NMEPENIK

DopaTtok

po Haka3y MiHicTtepcTBa 0XOpoHHU
300poB’A YKpaiHu
19.01.2021 Ne 79

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU

YKPA'I'I:II/I, AKI SAPEECTPOBAHI KOMNETEHTHUMM OPTAHAMU CNONYYEHUX LUTATIB AMEPUKW,
LWWBENLUAPCBHKOI KOH®PEOEPALII, AMOHII, ABCTPAIII, KAHAOWU, NIKAPCbKUX 3ACOBIB, WO 3A

COoIo3y

0O PEECTPALIMHUX MATEPIANIB, SIKI BHOCATbLCA 0O OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOEIB

LLEEHTPANI3OBAHOIO NMPOLIEQYPOIO 3APEECTPOBAHI KOMNETEHTHUM OPFAHOM EBPOMEUCBLKOIO

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
1. AOBEUT NOPOLLIOK Ta Bakctep Al | ABcTpis BTOPWHHE NaKyBaHHsi FOTOBOTO NiKapCbKOro Benbrisa/ | 3amiHa Baxalta Ha Shire sk noctavansHuka 3a UA/16801/01/01

PO3YMHHUK ANst 3acoby Ta po34MHHMKA, YAaCTKOBMWIA KOHTPOMb LLiBeriLiapis/| ©e3ronkoBoro NPUCTPOIO AN NEPEHECEHHs | peuernmom

PO3YMHY AN iH EKLIN, SIKOCTi rOTOBOrO fikapcbKkoro 3acoby, Bunyck cepii | AscTpis/ nikapcbkoro 3acoby (BAKCTIDKET II). CE

no 250 MO; 1 dnakoH roTOBOro NMikapCbKoro 3acoby Ta po34MHHUKA: HimeuyunHa| ceptudbikat Ha BAKCTOXET Il oHoBneHo i3

3 NOPOLLIKOM Y BakcanTa Bengxiym MaHnydektypiHr CA, Benbris; G2S.17.07.93703.008 Ha 679519, a Takox

KoMnnekTi 3 1 BUPOOHMLTBO HEPO3(haCOBAHOTO NPOAYKTY, OHOBJIEHO YNOBHOBaXkeHW opraH 3 TUV

¢nakoHom 3 nepBrYHHE NaKyBaHHS rOTOBOrO fiKapCbKOro SUD Ha BSI BignosigHo. [JogatkoBo

PO34MHHUKOM (BOAa 3acoby Ta YacTKOBUIA KOHTPOIb SIKOCTi FOTOBOIO 3asiBHUK CKOPUCTaBCSA MOXIIMBICTIO Ta BHIC

ans iH'ekyin) no 5 mn nikapcbkoro 3acoby: bakcanta MaHydakTypuHr He3HayHi pedakuiviHi npaBku y moayni 3,

Tano1 Capn, Lseiuapis; BUpoObHMLTBO po3ain 3.2.R.

NPUCTOCYBaHHIO ANSt Hepo3dacoBaHOro NPOAYKTY, NePBUHHE

po3BEAEHHS nakyBaHHsi FOTOBOrO fikapCbKOro 3acoby Ta

BAKCIKEKT Il'y YaCTKOBUI KOHTPOb SIKOCTi FOTOBOMO fikapCbKoro

KopoobLi 3acoby: bakctep Al, ABCTpisi; 4aCcTKOBUIA

KOHTPOIb SIKOCTi FOTOBOTO fikapcbkoro 3acoby:
Bakctep Al', ABCTpisi; BUpOBHULITBO, NEPBUHHE
nakyBaHHS Ta KOHTPOMb SAKOCTi PO3YMHHWMKA:
3irdpig XamensH MM6X, HimewdnHa

2. | AOABEUT NOpOLLIOK Ta Bakctep Al' | ABcTpisi BTOPWHHE NaKyBaHHsi FOTOBOTO NiKapCbKOro Benbris/ | 3amiHa Baxalta Ha Shire sk nocTavansHuka 3a UA/16801/01/02

