo 1 nakyBaHHs, BUMYCK
M1 B amny’i; no cepiif;
5 amnyny BTOPWHHE MakKyBaHHS,
6nicTepi; no 2 BUMYCK Cepii);
6nictepn y nauui TOB "®3 "BIO®PAPMA",
3 KAPTOHY YKpaiHa
192. | NOBEPKOPT | kpem 0,05 %, no neHmapk IHgis neHmapk IHgis BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/8193/01/01
5ra6o15rB dapmacboT dapmacboTvkans f11a. BHECEHHS 3MiH A0 po34iny “MapkKyBaHHA” MEeTOLiIB KOHTPOSI0 peyenmom
Ty6i; no 1 Ty6i y nkans Jita,. AKOCTI NikapcbKoro 3acoby: 3anpornoHoBaHo: Mapkuposka
KapTOHHIi CornacHo yTBepfpKeHHOMY TEKCTYy MapK1upoBku. MNpuseaeHHs
ynakoBL TEKCTY MapKyBaHHS ynakoBOK /TikapCbKoro 3acoby y
BiANOBIAHICTL A0 BUMOr Hakaly MO3 Ykpainu Big 23.07.2015 p.
Ne 460
193. | NONIAEKCA cnpeit Nab6opatopii PpaHuin CothapTekc PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/2831/01/01
3 HazasibHWiA, Bywapa 3amiHa po3giny «[paciyHe 306paxeHHs ynakoBku» Ha po3gin | peyernmom
PEHINEDPU po3uuH no 15 Pekopgari «MapkyBaHHs» B MKA N13: 3anponoHoBaHo: Po3gin
HOM My prakoHi 3 “MapkyBaHHS" 3rigHO 3aTBEPIKEHOr0 TEKCTY MapKyBaHHS.
po3nuoBayem; OHOB/IEHHS BXE 3aTBEPIKEHOr0 TEKCTY MapKyBaHHS yNakoBKu
no 1 dpnakoHy B nikapcbkoro 3acoby. BBeeHHs 3MiH NPOTAroM 6-Tu MicsLiB
KapTOHHilA nicnsa 3aTBepaXeHHs
Kopobui
194. | NONMDKUHAK | emynbcis Na6opaTtopi ®paHLis IHHOTepa LLy3i dpaHLis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:3MiHu | Tuny - 3a UA/7254/01/01
C BIPTO BariHasibHa y A [HHoTeK 3MiHa ynoBHOBaXXeHOI 0CcobM 3asiBHUKa, BiANOBIAa/IbHOI 3a peyenmom
Kancynax; no 3 IHTepHacblio hapmakoHarnag. NponoHoBaHa pegakuis: Mrs. Anne-Cecile
Kancynv B Ha/b Mauclaire / AH-Cecinb Moksiep. 3MiHa KOHTaKTHUX JaHuX
6nictepi; no 2 YMNOBHOB&XEHOI 0CO6M 3as1BHYKA, BiANoBiAabHOT 3a
6nictepn y hapMakoHarnag.
KapTOHHIA
Kopobui
195. | NIPAKCBAVH | po3unH gns BepiHrep HimeuuunH BepiHrep IHrenbxainm HimeuunHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3Minu | Tuny - 3a UA/15467/01/01
A® iH eKUi/iHdy3ilA, IHrenbxanmv a ®apma 'm6X i Ko. KT, 3MiHM y npoueci BupobHuutea A®| igapyumsymaby, a came peyenmom
2,51/50 mn; no IHTEepHELUHN HimeuunHa 36iNbLUEHHS Yacy XiMIYHOrO Yacy yTpumaHHs 36opy B nyni 3 24
50 mny 6X (BMpOGHMLTBO, rog, Ao 36 rog; 3MiHu Il Tuny - 3mMiHa y BUpo6HM4oMy npotieci Ad|
donakoHi; no 2 nepBUHHe Ta BTOPVHHE inapyumsymaby, a came BBeAeHHS A0AATKOBOrO rMIMGUHHOIO
donakoHn y nakyBaHHs1, KOHTPO/1b QinbTPY Nepes npedinbTpamm XxpomatorpadivuHoi KO/TOHKU
KapTOHHIW AKOCTI Ta BUNycK cepii); Kappa Select

Kopo6ui

JNlabop 1+C Al
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
HimeuunHa
(anbTepHaTNBHA
naboparopia Ans
KOHTPO/O TecTy
"CTepunbHicTb"); CI'C
IHCTUTYT PpeseHiyc
mM6X, HimewunHa
(anbTepHaTnBHA
naboparopia ans
KOHTPO/O TecTy
"CTepwibHICTb")
196. | NPUYENN TpaBamno50ry MpAT Ykpaina MpAT ®apmaueBTUyHa Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis:3Minu | Tuny - 6e3 UA/2265/01/01
TPABA naykax 3 dapmauesT habpvka "Biona" BHeCeHHS 3MiH A0 Cneuudikauii/MeToaiB KOHTPOSHO AKOCTI peuyenma
BHYTPILLHIM MyHa nikapcbKoro 3acoby 3a nokasHvkamu «MikpobionoriyHa
naketom; no 1,5 habpuka yncToTa» Ta «4ncnoBi NOKasHWKM», a caMe 3amiHa nocuiaHb 3
ry dinbTp- "Biona" OdY 1.0 Ha «gitouy pegakuito» AdY; 3MiHu | TURY - 3aMiHa
nakeTi; no 20 rpadpiyHoro ohopMAEHHA NEPBUHHOT Ta BTOPMHHOT YNaKkoBOK Ha
nakeTiB y nauui TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBigHMU 3MiHaMU [0
po3ginisB MKA N13 (po3gin «IpadivyHe ohopmMIeHHS» 3aMiHEHO
po3ainom «MapkyBaHHS»( 3rifHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs1)). OHOB/IEHHS BXe 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby i3 3a3Ha4yeHHAM
MiKHaPOAHUX NO3HAYeHb OAUHULL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS;
3MiHK | TUNY - BHECEHHA 3MiH A0 Cneuundikauii/MeTogais
KOHTPOJIO AIKOCTI JliKapcbkoro 3acoby 3a n. «Onuc» Tta «4ncnosi
NOKa3HWKU», a came BUTyYeHHS1 NocunaHb Ha chapmakoneto (4P
CPCP XI BngaHHs) Ta NpUBeAEHHA NO3HAYEHHS CUT [0 BUMOT
O®Y; nopaetbes AoknagHa METOAMKA BUSHAYEHHS CTyNeHs
noApibHEHH yacTok npenapaTy. 3MiHM BHECEHI B PO34in
"OCHOBHI (pi3MKO-XiMiYHi BNACTUBOCTI" B IHCTPYKL,it0 4N
Me/JMYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoby
197. | NPOTEKOH Tabnetku, BKpuTi | OpraHocuH IHgis EBepTopgxeH Nanidg IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu | Tuny - 3a UA/15396/01/01
DPACT® NNiBKOBOO Naiid CaeHcus JlimiTep, 3MiHa po3Mmipy cepii (BK/IOYatoum giana3oH po3Mipy cepir) peuyenmom
060n0HKOt0, Ne CaeHcus rOTOBOrO /1iKapCbKOro 3acoby - 36inbLUEHHs Po3Mipy cepii
30: no 10 Met. 114, rOTOBOrO JliKapCbKoro 3acoby. 3anpornoHoBaHo: 600 000
TabneTok y TabneToK.; 3MiHU | TUNY - 3MiHX Y NpoLieci BUPOGHULTBA

6nictepi; no 3
6nictepn y nauui
3 KapToHy, Ne
60: no 10
Tabnetok y
6nicTepi; no 6
6nictepiB y
nauui 3 KapToOHy,
Ne 90: no 10
Tabnetok y
6nicTepi; no 3

rOTOBOrO JliKapCbKOro 3acoby, BK/IUaUM NPOMIKHUIA NPOAYKT,
LL|O0 3aCTOCOBYETLCA NPU BUPOOHWLTBI FOTOBOTO /1IKAPCHKOro
3acoby -

HesHauHi 3MiHM y BUpOBHMYOMY npoueci Ha cTagisx:
NPOCIitOBaHHSA; rpaHy/sLis; BUCYLLYBaHHS BOMIOTUX rpaHyn;
noApibHEHHS; NepeMiLLyBaHHS; NOKPUTTS TabneTok NIiBKOBOK
060/10HKO0; 3MiHK | TUNY - nogaHHsA Hosoro CEP (R1-CEP 2007-
144-Rev 00) ana A®| guknodheHaky Kanito Big HOBOrO
BMpo6HMKa (gonoBHeHHs1) Amoli Organics Private Limited, India;
3MiHK | TUNY - 3MiHa aApecy BnacHnka mactep-ghaiina
3aTBEepAXeHOro BMpo6HMKa Bio-gen Extracts Pvt. Ltd., India Ha
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
6nictepy y navui A®| XOHAPOITUHY cynbhaTt HaTpilo, Sika BXOAWTb A0 cknagy
3 KapToHy, no 3 roTOBOrO JliKapcbKoro 3acoby, nos'a3aHa 3 nepeizgom
nauky y nauui 3 KopropaTuBHOro oduicy A0 BUPOGHWYOT AiTbHNL;
kapToHy; no 30, 3MiHM | TUMY - 3MiHa agpecu BNacHrka mactep-gaiina
60 a6o 90 3aTBepXeHoro BUpo6Hrka Bio-gen Extracts Pvt. Ltd., India Ha
Tabnetoky A®I rnrokosamiHy cynbat (y BUrAs4i raoko3amiHy cynbdaty
KOHTeliHepi; no 1 HaTpilo XNopray), Ska BXOAUTb A0 CKAady roTOBOro NikapcbKoro
KOHTelHepy Yy 3acoby, noB'A3aHa 3 Nepei3fgom KopnopaTuBHoro odicy Ao
nauuj 3 KapToHy BMPOGHNYOI AiNbHULi NPU LibOMY BUPOGHMYA AiNbHULSA Ta BCi
BMPOGHMYI onepauii 3a/IMLaTbCs HE3MIHHUMU; 3MiHW || Tuny -
BBeEHHS 10AATKOBOro BUpo6HUKa APl XOHAPOITUHY cynbdat
HaTpito - Jiaxing Hengjie Biopharmaceutical Co., Ltd., People’s
Republic of China
198. | MPOTEKOH Tabnetku, BKpUTi | OpraHocuH IHais EBepTomKeH Naiich IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - - UA/15397/01/01
DPACT® NAiBKOBOIO Naidp CaeHcus Jlivitep, 3MiHa po3mipy cepii (BK/IOUatoum gianasoH po3Mipy cepir)
060/10HKOI0, in CaeHcu3 rOTOBOrO J1iKapCbKOro 3acoby - 36iNbLUEHHS PO3Mipy cepii
bulk: no 1000 MeT. N14. roTOBOrO Jlikapcbkoro 3acoby. 3anponoHoBaHo: 600 000
Tabnetoky TabneTok.; 3MiHu | TUNy - 3MiHW y NpoLLeci BUPO6GHMLUTBA
naketax; no 1 roTOBOrO NiKaPCbKOro 3acoby, BKIOYaUN NPOMDKHUI NPOAYKT,
nakeTy y LL|0 3aCTOCOBYETHCSA NPU BUPOOHWLTBI FOTOBOTO MiKapCbKOro
Kopobu,i 3acoby -
He3HauHi 3MiHM y BUpOGHMYOMY npoLeci Ha cTagisix:
NPOCitOBaHHS; rpaHysLis; BUCYLLYBaHHS BOMOTMX rpaHyn;
noApiGHEHHS; NepeMillyBaHHS; MOKPUTTA Tab/1eToK NAiBKOBO
06010HKO0; 3MiHM | TMNY - NogaHHs HoBoro CEP (R1-CEP 2007-
144-Rev 00) ana A®| guknodpeHaky kanito Bif HOBOro
BMpO6HMKa (gonoBHeHHs) Amoli Organics Private Limited, India;
3MiHM | TUMY - 3MiHa agpecu BNacHrka mactep-gaiina
3aTBEpXeHOro BUpo6HrKa Bio-gen Extracts Pvt. Ltd., India Ha
A®| XoHAPOITUHY cynbhaTt HaTpilo, Ska BXOAUTb A0 cknagy
roTOBOrO /liKapCbKoro 3acoby, nos'a3aHa 3 nepeisgom
KOpNopaTMBHOIO ohicy A0 BUPOOHMYOT AiNbHALL; 3MiHK | TUny -
3MiHa agpecu BnacHuka MmacTtep-aiina 3aTBepaKeHoro
BMpOGHMKa Bio-gen Extracts Pvt. Ltd., India Ha A®I ritoko3amiHy
cynbaT (y BArNaAi rakKosaminy cynbaty HaTpito xaopugy),
sika BXOAMTb [0 CKnagy roToBOro /likapCbKoro 3acoby, nos'sa3aHa
3 Nepei3foM KoprnopaTMBHOro odicy A0 BUPOOHUYOT AiNbHULI
npu LUbOMY BUPOGHMYA AiNbHULA Ta BCi BUPOOGHMYI onepaui
3a/IMLLIAKTBLCSA HE3MIHHUMMU; 3MiHW I TUny - BBEAEHHSA
[04aTKOBOro BUpo6HUKa A®I XOHAPOTTUHY CynbdaT HaTpito -
Jiaxing Hengjie Biopharmaceutical Co., Ltd., People’s Republic
of China
199. | PENI®® Mas3b TOB Ykpaina damap A.B.E. ABnoH peuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/3173/01/01
pekTasibHa, 2,5 "BAVIEP" MnaHT 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta dhapMakoHariaay. peyenma

mr/r no 28,41 B
Ty6i; no 1 Ty6i
pasom 3
anaikaTopom y

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHUX faHux Npo CUCTeMy
hapmakoHarnsay, 3aMiHa ynoBHOBaXeHO! 0co6Wu, BiANoBifabHOT