PO3YMHHUK ANst 3acoby Ta po34MHHMKA, YaCTKOBUIA KOHTPOMb LLiBeriLapis/| Ge3ronkoBoro NPUCTPOIO AN NEPEHECeHHs | peuernmom

PO3YMHY ANSA iH EKLIN, SIKOCTi rOTOBOrO Nikapcbkoro 3acoby, Bunyck cepii | ABcTpis/ nikapcbkoro 3acoby (BAKCTIDKET II). CE

no 500 MO; 1 dnakoH roTOBOrO MikapCbKoro 3acoby Ta po34MHHUKA: HimeuumHa| ceptudpikat Ha BAKCTIXKET Il oHoBREeHo i3

3 MOPOLLKOM Y
KOMMNeKTi 3 1
¢nakoHoMm 3
PO34MHHMKOM (BOAA
Ans iH'ekuin) no 5 mn
Tano1
NPUCTOCYBaHHIO ANs
pO3BEAEHHS
BAKCKEKT Il'y
KopooLi

Bakcanta bengxiym ManydektypiHr CA, benebris;
BMPOBHMLTBO HEPO3(haCOBAHOrO NPOAYKTY,
NepBUHHE MaKyBaHHS roTOBOrO NikapcbKoro

3acoby Ta YacTKOBUIA KOHTPOIb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby: bakcanta MaHydakTypuHr
Capn, Lseiiuapisi; BUpoOGHULTBO
Hepo3dacoBaHOro NPOAYKTY, NepBUHHE
nakyBaHHsi rOTOBOrO JlikapCbkoro 3acoby Ta
YaCTKOBMWIA KOHTPOSb SIKOCTi FOTOBOTO NiKapCbKOro
3acoby: bakcTtep Al, ABCTpisi; 4aCcTKOBUIA
KOHTPOJb SIKOCTi FOTOBOTO JlikapCbKkoro 3acoby:
Bakctep Al', ABCTpisi; BUPOBHULITBO, NEPBUHHE
nakyBaHHS Ta KOHTPOMb SKOCTi PO3YMHHYMKA:
3irdopig XamensH Mm6X, HimeyunHa

G2S.17.07.93703.008 Ha 679519, a Takox
OHOBIEHO YNOBHOBaXeHUI opraH 3 TUV
SUD Ha BSI BignosigHo. [logatkoBo
3as5BHUK CKOPUCTaBCA MOXIMBICTIO Ta BHIC
He3HayHi pefakuiviHi npaeku y mogyni 3,
po3ain 3.2.R.




naKkoH 3 NMOPOLLKOM Y
KOMMNeKTi 3 1
¢nakoHoMm 3
PO34MHHMKOM (BOAA
Ons iH'ekuin) no 5 mn
Tano 1
NPUCTOCYBaHHIO AN
pO3BEAEHHS
BAKCKEKT Il'y
KopoOLi

Bakcanta bengxiym ManydektypiHr CA, benebris;
BMPOBHMLTBO HEPO3(haCOBAHOrO NPOAYKTY,
NepBUHHE MaKyBaHHS roTOBOrO NikapcbKoro

3acoby Ta YaCTKOBUIA KOHTPOIb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby: bakcanta MaHydakTypuHr
Capn, Lseluapisi; BUpoObHMLTBO
Hepo3dacoBaHOro NPOAYKTY, NepBUHHE
nakyBaHHsi rOTOBOrO JlikapCbkoro 3acoby Ta
YaCTKOBMWIA KOHTPOSb SIKOCTi FOTOBOTO NiKapCbKOro
3acoby: bakctep AlL, ABCTpisi; YacTKOBUIA
KOHTPOMb AKOCTi FOTOBOrO MikapCbKoro 3acoby:
Bakctep Al', ABCTpisi; BUpOBHULITBO, NEPBUHHE

G2S.17.07.93703.008 Ha 679519, a Takox
OHOBIEHO YNOBHOBaXeHUI opraH 3 TUV
SUD Ha BSI BignosigHo. [logatkoBo
3as5BHUK CKOPUCTaBCA MOXIMBICTIO Ta BHIC
He3HayHi pefakuiviHi npaeku y mogyni 3,
po3ain 3.2.R.

2 ITponoskenns noxarka 1
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
3. AOBEUT NMOPOLLIOK Ta Bakctep Al | ABcTpis BTOPWHHE NaKyBaHHsi FOTOBOTO NikapCbKOro Benbria/ | 3amiHa Baxalta Ha Shire sk noctavanbHuka 3a UA/16801/01/03
PO3YMHHUK ANs 3acoby Ta po34YMHHMKA, YaCTKOBUI KOHTPOIb LLIBeruapisi/| 6e3ronkoBOro NPMCTPOIO ANt NEePEeHECEHHsT | peyenmom
PO3YMHY AN iH EKLIN, SIKOCTi FOTOBOTO Nikapcbkoro 3acoby, Bunyck cepii | ABcTpisi/ nikapcbkoro 3acoby (BAKCTIKET II). CE
no 1000 MO; 1 roTOBOro MikapCbKoro 3acoby Ta po34MHHUKA: HimeuyunHa| ceptucbikat Ha BAKCTOXET Il oHoBneHo i3
dNaKkoH 3 MOPOLLKOM Y BakcanTa Bengxiym ManydektypiHr CA, Benbris; G2S.17.07.93703.008 Ha 679519, a Takox
KOMMNeKTi 3 1 BMPOBOHMLTBO HEPO3(haCcoBaHOro NPOAYKTY, OHOBIEHO YNOBHOBaXeHUI opraH 3 TUV
¢nakoHoM 3 nepBrYHHE NaKyBaHHSI rOTOBOrO fiKapCbKOro SUD Ha BSI BignosigHo. [JogatkoBo
PO34YMHHMKOM (BOAA 3acoby Ta 4YacTKOBMWI KOHTPOMb SIKOCTi rOTOBOrO 3asBHUK CKOPUCTaBCSl MOXIMBICTIO Ta BHIiC
Ans iH'ekuin) no 5 mn nikapcbkoro 3acoby: bakcanta MaHydakTypuHr He3HayHi pefakuiviHi npaeku y mogyni 3,
Tano 1 Capn, LLBenuapis; BUpobHMLITBO po3gin 3.2.R.
NPUCTOCYBaHHIO ANs Hepo3dacoBaHOro NpoayKTy, NEPBUHHE
po3BEeAEHHS nakyBaHHsi FOTOBOrO fikapCbKOro 3acoby Ta
BAKCIDKEKT Il 'y YaCTKOBUI KOHTPOIb SIKOCTi FOTOBOMO MiKapCbKOro
KopobLUi 3acoby: bakctep Al, ABCTpisi; YaCcTKOBUIA
KOHTPOIb SIKOCTi FOTOBOTO fikKapcbKkoro 3acoby:
Bakctep Al', ABCTpist; BUpOBHULITBO, NEPBUHHE
NakyBaHHS Ta KOHTPOJSIb SIKOCTi PO34YMHHUKA:
3irgpig XamensH M'mbX, HimeyunHa
4. AOBEUT NOPOLLIOK Ta Bakctep Al | ABcTpis BTOPWHHE NaKyBaHHsi FOTOBOTO NiKapCbKOro Benbrisa/ | 3amiHa Baxalta Ha Shire sik noctavansHuka 3a UA/16801/01/04