3a 34iicCHeHHs1 chapMakoHaraagy; KOHTakTHoOi 0cobu 3




106

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KapTOHHIA thapmakoHarnagy 3asBHUKa AN 34iicHeHHA dpapmakoHarnsgy B
Kopobui YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkauvaoym
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnsgy); 3MiHa yrnoBHOBaXeHOT 0cobu
3asBHMKa, BIANOBIAa/IbHOI 3a thapmakoHarnsg,. MNponoHosaHa
pefakuisi: BepemiioBa PeHaTta €BreHiBHa. 3MiHa KOHTaKTHMX
[aHuX YyNoBHOBaXKEHOT 0CO6U 3asBHYMKA, BifnoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iCHEHHS OCHOBHOI [isifIbHOCTI
3 dhapmakoHarnsgy. 3miHa MicLie3HaxomKeHHs1 MacTep-chaiina.
200. | PENI®® cynosuTopii TOB YkpaiHa IcTiTyTO Ae Anxeni ITania BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | Tuny - 3iHn bes UA/3173/02/01
pekTasibHI Mo 5 "BANEP" C.p.n. Lof0 6e3nekun/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs peyernma
Mr no 6 ab0 3MiHU [0 y3ara/lbHEHNX AaHuX Npo cucTemy
CynosmnTopiiB y chapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHnx npo cucTemy
na1acTUKOBOMY thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAa/IbHOI
cTpuni; no 2 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0cobu 3
cTpunn y chapmakoHarnsgy 3asBHUKa AN 3ailicHeHHs hapMakoHarnagy B
KapTOHHIW YkpaiHi, KLLO0 BOHa BifMiHHA Bif YNOBHOBaXKEHOT 0cobu,
Kopobui BiAMOBIAa/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkaouvaoum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cuctemn chapmakoHarnisgy); 3MiHa yrnoBHOBaXXEHOT 0co6U
3aABHUKA, BiAMOBIAaNbHOI 3a hapMakoHarnag,. NponoHoBaHa
pegfakuis: BepemiioBa PeHaTta €BreHiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeEHOI 0C06M 3asBHMKa, BifnoBiganbHOT 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHSI OCHOBHOI AisifIbHOCTI
3 (hapmakoHarnsgy. 3MiHa MicLLe3HaxXoKEHHs1 MacTep-daiina.
201. | PENMI®® cynosuTopii TOB YKkpaina IcTiTyTOo e Anxeni ITanis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu | Tuny - 6e3 UA/7089/01/01
AABAHC pekTasibHi No "BANEP" C.p.n. 3MiHM Wwoao0 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. peuenma
206 wmr; no 6 BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX Npo cucTemy
CynosunTopiis y hapmakoHarnsgy (BBefleHHs y3arasibHeHUX JaHnx npo cucremy
cTpuni; no 2 thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6y, BiANOBiAa/IbHOI
cTpunn y 3a 3[jlicHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHIN hapmakoHarnsgy 3asiBHuKa 405 34iliCHEeHHs hapmakoHarisgy B
ynakoBLi YKkpaiHi, SIKLLO BOHa BigMiHHA Bifi yNOBHOBaXkKeHOI 0cobu,
BiNOBiAaNbHOI 3a 34iliCHEHHA hapmakoHarnsay (Bkaoyatoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLleHHI macTep-daiina
cuctemu chapmakoHarnsgy); 3MiHa ynoBHOBaXeHOi 0cobm
3asBHUKA, BiANOBIAa/LHOI 3a thapmakoHarnsag,. MNponoHosaHa
pefakuisi: BepemiioBa PeHata €BreHiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaX€EHOI 0CO6M 3asBHKKA, BignoBiganbHOT 3a
dhapmakoHarnsg,. 3miHa Micus 34iNCHEHHA OCHOBHOT AisIbHOCTI
3 hapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHa macTep-goaiina.
202. | PENI®®YNLT | cynosuTtopii TOB YkpaiHa IcTiTyTOo e Anxeni ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/1954/01/01
PA pekTasibHi Mo 6 "BANEP" C.p.n. 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsgy. peyenma

CynosunTopiiB y

BBefeHHA a60 3MiHK A0 y3araJ/ibHeHUX gaHux npo cucTtemy

cTpuni; no 2 thapmakoHarnsgy (BBeAEHHS y3araslbHeHUX AaHux Npo CUCTEMY
cTpunu B thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAa/IbHOI
KapPTOHHI 3a 3fiicHeHHs1 hapMakoHaraaay; KOHTakTHoi ocobu 3
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Ne

Hassa

o ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Kopobui thapmakoHarnagy 3asBHUKa AN 34iicHeHHA dpapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkauvaoym
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnsgy); 3MiHa yrnoBHOBaXeHOT 0cobu
3asBHMKa, BIANOBIAa/IbHOI 3a thapmakoHarnsg,. MNponoHosaHa
pefakuisi: BepemiioBa PeHaTta €BreHiBHa. 3MiHa KOHTaKTHMX
[aHuX YyNoBHOBaXKEHOT 0CO6U 3asBHYMKA, BifnoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iCHEHHS OCHOBHOI [isifIbHOCTI
3 dhapmakoHarnsay.3MiHa MicLe3HaxomKeHHs1 MacTep-thaiina.
203. | PEHIAIb® TabneTkun, BKPUTI MAT YkpaiHa MAT Ykpaina/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3amiHu | Tuny - 3a UA/14299/01/01
N1iBKOBOIO "Kuismegnp "Kuismegnpenapar”, Monbwa 3MiHa HalilMeHyBaHHs 3asBHUKa, 6e3 3MiH y MKA /13, 6e3 3MiH B | peyernmom
060/10HKO0, N0 enapar” YkpaiHa (dhacyBaHHSA 3 IHCTPYKUIT A1 MeAUYHOro 3aCTOCyBaHHA Ta Y TEKCTI
25 mr no 10 dhopmu in bulk hipmu- MapkyBaHHs /13 (3aTBepapxkeHo: MAT "KniBmegnpenapat"”)
TabneTok B BMPO6HUKa Agamven 3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
6nicTepi; no 3 ®apma C.A., MNonbLua) "Kuismegnpenapar”
6nictepu B nauvuj CkopoyeHa HasBa MNAT "KuiBmegnpenapat”; 3miHu | Tuny - 3miHa
HaliMeHyBaHHS1 BUPOOHYKa, 6e3 3MiH y MKA /13, 6e3 3MiH B
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHA Ta 'y TeKCTi
MapkyBaHHs /13 (3aTBepaxeHo: MAT "Kuismeanpenapat");
3anponoHoBaHo:
MoBHa Ha3Ba AKLioHepHe ToBapucTBO "KuiBMegnpenapar”
CkopoyeHa HasBa AT "Kvismegnpenapart”
204. | PEHIANBb® TabneTkn, BKPUTI NAT Ykpaina MAT Ykpaina/ BHECEHHS 3MiH 4,0 pPeeCTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/14299/01/02
NNiBKOBOO "Kuismegnp "KuiBmegnpenapar”, MonbLa 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA /13, 6e3 3MiH B | peyerrmom
060/10HKOI0, N0 enapar” YkpaiHa (dpacyBaHHs 3 IHCTPYKUII 418 MeAUYHOro 3aCTOCyBaHHA Ta Y TEKCTi
50 mr no 10 doopmu in bulk doipmu- MapkyBaHHs /13 (3aTBepgkeHo: MAT "KniBmegnpenapat”)
TabneTok B BUMpOGHMKa Agamep 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
6nictepi; no 3 dapma C.A., NonbLua) "KuiBmegnpenapar”
6nicTepy B nauuj CkopoyeHa HasBa MNAT "KuiBmegnpenapat”; 3miHu | Tuny - 3miHa
HaliMeHyBaHHs BMpO6HUKa, 6e3 3MiH y MKA /13, 6e3 3MiH B
IHCTPYKLT 419 MeAMYHOro 3acTOCyBaHHS Ta y TEKCTi
MapkyBaHHs /13 (3aTBepaxeHo: MAT "KuiBmeanpenapat”);
3anponoHoBaHo:
MosHa Ha3Ba AkLjioHepHe ToBapucTBO "KuniBMmeanpenapar”
CkopoueHa HasBa NAT "Kvismegnpenapart”
205. | PMLNHOBA onia no 50 mny MAT YkpaiHa MNAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux MaTepiasii:3MiHu | TUny: 6e3 UA/9248/01/01
oniAa donakoHi; no 1 "Tanuugpap 3MiHa HaliMeHyBaHHs 3asiBHMKa, 6e3 3MiH y MKA /13, B peyenma
chnakoHy B navi M" IHCTPYKLii 4719 MeAMYHOro 3acTOCyBaHHS Ta y TeKCTi
MapkyBaHHs J13. 3anponoHoBaHo: NoBHa Ha3Ba - AKLioHepHe
ToBapucTBo "Tanmudapm"
CkopouyeHa HasBa - MAT "Tanuucapm” ; 3miHu | Tuny: 3miHa
HalilMeHyBaHHs BMPO6HUKa, 6e3 3MiH y MKSA /13, B iHCTpyKLji Ans
MEeLMYHOro 3aCTOCyBaHHA Ta Yy TEKCTi MapKyBaHHs J13.
3anponoHosaHo: [MoBHa Ha3Ba - AKLiOHepHe TOBap1CTBO
"Tanuucapm”
CkopoyeHa HasBa - MAT "lranunudapm”
206. | POMA3UK TabneTtku, BKputi | PapmauesT Monbwa dapmaueBTUYHUI Monbwa BHECEHHS 3MiH 0 peecTpaLiiHnX maTepiaiB:3miHu | Tuny - 3a UA/13299/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
N/1iBKOBOIO VNYHWI 3aBO, 3asog "Monbcapma” 3amiHa po3giny “I'padivyHe ohopMIEHHS YNakoBKU” HAa pO34il | peyenmom
060/10HKOI0, N0 "TIONIb®AP C.A. “MapkyBaHHS" B METOAaX KOHTPOJIHO SAKOCTI JliKapCbKOro 3acoby:
5 mr; no 10 MA" C.A. 3anponoHoBaHo: Po3gin “TekcT MapKyBaHHA" BignosigHo
TabneTok y 3aTBEPKEHOMY TEKCTY MapKyBaHHS
6nictepi; no 3
6nictepu B
KapTOHHIA
Kopobui
207. | POMA3UK Tabnetku, BkpuTi | dapmauesT Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3Minu | Tuny - 3a UA/13299/01/02
NNiBKOBOO VNYHWIA 3aBO, 3aBog "Monbgapma” 3amiHa po3giny “I'padpiyHe opopMNIEHHS YNakoBKN” Ha po3ain | peyernmom
060/10HKOI0, N0 "TIONIb®AP “MapKyBaHHS" B METOAaX KOHTPOJIHO SAKOCTI SliKapCbKOro 3acoby:
10 wmr; no 10 MA" C.A. 3anponoHoBaHo: Po3ain “TekcT MmapkyBaHHS“ BignosigHo
TabneTok y 3aTBEPKEHOMY TEKCTY MapKyBaHHS
6nictepi; no 3
6nictepu B
KapTOHHIA
Kopobui
208. | POMA3UK Tabnetkn, BKkputi | PapmaueBT Monbwa dapmaueBTUUHUI Monbwa BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasiB:3miHu | Tuny - 3a UA/13299/01/03
NNiBKOBOO WNYHWIA 3aBO, 3aBog "Monbgapma” 3amiHa po3giny “I'padiyHe ohopMNEHHS YNakoBKN” Ha po3ain | peyernmom
060/10HKO0, NO "TIONIb®AP C.A. “MapkyBaHHA" B MeTOAaxX KOHTPOJIIO SIKOCTI /liKapCbKOro 3acoby:
20 mr; no 10 MA" C.A. 3anponoHoBaHo: Po3gain “TekcT MapkyBaHHS“ BignosigHo
TabneTok y 3aTBEPMKEHOMY TEKCTY MapKyBaHHSA
6nictepi; no 3
6nictepu B
KapTOHHIiA
Kopooui
209. | POMA3UK Tabnetku, BkpuTi | ®apmauesT Monbwa dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:3Minu | Tuny - 3a UA/13299/01/04
NNiBKOBOO WNYHWIA 3aBOf, 3aBog "Monbgapma” 3amiHa po3giny “I'padiyHe ohopMNEHHS YNakoBKU” Ha po3ain | peyernmom
060/10HKO0, N0 "MONb®AP C.A. “MapkyBaHHA" B METOAAX KOHTPOJIIO SIKOCTi /liKapCbKOro 3acoby:
40 wmr; no 10 MA" C.A. 3anponoHoBaHo: Po3gin “TekcT MapKyBaHHA" BignosigHo
TabneTok y 3aTBEPMKEHOMY TEKCTY MapKyBaHHSA
6nictepi; no 3
6nictepu B
KapTOHHIlA
Kopoobui
210. | CANMILMNIOB pO34MH AnA MpAT YkpaiHa MpAT dapmaneBTMUHa YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/6683/02/01
A KUCNOTA 30BHILUHLOIO dapmaueBT habpuka "Biona" BHeCeHHS 3MiH A0 Cneuudikauii/MeToiB KOHTPOSIHO AKOCTI peuenma
3aCTOoCyBaHHA, nyHa nikapcbKoro 3acoby 3a nokasHukamuy «po3opicTb»,
cnupToBuin 1% thabpvka «KonbopoBicTb», «BMicT eTaHony», «MiKpo6ionoriyHa umctoTax,
no 40 mny "Biona" a came 3amiHa nocunaHb 3 AdY 1.0 Ha «itouy pefakuio» AdY.
thnakoHax; no 3MiHuM | Tuny - 3miHa fo po3giny MKA /13, a came po3gin
40 mny "INpadchiuHe ohopmeHHs" 3aMiHEHO po3aifiom

thnakoHi, no 1
donakoHy B nauuj
3 KapTOHY

"MapkyBaHHA"( BignoBigHO 0 3aTBEPKEHOIO TEKCTY
MapKyBaHHs1). OHOB/IEHHS BXe 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS! NEPBUHHOI Ta BTOPUHHOT YMakKOBKM NiKapCbKOro
3ac006y i3 3a3Ha4YeHHSAM MDKHAPOAHUX NO3HaYeHb OANHULLL
BVMIiptOBaHHSA. BBeAeHHA 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUINYCKY

3asasHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

211.

CANMEPIKC

MOPOLLIOK ANA
iHransuin,
[o30BaHuii, 50
MKr/500
MKr/fo3y, no 60
003y iHranaTopi
Ne 1

3AT "IHTENI
FEHEPUKC
HOPA"

NntBa

BWMNYyCK Hepo3dacoBaHoil
npoayKLii, nepBrHHa
ynakoBka Ta fj03Bin Ha
BMnyck cepii: LIEJIOH
DAPMA C.A., MonbLua,;
BTOPWHHA ynakoBka Ta
[03BI/NT HAa BUMYCK cepii:
LIETIOH ®APMA C.A.,
Monbwa

Monbia

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3MiHu | Tuny -
NoJiaHHA OHOBJIEHKX CEPTUDIKATIB BigNOBIAHOCTI EBpoNeickKiii
thapmakonei Ne RO-CEP 2008-117-Rev 01, Ne R1-CEP 2008-
117-Rev 00, Ne R1-CEP 2008-117-Rev 01 ans gjto4oi peqyoBuHu
Fluticasone propionate Bif BXe 3aTBepKEHOro BUpobHMKa
Farmabios SpA, ITanis; 3miHu | Tuny - NogaHHA OHOBMEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2006-093-Rev 01 ans gjtoyoi pevoBuHu Fluticasone
propionate Micronised, non-micronised Bif Bxe 3aTBEPXEHOr0
BMpo6Huka NEWCHEM S.p.A., ITanisi; 3miHu | Tuny - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
dapmakonei Ne R1-CEP 2006-093-Rev 02 ans gitlo4oi peyoBuHu
Fluticasone propionate Bif, BXe 3aTBEp)KEHOro BUPO6HMKa
NEWCHEM S.p.A., Itanis;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudlikata BignoBigHOCTI
€sponelicbkin dhapmakonei Ne RO-CEP 2011-277-Rev 02 ans
nitoyoi pevoBuHY Salmeterol xinafoate Big Bxe 3aTBepKEHOro
Bnpo6bHmka Neuland Laboratories Limited, IHgis, sk Hacnigok
3MiHa B agpeci BnacHuka CEP Ta B agpeci BUPO6HNYOI AiNsHKM
A®I; 3MiHM | TUNY - NOAaHHA OHOBJIEHUX CepTUdIKaTIB
BignoBigHOCTI €Bponeiicbkili hapmakonei Ne RO-CEP 2011-277-
Rev 03, Ne R1-CEP 2011-277-Rev 01 gns fjtoyoi pevoBuHN
Salmeterol xinafoate Big, Bxe 3aTBepAXeHOro BUpoOHUKa
Neuland Laboratories Limited, IHAis; 3MiHM | TURNY - NogaHHA
HOBOTO cepTudikaTta BignoBigHOCTI EBponelickkiii hapmakonei
Ne RO-CEP 2010-097-Rev 02 gns gitoyoi pedoBuHu Salmeterol
xinafoate Big HoBOro Bupo6Huka MELODY HEALTHCARE PVT.
LTD; 3MiHu | TUMY - NOAAHHA OHOBNEHMX cepTUdIKaTiB
BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP 2010-097-
Rev 00, R1-CEP 2010-097-Rev 01 ans Aito4oi pevoBrHN
Salmeterol xinafoate Big BXe 3aTBepAXEHOr0 BUPOGHMKA
MELODY HEALTHCARE PVT. LTD., IHgis

3a
peyenmom

UA/15556/01/01

212.

CANO®DPANDbK

rpaHyn
ractpopesncTeH
THi
NPOSIOHroBaHo!
aiino 1,5r no
2,79 r rpaHyny
naketi "'paHy-
Cr1ukc"; no 35
nakeTiB y
Kopobu,i 3
KapToHy

Ap. ®anbk
dapma
M6X

HimeyuuH
a

BignosiganbHuii 3a
BUMYCK Cepiii KIHLEBOrO
NpoaykTy Ta
anbTepHaTuBHe
BTOPUHHE MaKyBaHHA:
[p. ®anbk Papma
'm6X, HimeuunHa;
BMPOGHWMK ,030BaHOT
dopmMu, NepBuHHe,
BTOPUHHE NaKyBaHHSA Ta
KOHTPO/b AKOCTI:
No3aH ®apma M'vbeX
(HoeHbypr caiiT),

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBeEeHHS [0AATKOBOI AiNbHULI BUpOOHULTBA ANs
4yacTuHM abo BCbOro BUPOGHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (4inbHWULSA AN BTOPUHHOTO NakKyBaHHS) -
[ofaBaHHA BUpo6HUYOT AinbHuLI 13 Nlo3aH ®apma M'vb6X (B M.
Ewb6ax), Ha SKvX 34iiCHI0ETLCA BTOPUHHE NaKyBaHHS; 3MiHY |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Yy
BMPOOHUUTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHTLCSA BUMYCKY
cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO fliKapCbKoro 3acoby (3amiHa
ab0 fofaBaHHA OiNbHULI, Ha 5K 34iCHI0ETLCS
KOHTPONL/BUNPOBYBaHHSA cepil) - AofAaBaHHA BUPOGHUYOT
AinbHuui M3 NosaH ®apma Mv6X (B M. Ewwwbax), Ha skux

HimeyunHa,; 3[iICHIOETLCA KOHTPO/Ib AKOCTI; 3MiHW | TUMNY - 3MiHW 3 AKOCTI.
$ap6in Papma M'v6X, [oTOBWIA NNikapcbkuii 3aci6. KOHTPOsb fOMOMIKHUX PEYOBUH.
HimeyunHa,; 3amiHa mpKepena ogepxaHHa AONOMIKHOT peyoB/HU abo

3a
peyerimom

UA/3745/01/04
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Brpo6HWK, peakTuBy, L0 CTAHOBUTb PU3UK Nepedadi 36yaHukis ME

BiAnoBiganbHMii 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta KOHTPO/Tb
AKOCTI:

Jlo3aH ®apma M'vbeX
(Ewbax caiT),
HimeuunHa

(maTepiasny, WO CTaHOBUTL pU3UK Nnepesadi 36yaHukis N'E, Ha
mMarepian poC/IMHHOIO ab0 CMHTETUYHOTO NOXOKEHHS) - Ans
[OMOMDKHMX PEYOBWH abo peaKTuBIB, AKi He BUKOPUCTOBYIOTHCS
Yy BUPOGHULITBI aKTUBHOT pe4oBMHN 6i0/10r4YHOro/iMyHO0TYHOIO
NOXOMKEHHS, ab0 NikapCbKOro 3acoby
6i0/10rYHOr0/iMyHOMOrYHOrO MOXOAKEHHS - 3aMiHa AOMOMIKHOT
PEeYOBMHM MarHito cTeapaTy TBapMHHOTO NMOXOMAXKEHHS Ha
cTeapar MarHito poOC/IMHHOro NoxomkeHHs (100 %), 3 meTo
BUK/THOYEHHS PU3MKY nepegadi 36yaHukiB I'E; 3miHM | Tuny -
3MiHK 3 IKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTPO/b rOTOBOrO
nikapceKoro 3acoby. 3miHa napameTpiB cneyndikauii Ta/abo
[OMYyCTUMNX MEX roTOBOTO NiKapPCbKOro 3aco0by (3BYXEHHS
[ONyCTUMUX MeX) - 3MiHU A0 cneumdikalii Ha MOMEHT BUMYCKY
Ta Ha TepMiH NPMAATHOCTI 3a NOKa3HWKOM «YuctoTa», a came
3BY)XEHHSA KpUTEPIiB «IHLLI OKpeMmi cnopigHeHi peyoBuHM» 3 0,1 %
00 0,10 %, BignoBsigHO A0 KepiBHMLTBA CPMP/ICH/2738/99);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL
BUPOGHMLITBA A1 YaCTMHM abo BCbOro BUPOGHMYOTro npoLiecy
roTOBOro MiKapCbKOro 3acoby (4ibHMUA 4715 NEPBUHHOMO
nakyBaHHs) - ofaBaHHs BUPO6HUYOI AinbHWLi N3 SlozaH
dapma M'M6X ( B M. Ewbax), Ha SK1X 34iiCHI0ETLCA NEPBUHHE
nakyBaHHs; 3MiHK | Tuny - 3miHK 3 akocTi. CepTudikart
BignosigHocTi/E-cepTudikat BiANOBIAHOCTI EBPONECHKIi
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNOBIAHOCTI abo BUyYeHH: cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gna A®l; ans
BUXIAHOrO MaTepiany/peareHTy/NPoMKHOro NPoAyKTY, L0
BMKOPWCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
papmakonei) - HoBuii cepTudpikat Bi HOBOrO BUPOGHMKA
(3amiHa abo AONOBHEHHS) - NOJAHHS HOBOTO cepTudikarty
BigNoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-CEP 2004-049
Rev 03 Big HoBOro Bupo6Huka A®I Erregierre S.P.A., Italy; 3MiHK
| TMny - 3MiHK 3 AkocTi. APl BupobHuuTBo. 3MiHa BUPOGHMKa
BUWXIi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUpOoGHMYOMY npoueci A®I, abo 3miHa
BMPOGHMKa (BK/TKOYaouM, e HeobXifHO, MicLe NpoBeAeHHs
KOHTposito sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANoBiAHOCTI EBponelickbkili hapmakonei y 3aTBepaXeHoOMY
[ocbe)(BBEAEHHS HOBOI fi/TbHUL, A 3AiICHIOETLCA
MiKpOHi3auis) - foAaBaHHA caiTy MikpoHizauii ans Ad®|
Microchem S.r.l.; 3miHu | TUNY - 3MiHK 3 AKOCTI. ADI.
Brpo6HMLUTBO. 3MiHa BMPOOHUKA BYXigHOro/MpOMIKHOro
NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BK/IKOYaKoUK, e Heo6XiaHo,
MicLe NpoBefeHHs KOHTPONo skocTi) APl (3a BigcyTHOCTI
cepTuguikaTa BignoBigHOCTIi EBponeichkin hapMmakonei y
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3aTBEpAXEHOMY [0CbE)(BBEAEHHS HOBOI AiNbHULI, Ae
3[iICHI0ETLCS MIKPOHi3aLlisl) - 4oAaBaHHsA caiTy MiKpoHi3auii ans
A®I IMS S.r.l.; 3miHn | TUNY - 3MiHK 3 AKOCTI. OTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNPO6YBaHHSA rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MmiHa y 3aTBEPMKEHNX MeTofax BUNPobyBaHHS) -
3MiHM B MeTogax BunpobysaHHsa /13 3a NoKa3HKOM
«lpeHTudpikauis TUTaHy Aiokcua»», oCKifibkn MeTOAUKY
ONTUMI30BAHO Ta YHIPikOBaHO 415 YCiX A03YBaHb rpaHys; 3MiHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3MiHa y MeTofax BUNpobyBaHHs
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3MiHa y 3aTBEepAKEHUX
MeToAax BUMPOGYBaHHS) - 3MiHM B MeToAax BunpobysaHHA 13
3a NOKA3HUKOM «3a/TULLKOBI PO3UYMHHUKM», OCKINTbKM METOANKY
ONTUMI30BAHO Ta YHIPIKOBaHO 415 YCiX A03yBaHb rpaHys; 3MiHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3MiHa y MmeTofax BUNpobyBaHHs
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3MiHa y 3aTBEepAKEHUX
MeToAax BUMPOGyBaHHS) - 3MiHM B MeToAax BunpobysaHHsA 13
3a NokasHUKoM «MBUY», OCKiflbk METOAVKY ONTUMI30BaHO Ta
YHichikoBaHO 1S YCiX f03YBaHb rpaHy; 3MiHW | Tuny - 3miHu 3
SKocTi. [oTOBMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNpo6yBaHHS) - 3MiHU B MeTogax BunpobysaHHs /13 3a
NoKa3HUKOM «BUBINIbHEHHSA [il0HOT PeYOBUHWN», OCKINbKM
MeTOAMKY ONTUMI30BaHO Ta YHithikoBaHO s ycix A03yBaHb
rpaHy”n; 3MiHu | Tuny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKnii 3acib.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS TOTOBOTO JIiKAPCbLKOro 3acoby (He3HayHa 3MiHa y
3aTBEpKEHNX MeToAax BUNpobyBaHHs) - «BmicT 5-
amMiHocaniunnoBOIKNCAOTU»/«UNCTOTa», OCKI/IbKN METOANKY
ONTMMI30BaHO Ta YHihikoBaHO A4/151 YCiX A03yBaHb rPaHyn

213.