PO3YMHHUK ANS 3acolby Ta po34MHHMKA, YaCTKOBUIA KOHTPOIb LLIBeruapisi/| 6e3ronkoBOro NpUCTPOIO ANt NEPEHECEHHST | peyenmom
PO3YMHY AN iH EKLIN, SIKOCTi rOTOBOrO NikapcbKoro 3acoby, Bunyck cepii | AscTpis/ nikapcbkoro 3acoby (BAKCTIDKET II). CE
no 1500 MO; 1 roTOBOro MikapCbKOro 3acoby Ta po34MHHUKA: HimeuyunHa| ceptudbikat Ha BAKCTOXET Il oHoBneHo i3
riakoH 3 NOPOLLKOM Y BakcanTa Bengxiym ManydektypiHr CA, Benbris; G2S.17.07.93703.008 Ha 679519, a Takox
KoMnnekTi 3 1 BUPOOHMLTBO HEPO3(haCOBAHOTO NPOOYKTY, OHOBJIEHO YNOBHOBaXkeHW opraH 3 TUV
dnakoHoM 3 nepBYHHE NaKyBaHHSI rOTOBOrO fiKapCbKOro SUD Ha BSI BignosigHo. JoaaTkoBo
PO34MHHMKOM (BOAA 3acoby Ta 4YaCcTKOBMI KOHTPOMb SIKOCTi TOTOBOrO 3asBHUK CKOPUCTaBCS MOXIMBICTIO Ta BHIiC
ans iH'ekyin) no 5 mn nikapcbkoro 3acoby: bakcanta MaHydakTypuHr He3HayHi pedakuiviHi npaBku y moayni 3,
Tano 1 Capn, Lseuapis; BUpobHMLTBO po3ain 3.2.R.
NPUCTOCYBaHHIO AN Hepo3dacoBaHOro NpoayKTy, NEPBUHHE
po3BEAEHHSA nakyBaHHsi rOTOBOrO fikapCbKoro 3acoby Ta
BAKCIKEKT Il'y YaCTKOBUI KOHTPOSb SIKOCTi FOTOBOMO fiKapCbKoro
KopoobLi 3acoby: bakctep Al', ABCTpisi; 4aCcTKOBUIA
KOHTPOIb SIKOCTi FOTOBOTO JikapCcbKkoro 3acoby:
Bakctep Al', ABCTpist; BUpOBHULITBO, NEPBUHHE
NakyBaHHS Ta KOHTPOIb SIKOCTi PO34MHHUKA:
3irgpig XamensH M'mb6X, HimeyunHa
5. AOBEUT NOPOLLIOK Ta Bakctep Al | ABcTpis BTOPUHHE MaKyBaHHSA roTOBOro NikapCcbKoro Benbris/ | 3amiHa Baxalta Ha Shire sik nocTavansHuka 3a UA/16801/01/05
PO3YMHHUK ANs 3acoby Ta po34MHHYMKA, YaCTKOBUIA KOHTPOIb LLIBeruapisi/| 6e3ronkoBoro NPUCTPOIO ANt NEPEHECEHHST | peyenmom
PO3YMHY ANS iH EKLIN, SIKOCTi rOTOBOrO Nikapcbkoro 3acoby, Bunyck cepii | ABcTpis/ nikapcbkoro 3acoby (BAKCTIDKET II). CE
no 2000 MO; 1 roTOBOrO MikapCbKoro 3acoby Ta po3vMHHUKA: HimeuumHa| ceptudpikat Ha BAKCTIKET Il oHoBREeHo i3