CANbBYTAM
on

aeposo0/b Ans
iHransuiin,
[o30BaHuit, 100
MKr/go3y; 1
6anoH 3
[03y04nm
KnanaHom Ha
200 po3y
Kopobu,i 3
KapTOHY

nakcoCmit
Knsiin
Ekcnopt
Nimiten

Benuka
BpuTaHis

nakco Bennkom
MNpoaakwH

PpaHuin

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3MiHu | Tuny -
OHOBJIEHHS P.3.2.P.7. CcTeMa KoHTelHep/3aKynopoBasibHUIA
3acib, a came oHoBneHHs Kogekce FDA y depepanbHux
pernameHTax Lono ytopononiMmepy nonireTpaddTopeTuieHy
(PTFE), siKnit BUKOPUCTOBYETLCS AJ151 MOKPUTTS HAHOK: 3MiHM |
™ny -

OHOBJIEHHS p.3.2.P.7. CrcTemMa koHTelHep/ 3aKynoptoBasibHUI
3acib, a came BUAANEHHSI TECTY «TUCK Ha po3puB» («burst
pressure») As1s KOMMOHeHTa iHransaTopy. OcKinbku
BUMPOBYBaHHA TUCKOM Ha Po3puB biflbLue He NOTPiGHO Ans
aepo30iB 3rigHO IHCTPYKLiT MiXHapoAHOI opraHiszauii LuBinbHOT
aBiauii oa0 nepeBe3eHHs HebesneyHnx BaHTaxiB (IP7A/IP7B);
3MiHu | TUNY - OHOBJ/IEHHA p. 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBasibHWi 3aci6, a camMme OHOB/IEHHSI HA3BM
KnanaHa 3 Valois DF60 Ha DF60 (BuganeHHs Ha3su

3a
peyenmom

UA/2032/01/01
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
noctavasibHuka «Valois» 3 Ha3Bu knanaHa (DF60) yepes 3miHy
HaliMeHyBaHHS IOPUANYHOT 0COGM A8 NocTavasibHUKa KnanaHis
MDI 3 Valois SAS Ha Aptar France SAS, 6e3 3MiHu
noctavyasibHuKa).
214. | CEQABIT® pO34nH MAT YkpaiHa MAT "Tanuucpapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 6e3 UA/8992/01/01
opasibHWi1 no "rannudap 3miHa Has3Bu BUpo6HMKa 13, 6e3 3miH y MKA /13, 6e3 3miH B peyenma
100 mny M" IHCTPYKUIT A1 MeAUYHOro 3aCTOCyBaHHA Ta Y TEKCTI
CKnsiHomy abo MapKyBaHHs ynakoBku J13. MNMoBHa Ha3Ba AKLiioHepHe
nosiMepHoMy ToBapucTBo "Tanmudapm” CkopoueHa Hassa MAT "Tanmugapm”
dhnakoHi; no 1
donakoHy y 3MiHK | TUny - 3MiHa HaliMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA
nauui; no 100 N3; 3anponoHoBaHo: MoBHa Ha3Ba AKL,iOHEpHE TOBapMCTBO
My CKNSHIN Fannudpapm” CkopoyeHa Hassa MAT " Manuudapm”
6aHui; no 1
6aHuj B navuj;
no 200 mny
CKNSAHOMY
donakoHi; no 1
h1aKoHy y naYui
215. | CEQABIT® po34nH MAT Ykpaina MAT "Fanuudpapm" Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianiB:3miHW | Tuny - 6es UA/9515/01/01
OopasibHWiA in "Tanmugpap 3MiHa Ha3Bu BUpobHuKa /13, 6e3 3MiH y MKHA /13, 6e3 3MiH B peyenma
bulk: no 100 mn M" IHCTPYKUIT A1 MeAUYHOro 3aCTOCYBaHHA Ta Y TEKCTI
y CKnsiHomy a6o MapKyBaHHS ynakosku J13. MNosHa Ha3Ba AKLiOHepHe
noslimepHoMy ToBapucTeo "Tanmucapm” CkopoueHa Hassa MAT "Tanmudapm”
donakoHi; no 48
h1aKkoHiB y 3MiHu | TNy - 3MiHa HaliMeHyBaHHA 3asBHWKa, 6e3 3MiH y MKA
Kopoo6i N3; 3anponoHoBaHo: NoBHa Ha3Ba AKL,iOHEpHE TOBapnCTBO
KapTOHHOMY; in Fannudpapm” CkopoyeHa Hassa MAT " Manuudapm”
bulk: no 100 mn
Y CK/ISHIW GaHL;
no 48 6aHoK y
KOpoo6i
KapTOHHOMY
216. | COOA- pO34uH Ans TOB "HOpis- YkpaiHa TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasliB:TeXHIYHA MOMUIKa 3a UA/5656/01/01
BY®PEP® iHCDy3ilt 42 Papm” - B 3aTBEPKEHIli KOPOTKIl XxapakTepucTuLi Nnikapcbkoro 3acoby | peyenmom
mr/mn, no 20 mn,
a6o no 50 mn,
a6o no 100 mn,
a6o no 200 mn,
a6o no 400 mny
nAsLWwKax
CKNAHNX
217. | CONOAOKn cupon no 100 ry MpAT Ykpaina MpAT ®apmaueBTUYHA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/11622/01/01
KOPEHA CKNSAHMX abo PapmaueBT abpuka "Biona" OHOBJIEHHA BXe 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS NePBUHHOI | peyenma
cupon noniMmepHmx nyHa Ta BTOPVHHOI ynakoBku /13 (BHECEHHS NO3HAaYeHb OAVHULb
thnakoHax; no habpuka BMMIPIOBaHHS, 3 BUKOPUCTaHHSAM MiTep NaTUHCLKOro andasiTy,
100ry "Biona" TOLLO); BHECEHHS 3MiH [0 po3giny “MapkyBaHHsA" MKA /13:

CKnsiHomy abo

3anponoHoBaHo: MapkyBaHHs 3rifiHO 3aTBEPAKEHOr0 TEKCTY
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noniMmepHomy
thnakoHi; no 1
hnakoHy pasom
3 MipHOI0
NoXkoto abo
MipHUM
CTakaH4MKoM B
nadui; no 200 ry
CKNSAHNX
thnakoHax; no
200ry
CKNISIHOMY
thnakoHi; no 1
hnakoHy pasom
3 MipHOIO
NOXKOI0 abo
MipHUM
CTakaH4MKOM B
nauuj; mo 200 ry
noniMepHuX
hnakoHax
YKynopeHux
KPWLLIKOIO 3
Hacafkoto Ta
6e3 Hacafku; no
200ry
nonimepHomy
thnakoHi; no 1
hnakoHy
yKynopeHomy
KPWLLIKOIO 3
Hacagkoto Ta
6e3 Hacaaku
pa3oM 3 MipHOI0
NoXkoto abo
MipHUM
CTakaH4MKoM B
nayui

MapKyBaHHs1. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPXKEHHS

218.

COTANON
CAHJ03®

Tabnetkv no 40
Mmr o 10
Tabnetok y
6nictepi; no 5
6nicTtepiB y
KapTOHHIlA
Kopobu,i

CaHpo3
PapmacboTi
Kans a.4.

CnoBeHisa

Cantotac dapma 'mM6X,
HimeuunHa
(BUPOGHMLTBO 3a
MOBHUM LK/TOM)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaliiiHux maTtepianis:3Minu | Tuny -
3MiHa po3Mmipy cepii (BK/IOYatoum giana3oH po3Mipy cepir)
roTOBOro NikapcbKoro 3acoby - BHECEHHS 3MiH 40 po3ziny
3.2.P.3.2,; 3MiHM | TUNY - 3MiHa y MeToAax BUNpPobyBaHHSA

roTOBOrO NiKapPCbKOro 3acoby (He3HauHa 3MiHa y 3aTBepKeHNX
MeToAax BUNpobyBaHHS)

3a
peyerimom

UA/4449/01/01

219.

COTANon
CAHAO3®

Tabnetku no 80
mr o 10
TabneTok y

CaHpo3
dapmacbHoTi
Kans3 g.4.

CnoBeHisa

Cantotac ®apma M'm6X,
HimeuunHa
(BMPOGHMLTBO 3a

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny -
3MiHa y MeTofax BUnpobyBaHHs roTOBOro NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MEeToAax BUNPOOYBaHHS)

3a
peyenmom

UA/4449/01/02
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
6nicTepi; no 5 NMOBHUM LUK/IOM)
6nictepiB y
KapTOHHIW
Kopo6u,i
220. | COTANON Tabnetku no 160 CaHpo3 CnoBeHisn Nex C.A., Monba Monbwa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/4449/01/03
CAHAO3® Mmr o 10 dapmacbioTi (nepBuHHE | BTOPUHHE HimeuunHa 3MiHa y MeTogax BunpobyBaHHSA rOTOBOrO /iKapCbKoro 3acoby | peyernmom
TabneToky Kans a.4. nakyBaHHS, BUMycCK cepii (He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX BUNPOGYBaHHS)
6nictepi; no 5 (ans 160 wmr)); CanoTtac
6nictepiB y dapma NvbX,
KapTOHHIiA HimeuunHa
Kopobui (BUPOGHMLTBO 3a
NMOBHUM LIK/IOM)
221. | CNUPT pO34uH Ans MpAT Ykpaina MpAT ®apmaueBTUyHA Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3aMiHu | Tuny - 6e3 UA/8343/01/01
KAM®OPHWIA | 30BHilLHLOMO PapmavueBT habpuka "Biona" BHeCeHHs 3MiH A0 Cneuudikauii/MeTo4iB KOHTPOSIHO AKOCTI peyenma
3aCToCyBaHHs NyHa NiKapCbKoro 3acoby 3a NokasHUKOM «MikpoGiosioriyHa YncToTax,
10 %, habpuka a came 3amiHa nocunaHb 3 Y 1.0 Ha «gitouy pefakuio» AdY;
CNMPTOBWIA MO "Biona" 3MiHU | TUMY - OHOBNEHHSA BXe 3aTBEPKEHOIO TEKCTY
40 mny MapKyBaHHS1 NEPBMHHOT Ta BTOPVMHHOI YNaKoBKM JTiKapCbKOro
donakoHax 3aco0y i3 3a3HaYeHHAM MiKHAPOAHMX NO3HAaYeHb OAMHULb
CKNSAHUX abo BMMIpIOBaHHS, 3aMiHa rpadiuyHoro ohopmaeHHs NEPBUHHOI Ta
noniMepHux; no BTOPVHHOI YNaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
40 Mn 'y pnakoHi BignoBigHMMM 3MiHaMun Ao po3ginis MKA /13 (po3ain «IpaciyHe
CKNsAHOMY ab0o othopMNeHHs» 3aMiHeHO po3ainom «MapkysaHHA»( BignosigHo
noniMepHoMmy; [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS)). BBefileHHs 3MiH
no 1 cpnakoHy B NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS
nayui 3 KapToHy
222. | CNUPT pO34uH AnA MpAT YkpaiHa MpAT dapmaneBTMUHA YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:3Minu | Tuny - 6e3 UA/6546/01/01
MYPALLUVNHNA 30BHILUHLOrO dapmaueBT thabpuka "Biona" BHeCeHHS 3MiH 10 Cneuudikauii/MeToiB KOHTPOSIHO AKOCTI peuenma
n 3acTocyBaHHA nyHa niKkapcbKoro 3acoby 3a nokasHukamu «lpo30opicTb»,
CNMPTOBMIA NO habpvka «KonbopoBicTb», «BMicT eTaHony», «MiKpoGionoriyHa umcToTa»,
40 mn a6o 50 "Biona" a came 3amiHa nocuniaHb 3 PY 1.0 Ha «gitody pegakuio» ADY;
My chnakoHax; 3MiHM | TUNy - 3amMiHa rpaciyHoro ohoOpMIEHHS NEPBUHHOI Ta
no 40 mn a6o 50 BTOPMHHOI YNakoBOK Ha TEKCT MapKyBaHHs yNakoBOK 3
M1y ¢pnakoHi; BignoBigHMMM 3MiHaMun Ao po3ginis MKA /13 (po3ain «IpacivHe
no 1 donakoHy B 0hopMNEHHS>» 3aMiHEHO po3AinomM «MapkyBaHHs»( 3rigHo
nautii 3 KapToHy 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHs)). OHOB/IEHHA BXe
3aTBEPKEHOrO TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHAM MiXXHapPOAHWX
Nno3Ha4yeHb OAVHWLE BUMIPIOBaHHA. BBeeHHs 3MiH NnpoTsarom 6-
TU MiCALIB Nic/a 3aTBepAKEHHS
223. | CTPE3AM® Kancynu no 50 BIOKOAEKC PpaHuin BIOKOJEKC PpaHuin BHECEHHS 3MiH 40 peecTpaliinHux maTepianis:MiHu | Tuny - 3a UA/2787/01/01
Mr; no 12 kancyn 3MmiHun Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay. peyenmom

y 6nictepi, no 5
6nictepiB y
nadui; no 20
Kancyny
6nictepi, no 3
6nicTepn y nayuj