3

ITponoskenns noxarka 1

PO34MHY A4S iH eKUin
no 250/190 MO; 1
bnakoH 3 MOPOLLKOM Y
KOMMMeKTi 3 1
dnakoHOM
pO34MHHKKa (Boda Anst
iH'ekui) no 5 mn Ta
Habopom ans
PO3UYMHEHHS i
BBEJEHHS Y Kopobui

BTOPWHHE nakyBaHHsi 113 Ta po3unHHKKa,
koHTponb sikocTi [N13: Bakctep Al, ABCTpis;
KoHTponb sikocTi [T13: Bakctep Al', ABCTpis;

Brpo6HMLTBO, NepBNHHE NaKkyBaHHSA Ta KOHTPOIb
AKOCTi po3vmHHUKa: 3ircppig XamensH MM6X,
HimeyunHa

YNakoBOK fikapCbKoro 3acoby
SATBEPIKEHO:
4. NIKAPCbKA ®OPMA TA KINTbKICTb
OAMHNLb B YNAKOBLI
... Koarynauii ...
5. CMOCIB TA WNAX BBEOEHHA
... BHYIPIiLLHBOBEHHOTO ...

3AMNPOMNMOHOBAHO:
4. NNIKAPCbKA ®OPMA TA KINbKICTb
OoVHWMLb B YNAKOBL|
... Koarynsuii ...
5. CIMOCIb TA WAX BBEOAEHHA

Ne Hasea ®dopma sunycKy 3asieHUK Kpaina BupobHuk Kpaina Peecmpauilina npouyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, eionycky |peecmpauiliHo2
n 3acoby ynakoeka) 0 noceid4eHHs
nakyBaHHS Ta KOHTPOMb AKOCTi PO3YMHHWMKA:
3ircppig XamenbH Mvb6X, HimeyunHa
6. AOBEUT NMOPOLLIOK Ta Bakctep Al | ABcTpis BTOPWHHE NaKyBaHHsi FOTOBOTO NiKapCbKOro Benbria/ | 3amiHa Baxalta Ha Shire sk noctavanbHuka 3a UA/16801/01/06
PO3UYNHHUK AN 3acoby Ta po34MHHMKA, YaCTKOBMIA KOHTPOMb LLiBeriuapis/| ©e3ronkoBOro NPUCTPOIO ANs NEPEHECEHHS | peuernmom
PO34MHY ANS iH EKUIN, SIKOCTi FOTOBOrO Nikapcbkoro 3acoby, Bunyck cepii | ABcTpis/ nikapcbkoro 3acoby (BAKCTIDKET II). CE
no 3000 MO; 1 roTOBOrO NMikapCbKoro 3acoby Ta po34MHHUKA: HimeuyunHa| cepTtudbikat Ha BAKCTOXET Il oHoBneHo i3
dNaKkoH 3 MOPOLLKOM Y BakcanTa Bengxiym Manydektypinr CA, benebris; G2S.17.07.93703.008 Ha 679519, a Takox
KomnnekTi 3 1 BMPOBOHMLTBO HEPO3dhacoBaHOro NPoAyKTY, OHOBIEHO YNOBHOBaXeHWI opraH 3 TUV
¢nakoHoMm 3 nepBYHHE NaKyBaHHS rOTOBOrO fiKapCbKOro SUD Ha BSI BignosigHo. JogatkoBo
PO34YMHHUKOM (BOAA 3acoby Ta 4acTKOBUI KOHTPOSb SKOCTi FOTOBOro 3asIBHNK CKOPUCTaBCS MOXIMBICTIO Ta BHIC