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
chapmakoHarnsgy (BBeEeHHs y3arasilbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6w, BiANOBIAa/IbHOI

3a 3gilicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnagy 3asBHuka Ans 3aiicHeHHa dapmakoHarnsagy B
YKpaiHi, AKW0 BOHA BiAMiHHA Bif, yNOBHOBa)XeHQI 0cobu,
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
BiAMNOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsgy (Bkaovaoum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-thaiina
cucTemu chapmakoHarnagy); 3miHa KOHTakTHOI 0cobu
YNOBHOB&XEHOI 0CO6YM 3asBHVIKA, BiANOBigaIbHOT 3a 34iACHEHHS
hapmakoHarnagy B YkpaiHi: MponoHoBaHa pejakuis:
LLknapesuy Irop OnekcaHApoBnY. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHUKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHA dapMakoHarnsay B Ykpaii.
224. | TAQANA®IN MOPOLLIOK TOB "®K Ykpaina KbtoiHrgao MxiHcbeHr Kutaii BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHa 3asBHMKA - UA/16481/01/01
(cybeTaHuis) y "BIOTEK" dapmaceyrTikasc Ko., (BNacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3
noaBiliHMX nra. Big 23.07.2015 Ne 460)
nonieTueHoBmx
MilLKax gns
hapmaLeBTUYHO
0 3aCTOCYBaHHS
225. | TECANIH TabneTku, BKpUTI Amakca Benuka BMPOGHULITBO 32 NMOBHUM LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17262/01/0
NiBKOBOIO Papmva 1T BpuTtaHis LMK/IOM: AAMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0; N0 Makc Liennep 3boHe AT, 3as1BHMKa (B/1acHMKa peecTpaLiiiHoro noceig4yeHHs). 3miHa
10 TabneTok y LBeiiLapis; BHOCUTLCSA Y 3B’A3KY 3i 3MiHOO OPUANYHOT aZpecy 3asiBHUKa
6nicTepi; no 2 nepBrHHE NakyBaHHA Amakca ®apma /1T,
abo 6 6nictepiB (thacyBaHHs1), BTOpUHHE TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicauiB nicas
Y KapTOHHii nakyBaHHs, 3aTBEPKEHHSA. 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
KopooLi MapKyBaHHS: HaliMeHyBaHHS Ta/abo afpecy MicusA NPOBaMXXEHHS Ais/IbHOCTI
Coro dnopgic BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
IHTepHeLwwHN BK/IOMAK0UM AiNbHULI BUNYCKy cepil abo micue npoBeaeHHs
Csit3epneHg CA, KOHTPO/IO SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBiAae
LLiBeliLapis; BMPOGHUK/IMMOPTEpP, HE BK/IOUAKOUM BUMYCK Cepii).
KOHTPO/b SIKOCTi: 3MiHa BHOCUTLCSA Y 3B’A3KY 3i 3MiHOK OQRILLifHOT Ha3BU
Na6op UonniHrep Al, BMPOGHMYOT AibHAL, LLO BigNOBigae 3a NEPBUHHE NaKyBaHHSA
LLiBeliLapis; (dpacyBaHHs), BTOPMHHE NakKyBaHHS Ta MapKyBaHHsI, 6€3 3MiHU
KOHTPO/b SIKOCTI: Micusa BUPO6HMLTBA.
IHTepnabop benn Arl,
LLIBeliyapis
226. | TETPALUUKAI | masb ouHa, 1%, mn Ykpaina TOB "Apnimes” Pecny6nika BHECEHHS 3MiH [JO peecTpaLiiiHnx MmaTepianiB:TeXHIYHa NoMusIKa 3a UA/17541/01/01
H no 3ry Ty6i, no "rNELEKC" BipmeHis y po3gini "Crocib 3acTocyBaHHA Ta A03W" - BUTyYeHO NyHKT : "1. | peyernmom
11y6i B [10 NnepLuoro BiAKPUTTSA 3aXMCHa CTPiYKa MK KOBMAYKOM i
KapTOHHIiA navui TIOOMKOM MOBMHHA BYTU LiTICHOI." OCKiNbKY Taka iHchopmavis He
MicTuach B MaTepianiax peecTpauiiHoro 4OCbE, HaAaHVX nNpu
peecTpadii nikapcbkoro 3acoby
227. | TONIENCK Tabnetkn, Bkputi | ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTepianiB:3miHu | Tuny - 3a UA/9762/01/01
H 100 NNiBKOBOO 3 06MEXeHOH 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEANYHOro 3aCTOCyBaHHS peyenmom
060/10HKOIO MO 06MeXeHO BiAgNoBigasIbHICTIO niKkapcbkoro 3acoby Ao posainy "MobivHi peakwii" BignosigHO A0
100 mr no 10 BiANoBigasb "®apmaueBTnyHa OHOB/IEHOI iHhopMaLii 3 6e3nekn 3acTocyBaHHs Aitoyol
Tabnetoky HicTI0 KoMmnaHis "310poB'a”, peyoBUHM
6nictepi; no 3 "®apmaueBT YkpaiHa (Bci cTagii
6nictepu B nyHa BMPOGHMLITBA, KOHTPOSIb
KapPTOHHIl KoMnaHis SIKOCTi, BUNycK cepii);
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Kopobui "3popos'a” ToBapucTBoO 3
obmexeHolo
BiANOBIAA/TbHICTIO
"®APMEKC IPy1",
YkpaiHa (Bci cTagii
BMPOGHMLITBA, KOHTPOSIb
SIKOCTI)
228. | TONIMENCKH Tabnetkn, Bkputi | ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/9762/01/02
H 25 NAiBKOBOO 3 06MEXEHO 3MiHM [0 IHCTPYKLiT 415 MeAUUYHOro 3aCToCyBaHHS NiKapcbkoro | peyenmom
060/10HKOI0 MO 06MEeXeHO BiANOBIgANbHICTIO 3acoby Ao po3giny “MNo6iyHi peakuii” BiANOBIAHO 4O OHOBAEHOT
25 mr no 10 Bignosiganb "®apmaueBTUYHa iHchopMawLii 3 6e3nekn 3acToCyBaHHA Ait040i pevyoBUHU
Tabnetok y HiCTI0 KomnaHis "3g0pos'a”,
6nicTepi; no 3 "PapmaueBT YkpaiHa (Bci cTagii
6nictepu B MyHa BMPOBOHULTBA, KOHTPO/Ib
KapTOHHIW KOMMaHis AKOCTI, BUNYCK cepil);
Kopobui "3p0pos'a” ToBapucTBO 3
obmexeHolo
BiANOBIAA/TIbHICTIO
"®APMEKC IPYy1",
YkpaiHa (Bci cTagii
BMPOGHMLITBA, KOHTPOSIb
SAKOCTI)
229. | TONIENCK Tabnetku, Bkputi | ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/9762/01/03
H 50 NNiBKOBOIO 3 06MEXEHOI0 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEeJNYHOro 3aCTOCyBaHHS peyernmom
060/10HKOI0 NO o6MexeHo BiANoBigasIbHICTIO nikapcbKkoro 3acoby Ao po3ainy "lMNo6iyHi peakuii” BiaNoBigHO A0
50 mr no 10 BiAnoBigasb "dapmMaLeBTnYHa OHOB/IEHOI iHdhopMaLlii 3 6e3nekn 3acTocyBaHHsA Aitoyol
Tabnetok y HiCTIO KoMnaHis "3gopos's”, peYoBUHN
6nicTepi; no 3 "®PapmaueBT YkpaiHa (Bci cTagii
6nictepu B nyHa BMPOGHULITBA, KOHTPOS1b
KapTOHHIN KOMMaHisi SIKOCTi, BUNyCK cepii);
KopoobLi "3p0poB'a” ToBapucTBo 3
06MEXEHOI0
BiAgNOBiga/IbHICTIO
"®APMEKC I'PY1",
YkpaiHa (Bci cTagii
BUMPOGHMLITBA, KOHTPO/1b
SAKOCTI)
230. | TPEHAKCA TabneTkun, BKpUTI Makneopc IHAis Makneogc IHAis BHECEHHS 3MiH [0 peecTpayiiiHnux maTtepianis:3MiHu Il Tuny - 3a UA/10181/01/01
250 060/10HKO0, MO dapmacbioT dapmacbloTuKaic BBe/leHHs 40AaTKOBOro BUpobHuKa APl - Changzhou Yinsheng | peyenmom
250 mr; no 6 nkanc NimiTeq Pharmaceutical Co., Ltd., China
Tabnetoky Nimiteq
cTpwni; no 2
cTpunu B
KapTOHHiiA
Kopobui
231. | TPEHAKCA TabneTku, BKPUTI Makneopc IHAis Makneopc IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3amiHu Il Tuny - 3a UA/10181/01/02
500 060/10HKO0, N0 dapmacboT PapmacboTUKanc BBeJEHHs fogaTkosoro supobHuka APl - Changzhou Yinsheng | peyenmom
500 mr; no 6 nKanc NimiTeq
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
Tabnetoky Niviten Pharmaceutical Co., Ltd., China
cTpwuni; no 2
cTpunu B
KapTOHHIA
Kopobui
232. | TPECIBA® pO34uH ans A/T HoBo [Janis Brpo6HMLTBO, Nanis/ BHECEHHS 3MiH 40 peecTpaLiiHux maTepiasis: 3miHu | Tuny - 3a UA/14264/01/01
®NEKCTAYUY® | iH'ekuiii, 100 Hopgaick HanoBHEHHS B NePBUHHY PpaHuin AZMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
Of/mn; no 3 mn yrNakoBKy Ta KOHTPO/b MiCLLA MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
y KapTpuaxi, 6asky. BignosiganobHuii nNikapcbKoro 3acoby, BKIOUaUN AiNbHNLi BUNYCKY cepii abo
AKWIA MiCTUTbCSA 3a BUMYCK: MicLie NPOBeAEHHSA KOHTPOJIHO AKOCTI. (LiSANIbHICTb, 3a AKY
y baraTono30Bii A/T Hoso Hopgick, BiANOBIAA€e BUPOGHMK/IMNOPTEP, BK/OUAKOUM BUMYCK CEPIid) -
ofHOpa3oBili [NaHis; 3MiHa agpecu BupobHuka 13 A/T Hoso Hopaick, Aanis,
LUMPUL-PYYLi; NO Bnpo6HuuTBO, BiINOBIAA/IbHOTO 38 BUPOOHWLTBO, HANMOBHEHHS B NEPBUHHY
la6bono5 HanoBHEHHS B NEPBUHHY ynakoBKy Ta KOHTPo/b 6anky. BignosigansHoro 3a Bunyck, 6e3
LLNPUL-PYYOK Y YMNaKoBKy Ta KOHTPO/Ib 3MiHV Micus BUpO6HULTBA. BBEAEHHS 3MiH NPOTAroM 6-Tn
KapTOHHIA 6asnky. MiCALiB NiC/A 3aTBEPAXKEHHS.
Kopobui KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPWHHE MakKyBaHHSA
roTOBOrO NPOAYKTY.
KoHTponb skocTi 6asnky
roTOBOrO NPOAYKTY Ta
KiHLLeBOro rotToBoro
NpPoAyKTY:
A/T Hoso Hopgick,
[aHis;
MapkyBaHHA Ta
BTOPWHHE MakKyBaHHSA
roTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
JaHis;
HoBo Hopgick
MpogatokeboH CAC,
DdpaHuis
233. | TPOKCEBEH renb, no40ry MpAT Ykpaina MpAT ®apmaueBTUyHaA Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3mMiHn | Tuny - 6es UA/7201/01/01
on Ty6ax; no40ry dapmaueBT thabpuka "Biona" BHeCeHHs 3MiH 4o Cneyudikauii/MeTogiB KOHTPOSIO AKOCTI peyenma
Ty6i, no 1 Ty6i B nN4yHa nikapcbKoro 3acoby 3a nokasHukamy «OAHOPIAHICTb», «pH»,
nauuj 3 KapToHy habpuka «Mikpob6ionoriyHa ynctota», «KisibkicHe BU3HaYeHHs», a came
"Biona" 3amiHa nocunaHb 3 AdY 1.0 Ha «gitouy pegakuio» AdY;