ans iH'ekuin) no 5 mn nikapcbkoro 3acoby: bakcanta MaHydakTypuHr He3HayHi pefdakuiviHi npaBkn y mogyni 3,
Tano 1 Capn, Lsenyapisi; BUpoGHULTBO po3gin 3.2.R.
NPUCTOCYBaHHIO ANA Hepo3dacoBaHOro NpoAyKTy, NEPBUHHE
po3BeaeHHs nakyBaHHS rOTOBOrO NikapCbKoro 3acoby Ta
BAKCIKEKT Il'y YaCTKOBUIN KOHTPOSb SKOCTi FOTOBOrO NiKapCbKOro
Kopoo6ui 3acoby: bakctep Al', ABCTpisi; 4aCTKOBUWA
KOHTPOMb AKOCTi FOTOBOrO fikapCbKoro 3acoby:
Bakctep Al', ABCTpisi; BUpOBHULITBO, NEPBUHHE
NaKyBaHHS Ta KOHTPOJSIb SIKOCTi PO34YMHHUKA:
3irdpig XamensH MM6X, HimewdnHa
7. BI3KblO PO34MH ANs iH'eKLin, Hosaprtic |LLIBeiuapis BUNYCK Cepiit: Benbris/ BUMNPAaBEHHs1 TEXHIYHOT MOMUIKM B 3a UA/18277/01/01
120 mr/mn; no 1 Osepcis AnkoH-Kyspbop, benbris; LLiBenuapisi|  peecTpauiiHOMy NOCBiAYEHHI Ta MeTOAaxX | peyenmom
dnakoHy B KOMMNeKTi | IHBeCTMEHTC BMPOOHWLITBO CTEPUNBHOTO MikapCbKoro 3acoby - KOHTPOIO AKOCTI, LL0AO0 nepeknagy Ha
3 rofKoto Al roTyeTbCs acenTUYHO; NEPBMHHE NaKyBaHHS; yKpaiHCbKy MOBY Ha3BM BUpobHuka Novartis
inbTpyBanbHO B KOHTPOMb SKOCTIi - XiMIYHWI/Di3NYHNI, KOHTPOIb Pharma Stein AG. [itoya pegaxuis:
KOpOoO6Li 3 KapTOHY SIKOCTi - MIKPOBIONOriYHWI - HE CTEPUIBHICTD; HoapTtuc ®apma LtenH Al’, LLseinuapis.
KOHTPOMb SIKOCTi - MikpoGionoriyHum - [MponoHoBaHa pepakuis: HosapTic ®apma
CTEPUIbHICTb; BTOPUHHE NaKyBaHHS: LWrenH AT, LLBenuapis
HosaprTic ®apma LWTenH AT, LLsenuapis;
KOHTPOIb SIKOCTi - GionoriyHunin
Hoaprtic ®apma Al LLiseruapis
8. IMYHAT NoOpOLLIOK Ta Bakctep Al | ABcTpisi Bunyck cepii M3 Ta po3umHHuka: Bakctep AT, ABcTpis/ BUMNPAaBEHO TEXHIYHI MOMUIKN B TEKCTI 3a UA/16963/01/01
PO3YMHHUK AN ABcTpisi; BupobHULTBO, NepBuHHe nakyBaHHs 13, |HimeuunHa MapKyBaHHs1 NEPBMHHOI Ta BTOPUHHOI peuenmom
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ITponoskenns noxarka 1