3MiHW | TUMY - OHOB/IEHHS BXE 3aTBEPAKEHOTO TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT YNakKoBKU iKapCbKOro
3aco0y i3 3a3HaYEHHAM MKHAPOAHMX NO3HAYeHb OAUHULL
BMMIpIOBaHHA. 3amiHa rpadiyHoro ohopmMsIeHHs NEPBUHHOT Ta
BTOPUHHOI YNakoBOK Ha TEKCT MapKyBaHHS yNaKkoBOK 3
BigNoBiAHMMM 3MiHaMK A0 po3ginie MKA /13 (po3ain «IpaciuHe
ohopMNEHHS» 3aMiHEHO po3ainom «MapkyBaHHs» ( BignosigHo
[0 3aTBEPKEHOr0 TEKCTY MapKyBaHHs)). BBefeHHs 3MiH
NpoTSArom 6-Tv MicsILiB Mic/si 3aTBEPAKEHHS
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
234. | TPOKCErEN renb 2 %, no 40 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/1083/01/01
b® ryTy6i;nol "Kuismegnp "Knismegnpenapar” 3MiHa HalilMeHyBaHHs BUPOOHNKa, 6e3 3MiH y MeToAax KOHTPO | peyenma
Ty6i y nauyj i3 enapar” SIKOCTi JTiKapCbKOro 3acoby, IHCTPYKLUiT 4719 MegnYHOro
KapTOHY 3aCTOCyBaHHS, TEKCTIi MapKyBaHHA 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTeo "KuiBMegnpenapatr” CkopoyeHa
Ha3sa MNAT "KvuiBmegnpenapat”.; 3MiHu | TURy - 3miHa
HaliMeHyBaHHs 3asiBHVKa, 6e3 3MiH y MeTofax KOHTPO/IO AKOCTI
nikapcbkoro 3acoby; 3anponoHoBaHo: MNMoBHa Ha3Ba AKLiOHepHe
ToBapucTeo "Kuismegnpenapar" CkopoyeHa Ha3sa MAT
"KviBmegnpenapat”.
235. | TYBEPKYNIH po3uuH ans TOB YkpaiHa TOB "/ITOM'EP Ykpaina/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3amiHu | Tuny - 3a UA/16762/01/01
nna rT 23 iH'exuin 2 TO/0,1 "llom'ep PAPMA", YKpaiHa [Janis [ofaBaHHA aslbTEpHATUBHOrO BMPOGHUKa wnpuuis Vogt Medical | peyenmom
SSI m; no 1,5 mn dapma” (BUpPOOHMLTBO 3 Vertrieb GmbH, Germany (®ort Megikan ®eptpi6 MM6X,
po3uunHy (15 nakyBaHHs in bulk HimeyunHa), L0 NOCTaBAATLCA B KOMMEKTI 3 NiKapCbKnM
[003) Yy (hNakoHi; ipmn-BnpobHuKa Ei 3acobom.
no 10 chnakoHiB [xein BakumHec EI/Ec,
Y KOHTYpHil [LaHis)
YapyHKOBIl
ynakoBLji abo
6€e3 KOHTYpHOT
yapyHKoBOT
yNaKkoBKu Yy
KapTOHHIlA
Kopob6ui; no 1,5
MJ1 PO34unHy (15
[003) y (hNakoHi;
no 1 dpnakoHy y
KommnnekTi 3 15
wnpruamm y
KOHTYPHIi
YapyHKOBIl
ynakosLi abo
6€3 KOHTYpHOI
YapyHKOBOI
yNakoBKu Yy
KapTOHHIW
KopooL;
236. | YKPNIB® cycneHsis TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/11750/02/01
opasibHa, 250 "KYCYM AOMIHICTpaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHWYOT GiNTbHULL peuenmom
Mmr/5 M, no 200 PAPM" (Brrovaroum ginbHuui Ans A®l, npoMixXHOro NpoaykTy abo

My haKoHi;
no 1 chrnakoHy
pasom 3 MipHOK
NIOXEYKOK y
KapTOHHIN
ynakosui; no 30
M1y ¢hnakoHi;
no 1 chsiakoHy

roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHsi, BAPOOHMKa, BigNOBIigaIbHOrO 3a BUNYCK Cepiit, Micue
NpoBeLEHHS KOHTPO/THO cepil) abo nocTavasnbHKKa BUXIiAHOTO
MaTepiany, peareHTy abo fOMOMDKHOI peHOBUHM (SKLLO
3a3HayeHo Yy OCbE) - BUTYyUYEHHST BUpobHMKa A®I Prodotti
Chimici E Alimentari S.p.A., Italy; 3miHu | TUnY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. Onuc Ta cknag, (iHLWi 3MiHK) - 3MiHK
BHOCATLCS Y 3B'A3KY 3 NPMBEAEHHSAM Ha3BM AOMOMDKHOT
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
pa3oM 3 MipHOI0 PEYOBUHM — LLe/TH01031 MIKPOKPUCTa/TIYHOI A0 MaTepianis
NOXEUKOL0 Y BUPOGHMKA, & caMe 3a3HauyeHHs AK - Lienonosa
KapTOHHIN MiKpOKpMCTaslivyHa - HaTpito KapOOKCMMETUILEN0I03a
ynakosLi; no 40 (BBeggeHHs 3MiH MPOTAroM 6-TW MicALiB Nicns 3aTBEPOKEHHS);
My 6aHuj; no 1 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6.
6aHuj y CuncTemMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa y
KapTOHHIA NepBWHHIl yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tun
ynakoBLi pa3om KOHTeliHepa abo fofaBaHHsi HOBOrO KOHTeliHepa) - TBepai, M'siki
3 MipHOIO Ta HecTepunbHI pigki nikapcbki hopmy - foAaBaHHs HOBOTO BUAY
TIOXEYUKO KOHTeliHepa, a came- 6aHka 06’emom 40 M (BBefeHHS 3MiH
NPOTAroM 6-TW MiICALIB NICNA 3aTBEPLAXKEHHS); 3MiHW | TNy -
3MiHK 3 SKOCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpKEHNX MeToax
BMNPOOGYBaHHSA) - He3HayHa 3MiHa y metoauui «KinbkicHe
BU3HAYEHHS», & Came BHECEeHHS npurotyeaHHa 0,05M
docchaTHoro 6ychepHoro po3uuHy pH 6,5 ans pyxomoi gasu
NPy BUKOHaHHI TeCTy
237. | YPEOTON Masb 12%; no Oepmachbapm | HimeyunH mi6e Mmb6X HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3MiHu | Tuny - 6e3 UA/11751/01/01
50 r a6o no 100 Al a ApuHaiimiTTens 3MiHUW, NOB'A3aHi 3 HeOOXIAHICTIO NPMBELEHHA Y BIANOBIAHICTL A0 | peyenma
ryTy6i;nol MoHorpadii JdY abo €sponeiicbkoi thapmakonei, abo iHWOoi
Ty6i B KQPTOHHIA HauioHasIbHOT hapmakornel gepxasun €C; MNpuBeaeHHA
Kopobui cneuudikayii 4ONOMKHOI peYOBMHYM BiCK MiKpOKpUCTaniuyHmii Ao
noTo4Hoi Bepcii DAC; 3MiHM | TURY - 3MiHa y MeTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby - He3HauHi 3MiHW Y
NPUroTyBaHHi BUNPOBYBaHOro Po34nHy y MeToAi igeHTudikauit
CeYOBUHW; HE3HaYHI 3MiHN Y MPUrOTYBaHHI BUNPOByBaHOro
PO34MHY Y METO/ Ki/IbKICHOrO BU3HAY€HHS CEYOBUHU
238. | YPOJIECAH® | kpanni opasbHi MAT Ykpaina MAT "Fanuudpapm" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis:3amiHun | Tuny: 6es UA/2727/02/01
no25mvmny "Tanmudpap 3MiHa HaliMeHyBaHHS 3asiBHMKa, 6e3 3MiH y MKA /13, B peyenma
hNaKoHi- M" IHCTPYKUIT A1 MeAUYHOro 3aCTOCYBaHHA Ta Y TEKCTI
KpanesnbHuLi, no MapkyBaHHs J13. 3anponoHoBaHo: MNoBHa Ha3Ba - AKLioOHepHe
1 conakoHy- ToBapucTBO "Tannmudapm” CkopoyeHa Hassa - MAT
KpanesnbHULi B "Tanuucapm"
nauuj; no 25 mn 3MiHK | TUNY: 3MiHa HaliMeHyBaHHS BUPOOHWKa, 6e3 3MiH y MKA
y thnakoHi- N3, B iHCTPYKUiT 4151 MEANYHOIO 3aCTOCYBaHHSA Ta 'y TEKCTI
KpanesibHuLj, MapKyBaHHs J13. 3anponoHoBaHo: NoBHa Ha3Ba - AKLioHepHe
3aKpuTomy ToBapucTBO "Tanuudapm" CkopoyeHa Hassa - MAT
KPWLLKOIO 3 "Tanmudgpapm”
KOHTpOsieM
nepLuoro
po3kpuTTA, no 1
hnakoHy-
KpanesnbHuLi B
nayui
239. | YPOJIECAH® | kpanni opanbHi MAT YkpaiHa MNAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasi:3MiHu | TUny: 6e3 UA/9517/01/01
in bulk: no 25 mn "Tanuudpap 3MiHa HaliMeHyBaHHs 3asiBHMKa, 6e3 3MiH y MKA /13, B peyenma
y thnakoHi- m" iHCTPYKUIi AN MeANYHOro 3aCTOCYBaHHA Ta Y TEKCTi
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
KpanesnbHuL,i MapkyBaHHs J13. 3anponoHosaHo: MNoBHa Ha3Ba - AKLiOHepHe
abono 25 mny ToBapucTBO "lanuugapm” CkopoyeHa Hassa - MAT
hnakoHi- "Tannudapm”
KpanesnbHuULi, 3MiHM | TUMY: 3MiHa HaliMeHyBaHHS BUPOOHUKa, 6e3 3mMiH y MKA
3aKpuTomy N3, B IHCTPYKLUIT 415 MEAVYHOIO 3aCTOCYBaHHSA Ta Y TEKCTI
KPWLLIKOIO 3 MapkKyBaHHs J13. 3anponoHoBaHo: MNoBHa Ha3Ba - AKLiOHEepHe
KOHTpO/1IEM ToBapucteo “anuudpapm” CkopoueHa HasBa - [MAT
nepLioro "Tanuucgapm”
PO3KpUTTA, NO
88 chnakoHiB-
KpanesbHULb Yy
KOpoo6i
KapTOHHOMY
240. | ®EHIBYT- Tabnetku no 250 TOB YkpaiHa TOB "Actpadapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/17285/01/01
ACTPA®APM | wmrno 10 "AcTpachapm OHOBJIEHHSA 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHA yNakoBOK peyenma
Tabnetoky " nikapcbKoro 3acoby
6nictepi, no 2
6nictepu B
KopooLi 3
KapToHY
241. | ®EHKAPO/NI® | Tabnetku no 25 AT Nateis AT "OnaviHdhapm™ Nateis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3miHu | Tuny - 6e3 UA/3782/01/01
mr no 10 "OnaiiHdpap OHOBJ/IEHHA TEKCTY MapKyBaHHA NEPBUHHOT Ta BTOPUHHOT peyenma
Tabnetok y M" ynakosku /13 i3 fofaBaHHAM oAvHULE cuctemu Sl Ta ToLwo;
6nictepi; no 2 BHECEHHS 3MiH A0 po34iny “MapkyBaHHA" METOAIB KOHTPOSI0
6nictepy B nauui AKOCTI NlikapcbKoro 3acoby: 3anponoHoBaHo: MapK1MpoBkKa.
3 KapToHY CornacHo yTBepXAeHHOMY TEKCTY MapKUpOBKU. TepMiH
BBEAEHHS 3MiH - MPOTArOM 6 MiCALB Nic/1A 3aTBepPAKEHHS
242. | ®EHKAPO/N® | Tabnetku no 50 AT Natsis AT "OnaiiHdpapm" NatBis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 6e3 UA/3782/01/03
Mmr o 10 "OnaliHchap OHOB/1IEHHS TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT peyenma
Tabnetoky m" ynakoBku /13 i3 gogaBaHHAM OAUHULL cucTemn S| Ta ToLlo;
6nictepi; no 2 BHECEHHS 3MiH A0 po34iny “MapkyBaHHA” MEeTOLiB KOHTPOSIO
6nicTepy B nayi AKOCTI NikapcbKoro 3acoby: 3anponoHosaHo: MapkMpoBka.
3 KapTOHY CornacHo yTBepXAeHHOMY TEKCTY MapKMpPOBKU. TepMiH
BBEJEHHS 3MiH - NPOTArOM 6 MICALIB Nic/a 3aTBePAKEHHS
243. | PNNIAMIAE3® Tabnetku, Bkputi | OpraHocuH IHAjs EEBepTomkeH Nalid IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:3minu | Tuny - 3a UA/7061/01/01
N/1iBKOBOIO Naid CaeHcus NimiTeq, 3MiHM y npoueci BupobHuuTBa 13 Ha cTagisx BUpo6GHUYOro peyenmom
060/10HKOI0, N0 CaeHcus npouecy: rpaHynsLis, nogpibHeHHs, nepemillyBaHHSA NOKPUTTSA
10 TabneTok y MNeT. N14. TabneToK NNiBKOBOI 060IOHKOI0 Y 3B A3KY 3 ONTMMI3aLli€to Ta