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
... BHYTPILUHBOBEHHOTO ...
9. IMYHAT NMOPOLLIOK Ta Bakctep Al | AscTpis Bunyck cepii M13 Ta posunHHuka: Bakctep AT, AscTpis/ BMMNPAaBEHO TEXHIYHI MOMWUIKN B TEKCTI 3a UA/16964/01/01
PO3YMHHUK AN ABcTpis; BupobHnuTBO, NneperHHe nakysaHHsA 13, |HimeuunHa MapKyBaHHS NMepBMHHOI Ta BTOPUHHOT peuenmom
PO34MHY ANS iH'eKLin, BTOPWHHE nakyBaHHsi 113 Ta po3umHHUKa, yMakKoBOK fikapcbkoro 3acoby
no 500/375 MO; 1 KoHTponb skocTi [113: bakctep Al, ABCTpis; SATBEPPKEHO:
dNaKkoH 3 MOPOLLKOM Y KoHTponk sikocTi [T13: Bakctep AlT, ABCTpis; 4. NIKAPCbKA ®OPMA TA KIJIbKICTb
KOMnnekTi 3 1 Brnpo6HMLUTBO, NepB1HHE NakyBaHHSA Ta KOHTPOIb OAMHNLb B YTNAKOBLII
dnakoHomM AKOCTI PO34MHHMKa: 3ircopiag XamensH MM6X, ... koarynsauii ...
po34nHHUKa (Boaa Ans Himeyumna 5. ClMOCIb TA WNAX BBEAEHHA
iH'exuin) no 5 mn Ta ... BHYIPILUHBOBEHHOIO ...
Habopom ans
PO3YMHEHHS i SAMNPONMOHOBAHO:
BBEAEHHS Y Kopobui 4. NNIKAPCbKA ®OPMA TA KIJTbKICTb
OoanHWMLUb B YNAKOBL|
... Koarynsauii ...
5. CMOCIb TA WNAX BBEAEHHA
... BHYTPILUHbOBEHHOIO ...
10. | IMYHAT NMOPOLLIOK Ta Bakctep Al | ABcTpis Bunyck cepii 113 Ta po3umHHuka: Bakctep AT, AscTpis/ BUMPABEHO TEXHIYHI MOMWIKN B TEKCTI 3a UA/16964/01/02
PO3YMHHUK ANg ABcTpisi; BupobHuuTBO, NepBuHHe nakyBaHHs 13, |HimeuunHa MapKyBaHHs1 NEPBUHHOI Ta BTOPUHHOI peuenmom
PO34MHY ANS iH'eKLiR, BTOPWHHE nakyBaHHs 113 Ta po3unHHKKa, yMaKoBOK MikapCbKoro 3acoby
no 1000/750 MO; 1 KoHTponb sikocTi I'J13: Bakctep Al, ABCTpis; SATBEP)XEHO:
naKkoH 3 NMOPOLLKOM Y KoHTponb sikocTi [T13: Bakctep Al', ABCTpis; 4. NIKAPCbKA ®OPMA TA KINbKICTb
KOMMMeKTi 3 1 Brpo6HMLTBO, NepBNHHE NaKyBaHHA Ta KOHTPOIb OAVNHWLb B YTTAKOBLII
dnakoHOM AKOCTi po34mHHUKa: 3ircppia XamenbH MM6X, ... Koarynauii ...
po34MHHUKa (Boda Ans Himeyuunna 5. ClMOCIB TA WNAX BBEOAEHHA
iH'exuin) no 10 mn Ta ... BHYIPILUHBOBEHHOTIO ...
Habopom ans
PO3YMHEHHS i 3AMPOMNOHOBAHO:
BBeEHHS Yy kopobui 4. NNIKAPCbKA ®OPMA TA KINbKICTb
OVHWLb B YNAKOBL|
... kKoarynsuii ...
5. CMOCIBb TA WNAX BBEOEHHA
... BHYTPILUHBOBEHHOTO ...
11. | KAPXECT NOPOLLIOK [O-p Peppi'c IHAisa [-p Pepnpi'c Nabopatopic T4 (BupobHnunni Bigain IHAais 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta 3a UA/17294/01/01
niodinisoBaHnn ans JTabopaTopic - dapmakoHarnsay (iHwi amiHn) BHeceHHs peuenmom
NPUroTyBaHHs nta 3MiH 3rigHo Hakasy MiHicTepctBa
KOHLeHTpaTy Ans E€KOHOMIYHOrO PO3BUTKY i TOpriBMi YKpaiHu