6nicTepi; no 1,
a6o no 3 a6o no
10 6nictepiB y
KapTOHHI navu,i

JeTanizauieto BUPOOHNYOro npoLiecy, Wo I'pyHTYETbCS Ha
CNOCTEePEXEHHSAX, OTPMMaHUX Nif Yac BUPOOHMLTBA cepili
roTOBOrO JliKapCbKOro 3acoby; 3miHu | Tuny - BBEAEHHS HOBOIO
BMpo6HuKka A®I (Mapauetamorny) 3 HagaHHAaM CepTtudikaTty
BiAgnoBigHOCTI EBponeiickkili hapmakonei, Granules India
Limited R1-CEP 1998-047-Rev 06; 3miHun | Tuny - BBeAEHHSA
HoBoro BMpo6Huka A®I (dvknodeHak kanito) Amoli Organics
Private Limited 3 HagaHHAM CepTudikaTy BiANOBIAHOCTI
€Bponeiickkin hapmakonei, R1-CEP 2007-144-Rev 00; 3MiHu |l
TMNY - 3MiHa BUPOGHMKA BMXigHOr0/MPOMiXXHOTO
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BK/IKOYaKoUK, e HeobXiaHo,
MicLie NpPoBeAEHHS KOHTPOIO SKOCTi)) A®D| - BBELEHHS HOBOTO
BMpOGHMKa AP (MapaueTamon) 3 HagaHHAM MacTep-ghaiina Sri
Krishna Pharmaceutical Ltd
244, | ®NAMIAE3® Tabnetku, BKpuTi | OpraHocuH IHAjis EEBepTomkeH Nalid IHAjis BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3minu | Tuny - - UA/7062/01/01
NNiBKOBOO Naiid CaeHcus JlimiTep, 3MiHM y npoueci BupobHuuTBa 13 Ha cTagisx BUpo6HUYOro
060/10HKOI0, IN CaeHcus npouecy: rpaHynauis, nogpibHeHHs, nepemillyBaHHS. NOKPUTTA
bulk: 2500 Mer. N14., TabneToK NNiBKOBOI 060JIOHKOI Y 3B A3KY 3 ONTMMI3aLlieto Ta
Tabnetoky IHais JeTanizavieto BUPOOGHNYOro npoLiecy, Wo I'pyHTYETLCS Ha
naketax i3 CMOCTEPEXEHHSIX, OTPUMAHUX Nif, Yac BUPOGHMLTBA Cepiit
dhonbru roTOBOrO /liKapcbKoro 3acoby; 3miHu | Tuny - BBEAEHHS HOBOrO
NIOMIHIEBOIT BMpo6HuKa A®I (MapavueTamorny) 3 HagaHHAM CepTudikaTty
BignoBigHOCTi EBponeiickkili hapmakonei, Granules India
Limited R1-CEP 1998-047-Rev 06; 3miHu | Tuny - BBeAEHHSA
HoBoro BMpo6Huka A®I (dvknodeHak kanito) Amoli Organics
Private Limited 3 HagaHHAM CepTudikaTy BiANOBIAHOCTI
€Bponeiickkin hapmakonei, R1-CEP 2007-144-Rev 00; 3MiHu |l
TUMy - 3MiHa BUPOGHYMKA BUXiAHOTO/MPOMIXXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
npoueci APl , abo 3miHa BUpoGHYVKa (BKIOYaKouu, Ae HeobxigHo,
MicLie NpoBefeHHA KOHTPOIK0 AKOCTI)) AP| - BBEJEHHS HOBOrO
BMpOGHMKa A®I (MapaueTamon) 3 HagaHHAM MacTep-gaiina Sri
Krishna Pharmaceutical Ltd
245. | ©NYQAPABI NopoLIoK AN MicTpan AHrniA CiHpgaH ®apma C.P.J1. PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3a UA/14389/01/01
H-BICTA npuroTyBaHHA Kenitan NnoJaHHs OHOBJIEHOTO cepTUdikaTy BiAMNOBIAHOCTI EBpONeiickkili | peyenmom
PO34UHY 418 MeHepKkmeH thapmakonei R1-CEP 2005-257-Rev 02 Big, 3aTBEpA)XEHOr0
iH'eKUin abo T NimiTepq, BMPOGHMKa Aito4oi peyoBrHY dnyaapabiH
iHdpy3iil no 50
mr, 1 chlakoH 3
MOPOLLKOM Y
KapTOHHiiA
Kopobu,
246. | ®JTYKOHA30 | po3uuH Ans MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/14390/01/01
n iHdpy3iin 0,2 % ; akujioHepHe TOBapuUCTBO "lHdDy3isa" BHECEHHS aNlbTEPHATMBHOIO BUPOGHMKA A5 Ai0YOT PEYOBUHN | peyenmom
100 mnny TOBapUCTBO Fluconazole VIRUPAKSHA ORGANICS LIMITED, IHgis, y sikoro
nnawwyi; no 1 "IHdpy3in” HasiBHWI cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei
nAAWYi y nayyj Ne R1-CEP 2009-364-Rev 00; 3MiHu | TUNY - NogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeinchkii
thapmakonei Ne R1-CEP 2009-075-Rev 01 ans gito4oi pevyoBuHu
Fluconazole Big Bxe 3aTBepaxeHoro BupobHnka GRANULES
INDIA LIMITED, sik Hacnigok 3miHa agpecy BUPO6HUYOI
LOiNbHWLI, BHECEHHS 3MiH B p. «YMakoBKa»; cneuudikadilo ta
MeToAn KOHTPoo AD| 3a NokasHUKOM «CynpoBiAHI JOMILLKN»
npuBeAeHo Y BiANoBIAHICTb A0 MOHorpaqii Fluconazole EP
247. | ®NNYKCEH® Kancynu no 20 MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3amiHu | Tuny - 3a UA/1084/01/01
mr; no 10 kancyn | "Kuismegnp "Kuismepgnpenapart" 3miHa HaliMeHyBaHHS 3asBHVKa, 6e3 3MiH Y MeToax KOHTPOs | peyenmom
y 6nicTepi; no 1 enapar” SIKOCTi /likapcbKOro 3acidy; 3anponoHOBaHoO:
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
abo 3 6nictepu MoBHa Ha3Ba AkLjioHepHe ToBapucTBO "KniBmegnpenapar”
B nauui CkopoyeHa HasBa MNAT "KuiBmegnpenapat”; 3miHu | Tuny - 3miHa
HaliMeHyBaHHS BUPOGHNMKa, 6€3 3MiH Y MeTO4ax KOHTPO/I0
AKOCTI Nikapcbkoro 3aciby; 3anponoHoBaHo: NoBHa Ha3Ba
AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
MAT "Kunismeanpenapart"
248. | ®JTYOKCETU | nopoluok Yemo IcnaHis Kimika CiHTeTika, C.A. IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:3miHu Il Tuny - - UA/13610/01/01
HY (cy6eTaHuin) y 16epika, C.A. nofaHo oHosneHy Bepcito ASMF Ha A®| hriyokceTuHy
FIAPOXNMOPU | noABiiiHWX rigpoxnopuay Bif BUpo6HMka Quimica Sintetica, S.A., IcnaHis;
A nosnieTnIeHoBUX 3anpornoHoBaHo: FX-QS1-Ed.02-UA-EP, September 2019
naketax Ans
thapmaLeBTUYHO
o 3aCTOCYBaHHSA
249. | ®OPMIAPOH | po3uunH ans MpAT Ykpaina MpAT ®apmaueBTUyHaA YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiHnX maTepianiB:3mMiHuW | Tuny - 6es UA/0597/01/01
30BHILLHLOTO dapmaueBT thabpuka "Biona" BHeCeHHs 3MiH fo Cneuyudikauii/MeTogiB KOHTPOSIIO AKOCTI peyenma
3acTocyBaHHs, N4yHa nikapcbKoro 3acoby 3a NokasHMKoM «MiKpo6ionoriyHa uMcToTax,
CNUPTOBMIA NO habpuka a came 3amiHa nocunaHb 3 AdY 1.0 Ha «aitouy pefakuio» AdY;
100 mny "Biona" 3MiHK | TNy - 3amMiHa rpadivyHOro 0hOpMIEHHS NEPBUNHHOI Ta
dhnakoHi; no 1 BTOPUHHOI YNakOBOK Ha TEKCT MapKyBaHHs YNakoBOK 3
hnakoHy B BiAnoBigHMMK 3miHamu 1o po3ginis MKA N3 (po3gin «IpacpiuHe
naJui; no 50 mn 0hOpMIEHHSI» 3aMiHEHO po3ginioM «MapKyBaHHsI»( 3rigHo
a6o 100 mny 3aTBEPKEHOr0 TEKCTY MapKyBaHHS)). OHOBNEHHS BXe
hnakoHax 3aTBEPKEHOrO TEKCTY MapKyBaHHA NePBUHHOI Ta BTOPUHHOIT
YNaKoOBKM NiKaPCbKOro 3acoby i3 3a3Ha4YEeHHAM MiXXKHapPOAHWX
no3HayeHb OAVHULL BUMIPIOBaHHSA. BBefeHHs 3MiH NpoTsarom 6-
TN MicsLiB nicns 3aTBeppKeHHs
250. | ®YPAAOHIH Tabnetku no 100 AT Natsis AT "OnaviHchapm" Natsis BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis:3Minu | Tuny - 3a UA/3787/01/01
mr; no 10 "OnaiiHdpap OHOBJ/IEHHSA BXe 3aTBepayKeHOro TeKCTy MapKyBaHHs NEPBUHHOI | peyenmom
Tabnetok y m" Ta BTOPWHHOI ynakoBku /13 (BHECEHHSA NO3HaYeHb OANHULb
6nicTepi; no 2 BMMIpPIOBaHHS, 3 BUKOPUCTAHHAM JTiTeP NAaTUHCLKOrO andasiTy).
6nictepu B BHeceHHs 3MiH [0 po3giny “MapkyBaHHA" MKA N3:
KapTOHHIiA navui 3anponoHosaHo: MapkupoBka. CornacHo yTsepxgeHHoMy
TEKCTY MapKkMpoBkun. TepMiH BBEAEHHSA 3MiH - TPOTAroM 6
MicsILiB nicns 3aTBepIKEHHS
251. | XONENECAH | kancynu, no 10 NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 peeCcTpaLiiHnX maTtepianiB:3miHu | Tuny - 6e3 UA/15899/01/01
® Kancyny "KviiBmeanp "KvniBmegnpenapat” 3MiHa Ha3Bu BUpo6HWKa MN3, 6e3 3miH y MKA /13, 6e3 3miH B peyenma
6nictepi; no 3 enapart” IHCTPYKUIT AN MeQUYHOro 3aCTOCyBaHHA Ta Y TEKCTi
6nicTepn y nauui MapkyBaHHA/13; 3anponoHosaHo: MNMoBHa Ha3Ba AKLOHEpPHE
ToBapucTBo "KuiBmeanpenapat” CkopoyeHa Hassa MAT
"KviBmegnpenapart”; 3miHu | Tuny - 3miHa HaliMeHyBaHHS
3asBHWMKa, 6e3 3MiH y MKA N13; 3anponoHosaHo: [MoBHa Ha3Ba
AxuioHepHe ToBapucTBo "KniBMegnpenapat” CkopoyeHa Ha3Ba
MAT "Kuismegnpenapar”
252. | UETUPU3WNH- | TabneTku, BKpUTI TOB Ykpaina TOB "AcTpacapm" Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:3Minu | Tuny - 6e3 UA/7700/01/01
ACTPA®APM | 060/10HKOO, MO "AcTpachapm OHOBJ/IEHHSA 3aTBEPAXEHOIO TEKCTY MapKyBaHHA YNakoBOK peyenma

10 mr no 10
Tabnetok y
6nictepi; no 1

niKapcbKoro 3acoby
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
abo 2 6nictepu
y KOpob6u;i 3
KapToHy
253. | LE®TA3NAN | nopoluok NAT Ykpaina Linny AHTiGioTikC KnTaii BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - - UA/16690/01/01
M HATPIHO (cy6eTaHuin) y "Kuismeanp dapmac'otikan Ko., /114. 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6€3 3MiH y MeToAax KOHTPOJIH
CTEPUNBHN KOHTeliHepax enapar” AKOCTI NikapcbKrx 3acobiB; 3anponoHosaHo: [oBHa Ha3Ba
n NOMIHIEBUX AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
ons MAT "Kuismegnpenapart”
thapmaLeBTUYHO
o 3aCTOCYBaHHSA
254. | UE®TA3NAN | nopoluok MAT Ykpaina [NleByHr Bio IHk. Kopes BHECEHHS 3MiH 10 peecTpaLiiiHnxX maTepianiB:3amiHn | Tuny - - UA/0840/01/01
M (cy6eTaHuin) y "Kuismeanp 3MiHa HallMeHyBaHHs 3asiBHUKA, 6e3 3MiH y MeTofgax KOHTPOs0
CTEPU/IbHU 6ifoHax enapar” SIKOCTi NikapcbKoro 3uiacoby; 3anponoHoBaHo: MoBHa Ha3Ba
n NOMIHIEBUX AkujioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
ons MAT "KniBmegnpenapat"
hapmaueBTUYHO
ro 3aCTOCYBaHHs
255. | LEPTYM® MOPOLLIOK A8 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:3MiHu | Tuny - 3a UA/0967/01/01
po34unHy Ana "Kuismegnp "Knismegnpenapar” 3MiHa HaliMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA 13 peyenmom
iH'ekuii no 1,0, enapar” (3atBepmxeHo: MAT "Knismegnpenapart"); 3anponoHoOBaHo:
no 10 chnakoHiB MoBHa Ha3Ba AkLjioHepHe ToBapucTBo "KniBmegnpenapar”
3 MOPOLLKOM Y CkopoyeHa Ha3Ba NAT "KuiBmegnpenapart"”. 3miHu | Tuny - 3miHa
KOHTYpHIl HaliMeHyBaHHs1 BUPOGHWKa, 6e3 3MiH y MKSA /13, iHCTpyKuii ans
YapyHKOBIl MeAMYHOro 3aCTOCYBaHHSA, TEKCTI MapKyBaHHS (3aTBepKeHo:
ynakosLi; no 1 MAT "KuiBmegnpenapart"). 3anponoHoBaHo: NoBHa Ha3Ba
KOHTYpHIl AxkuioHepHe ToBapucTBo "KuiBmeanpenapat” MAT
YapyHKOBIl "KviBmegnpenapat".
ynakoBLi B nayLi
256. | UNWHAPU3WNH | Tabnetku no 75 NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 peeCcTpaLiiHnX maTtepianiB:3miHu | Tuny - 3a UA/1085/01/01
DPOPTE Mmr o 10 "Kuismegnp "Knismegnpenapar” 3MiHa HaliMeHyBaHHS 3asBHUKa, 6e3 3MiH y MKA N13; peyenmom
Tabnetok y enapar” 3anponoHoBaHo: MoBHa Ha3Ba AKLjioOHepHe TOBapUCTBO
6nicTepi; no 2 "Kuismegnpenapat" CkopoyeHa Ha3sa NAT "KuiBmegnpenapar",
6nictepy B navi 3MiHM | TUNy - 3MiHa Ha3BW BMpo6HUuKa /13, 6e3 3MiH y MKA N3
3anponoHosaHo: MNMoBHa Ha3Ba AKLjiOHepHe TOBapUCTBO
"Kuismegnpenapar” CkopoyeHa Ha3sa lMAT "Kuismegnpenapar”
257. | UANPO®NOK | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/8660/01/01
CALVH 060/10HKOI0, N0 "TexHonor" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3miHa | peyenmom

250 wmr, no 10
Tabnetoky
6nictepi, no 1
6nictepy y nauui
3 KapToHy, no 10
Tabnetok y
6nictepi, no 90
6nicTtepiB y
Kopobui 3
KapToHy

Y KOPOTKiil XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLT A1 MeAWNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOBJ/IHOBAHOIO 3BiTY 3 6e3neKkun NiKapcbkoro
3acoby, abo AocniAKeHb 3 6e3nekn 3acTOCYBaHHS NiKkapCbKoro
3acoby B nicnapeecTpauiliHuii nepios, abo Sk pe3ynbTaT OLiHKK
3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy
negiatpnyHux gocnigpkeHns (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVWM OPraHoMm) - 3MiHW BHECeHi [0
IHCTPYKLIT 418 MeQUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
po3ain "MokasaHHsA", Ta po3ginu: "Oco6/IMBOCTI 3aCTOCYBaHHS",
"Cnocib 3acTocyBaHHs Ta go3u", "MNo6iyHi peakuji” BiANoBiAHO A0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

OHOBJIEHOT iHhopMaLil LoA0 6e3nekun Aitoyoi pevyoBUHN
(BBeAEHHS 3MiH NPOTAroM 6-Tu MicsLIB NiCNS 3aTBEPKEHHS);
3MiHW Il Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(v) [0 3060B'A3aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocBifgyeHHs, Bkatoyatoun Mnax
ynpasiHHA pu3nKamu (3acTocyBaHHs 3MiH(1), ski(a)
BVMaraTb(€) NoJabLIOro 06I'pyHTYBaHHA HOBUMMW AOAATKOBUM
OaHUMK, Lo MatoTb HaAaBaTnUCa KOMNETEHTHUM OpraHoMm,
OCKi/TbKW/ BUMaraeTbCsi CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm)
- JeTanbHuii onvc cucTemmn ynpasiiHHA pUsvkamun y BUrnsgi
nnaHy ynpasniHHA pU3nkamu, Lo HafaHWi 3asiBHUKOM, MiCTUTb
PV3UK NPOMNOPLiiHI 3aX0a4m 3 MiHIMI3aLil pU3KNKiB Ta 34iCHEHHS
thapmakoHarnagy. IHdopmauis 3 6e3neku, Lo npeacTaBneHa B
NPOEKTI IHCTPYKLII 418 MeAUYHOro 3aCTOCYBaHHSA NiKapcbKoro
3acoby Bigobpaxae 3axoau 3 MiHiMi3auii pu3ukis, Bignosigae
iHchopMmawii, BUKnageHiii y nnaHi ynpasniHHSA pusnkamu,
Ha/aHoro 3asiBHMKOM

258.

LUNPO®/OK
CALIH

TabneTkn, BKPUTI
060/10HKOI0, N0
500 mr, no 10
Tabnetok y
6nicTepi, no 1
6nictepy y nauui
3 KapToHy, no 10
Tabnetoky
6nictepi, no 70
6nictepiB y
KopooLi 3
KapTOHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3MiHu | Tuny -
3MiHu Woao 6e3nekn/edekTUBHOCTI Ta hapmMakoHarnsgy. 3miHa
Y KOPOTKiA XapakTepucTuLi slikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT 4719 MEAMNYHOrO 3aCTOCYBaHHA Ha
nigcTaBi perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3Mekun NikapCbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTOCyBaHHS /iKapCbKoro
3acoby B nicnisipeecTpaviiHvin nepiod, abo K pe3ynbTaT OLiHKK
3BiTY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpnyHux gocnigpxkeHsb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVM YNOBHOB&XXEHVM OPraHoM) - 3MiHWN BHECEHI A0
IHCTPYKLUT 4119 MeAMYHOro 3aCTOCYBaHHA /liKapCbKoro 3acoby y
po3zin "MokasaHHsA", Ta po3ainu: "Oco6/MBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3un", "NobiyHi peakuii” BignosigHO A0
OHOBJIEHOT iHGhopMaLil LoA0 6e3nekn Aitoyoi pevyoBUHN
(BBeAEHHS 3MiH NPOTAroM 6-Tu MicALIB NiCNS 3aTBEPKEHHS);
3MiHW Il Tuny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo 3060B'A3aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocBifgyeHHs1, Bkaoyatoun Mnax
ynpaBiHHA pu3nKamu (3acTocyBaHHS 3MiH(1), Ski(a)
BMMaratTb(€) NOAaIbLIOr0 06I'PYHTYBaHHS HOBUMW 40AATKOBUM
OaHUMK, Lo MatoTb HaAaBaTuCA KOMNETEHTHUM OpraHoMm,
OCKi/TbKV/ BUMara€eTbCsi CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
- JeTanbHuii onvc cucTemmn ynpaeaiHHA pu3vkamun y BUrnsgi
nnaHy ynpasniHHA pU3nkamu, Lo HajaHWi 3asiBHUKOM, MiCTUTb
PV3UK NPOMNOPLiiHI 3aX0am 3 MiHIMI3aLil pU3KNKiB Ta 34iACHEHHS
dhapmakoHarnsgy. IHchopmauis 3 6e3nekw, Wo npeactasneHa B
NPOEKTI IHCTPYKLII 418 MeAUYHOro 3aCTOCYyBaHHSA NiKapCbKoro
3acoby Bigobpaxae 3axoau 3 MiHiMi3auii pu3ukis, Bignosigae
iHchopMmawii, BUKnageHili y nnaHi ynpasniHHSA pusnkamu,
Ha/aHoro 3asiBHMKOM

3a
peyerimom

UA/8660/01/02

259.

HOHIMAK®

pO34vH Ans

"HOHiK

IHgis

"KOHiK ®apmacbkrTrKan

IHgis

BHECEHHS 3MiH 0 PeECTPaLiHNX MaTepiasiB:3miHu | Tuny -

3a

UA/9838/01/02




125

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 BUIYCKY BionycKky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
iH'ekujnn, 350 dapmacboT Na6opaTtopiz" BHECEHHS 3MiH 0 po3ainy “MapkyBaHHS" METOZAIB KOHTPOSIO peyenmom
Mmr/mn no 20 mn nkan (BigaineHHs dpipmm "Ix. SAKOCTI Nikapcbkoro 3acoby: 3anponoHoBaHo: MapkupoBska. B

B amnyni; no 5
amnys Ha noTKy;
no 1 noTky B
KapTOHHIW
kopobui; no 50
mn, abo no 100
mn, aéo no 200
My ch1aKoHi;
no 1 chnakoHy B
Kopobui

NabopaTtopi3

(BipLineHHsn
ipmn "x.
B. Kemikana
eHf
PapmacboT
vkans Nita.")

B. Kemikans eHg
dapmacbtoTukans J1ta.")

COOTBETCTBMU C YTBEPXKAEHHBIM TEKCTOM MapK1poBKN. 3MiHK
BHECEHI LW0A0 HAHECEHHSA NI0rOTUMY KOMMaHIT Ha NepBUHHY
yNaKoBKY /iKapCbKOro 3aco6y Ta He3HauHi 3MiHW B TeKCTi
MapKyBaHHs BTOPMHHOT ynakosku Ne5 (no 20 mn B amnynax Ne

5)

HauyanbHUK Bigainy 3 nutaHb (papmayeBTUHHOT
AiANbHOCTI [lenapTamMeHTy peanisauii NONITUK

T.M. IacKkoBCbKuiu
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[0 Hakaly MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu

17.02.2020 Ne 332

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOTOMNYHUX MPEMNAPATIB), SKUM BIAMOBJ/IEHO Y AEP)XXABHIN PEECTPALLI, NEPEPEECTPALLII TA

BHECEHHI 3MIH O PEECTPALIAHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne HasBsa ®dopma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n JliKapcbK020
3acoby

1. BEKOHA3E cnpeii HasasbHUIA, cycneHsis, 50 TOB YkpaiHa nakco Bennkom C.A., | IcnaHisi/ 3acigaHHa HTP | BigmoButn y  3aTBepMXeHHi  3MiHM —
MKr/p03y, no 100 o3 a6o 180 o3 "MEPPIFO IcnaHia (BMpo6HULTBO | ABCTpIS Ne 1 Big, BUNPAaB/IEHHA TEeXHIYHOI NOMUNKM y p. «Cknag»
y h1akoHi NoninponifieHoBoMY, YKPAIHA" 3a NOBHUM LMK/IOM); 09.01.2020 MKS, saka 6yna gonyuieHa npv nepepeecrtpauii
3’elHAHOMY 3 [03YHUUM Pixappg BiTTHep AT, N3 (Hakaz3 Ne 268 Big 08.05.2015 p.) npwu
NPUCTPOEM, HOCOBUM afanTepom ABCTpIst (BUPOGHULTBO nepeHeceHHi iHopMauii 3 peecTpauiiiHoro
Ta Kpu1LLEYKoto; no 1 prakony B 3a NOBHUM LK/IOM) [OCbe, a came B HaliMeHyBaHHi BMPOOGHMKa
KOpoo6Li; [ilo4oi peyoBrHN GekIoOMeTa3oHy AMnponioHary,
no 100 o3 a6o 180 no3y OCKiNbKN 3a3HaveHe BUMpPaB/IEHHA He
dhnakoHi nonieTnneHoBOMYy, BiANOBiAae marepianiam peecTpauiiHOro [0Cbe
3’elHAHOMY 3 [03YHUUM AKi NpeAcTaB/ieHi B apxXiBi
MPUCTPOEM, HOCOBMM aAanTepom
Ta Kpu1LLEYKoto; no 1 pnakony B
Kopoo6Ui

2. HOBA/IH Tabnetku no 6 TabneTok y TOB NatBia TOB YkpaiHa 3acigaHHa HTP | BigmoButM  y  3aTBepA)KeHHi  3MiHUM -
6nictepax; no 12 tabneTok y "CTUPON "CTtuponb6iocapm" Ne 2 Big, BMMpaB/IeHHSA TeXHIYHOI MOMWJIKN B
6nicTepi, no 1 a6o 10 6nicTepiB y BIO®APM 16.01.2020 peecTpauiiHnx [OKyMeHTax Ha fikapbCKuii
nauui 3 KapToHy; no 12 Tabnetoky | BANTUKY 3acib, OcKinbkv BOHA He Bignosigae BMMoram n.
6nicTepi; no 1 6aictepi y nayui 3 M 2.4 posgigy VI Hakazy MO3 Ykpaihu Big,
KMLLEHbKOI ANns 36epiraHHs; no 30 26.08.2005 Ne426 (y pepakuii Hakasy MO3
TabneTok y KoHTeliHepi, no 1 Ykpainu Big 23.07.2015p Ne 460 3i 3miHamu)
KOHTEeWHepy B nauli 3 KapToHy; No
30 TabneTokK y KOHTelHepi

HauyanbHuK Bigainy 3 nutaHb (papmayeBTUHHOT
AiANbHOCTI [lenapTamMeHTy peanisauii NoONITUK

T.M. IacKkoBCbKuin
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