PO34mMHY AN iHAYa3iN
no 100 mr; 1 donakoH 3
MOPOLLKOM Yy
KapTOHHiI kopobLyi

Bia 04.08.2015 poky Ne914 «[po
3aTBEPOKEHHS! BU3HAYEHb OCHOBHMUX
OAVHMLUb Si, Ha3B Ta BU3HAYEHb MOXiAHUX
OAVHWLDb Si, AECATKOBMX KPATHUX i
YaCTUMHHUX Big 0AMHULbL Si, 103BONEHUX
No3acUCTEMHUX OAMHWLb, a TaKoX iX
nosHayeHb Ta [MpaBun 3acTocyBaHHSA
OOMHULb BUMIPIOBaHHS | HANUCaHHS Ha3B Ha
no3HavyeHb OAMHULL BUMIPOBaHHS i
CYMBOSIB BENTUYMHY.
OHOBIEHHS TEKCTY MapKyBaHHS! YNaKoBKM
nikapcbkoro 3acoby 3 BHECEHHSIM
iHdbopMaLii LWoao 3a3HavYeHHs OANMHULb
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ITponoskenns noxarka 1

Ne Hasea ®dopma sunycKy 3asisHuUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
BMMiptoBaHHs B cucTemi Si (Hakas MO3 Big
17.11.2016 Ne 1245) BBegeHHs 3MiH
NPOTAroM 6-Tu MiCALIB NicNa 3aTBEPOXEHHS.
12. | KAPXECT NOPOLLIOK O-p Peppi'c IHpis [O-p Peppi'c Nabopatopic N1 (BupobHununi Bigain IHAis 3MiHM Wwoao 6e3nekun/ehekTBHOCTI Ta 3a UA/17294/01/02
niodpinisoBaHmn ans JlabopaTopic -7) dapmakoHarnagy (iHwi 3amiHn) BHeceHHs peuenmom
NPUroTyBaHHs Ntg 3MiH 3rigHo Hakasy MinicTtepctBa
KOHLeHTpaTy Ans €KOHOMIYHOro pPo3BUTKY i TOPriBNi YKpaiHn
PO34MHY A4S iHGY3in Big 04.08.2015 poky Ne914 «[po
no 500 mr; 1 pnakoH 3 3aTBepOKeHHS BU3HAYEHb OCHOBHMX
MOPOLLIKOM Y oagvHUUb Si, Ha3B Ta BU3HA4YeHb NOXiAHNX
KapTOHHI kopoOLi OAMHWLDb Si, AECATKOBUX KPATHUX i
YaCTUHHKX Big oanHWLUb Si, 4O3BONEHNX
No3acuUCTEMHMX OAUHULb, @ TaKoX iX
nosHayeHb Ta NpaBun 3acTocyBaHHS
OAVHWLb BUMIPIOBAHHS i HANMMCaHHSA Ha3B Ha
no3HaveHb OAVHWLb BUMIPOBaHHS i
CYMBONIB BEMUYMHY.
OHOBMEHHS TEKCTY MapKyBaHHS! YNakoBKy
nikapcbkoro 3acoby 3 BHECEHHSIM
iHcbopMaUii Woao 3a3HavYeHHs OAMHULL
BMMIiptOBaHHs B cucTemi Si (Haka3 MOS Big
17.11.2016 Ne 1245) BBegeHHs 3MiH
NPOTArom 6-T MiCSILLIB MicNsi 3aTBEPOXKEHHS.
13. | NPUBIAXEH PO34unH ANns iHdY3in LICIN BepiHr |LLsenuapis BUPOGHMLTBO Hepo3dacoBaHoi NpoayKLii, LLisenuapis 3miHa B.11.d.1.d (IB) - BunyyeHHs Tecty 3a UA/18357/01/01
100 mr/mn (10 %), no Al nepBUHHE NakyBaHHSA (acenTuyHe HanoBHEHHS), aHTuTina go Bipycy renatuty A (aHTu-HAV) | peuernmom
25 mn, 50 mn, 100 mn, KOHTPOIb SIKOCTi, BUNYCK Cepil: NPV KOHTPOIi SIKOCTi FOTOBOTO JiKAapCbKOro
200 mn, abo 400 mn y LICIT Bepinr AT, LWBseriuapis 3acoby, Ta Npy NPoBeAEHHI AOCNiAKeHb 3
dnakoHax, no 1 NnepBUHHE NaKyBaHHS (MapKyBaHHS1), BTOPUHHE cTabinbHOCTI, a TAKOX BUINYYEHHSs!
NakoHy B KAPTOHHIN nakyBaHHS: BignosigHoi TecT-cuctemmn (SOP BRN-MET-
KopoobLi LICIT Bepinr AT, LWBseriuapis 000133813).
3 [aHo 3MiHOK BHOCATLCSI TAKOX
peAakuinHi npaBku 4o po3giny
peecTpauiHoro gocke 3.2.A.1 Facilities and
Equipment, 3 meTol0 nMoro ontumisadii Ta
NoKpaLLeHHs1 YTabenbHOCTI
14. | PIKCYBIC NopoLLOK Ta Bakcanta | ABCTpis | MapKyBaHHs, BTOPMHHE NakyBaHHsi Ta BUnyck cepii | Benbris/ B.1.6.1. 6), IA 3miHn oo nokasHuka 3a UA/16879/01/01
PO3YMHHUK AN IHHOBEWLLH3 N3 Ta po3unHHuka: Bakcanta benmxiym CLUA/ «30BHILLHIN BUrNA4» ANA BUXiAHOMO peuenmom
PO3YMHY AN iH EKUIN, m6X MaHydekTypiHr CA, Benbris; BUpo6HMLTBO, ABcTpis/ matepiany 3anisa (ll) cynedaty
no 250 MO, 1 dnakoH KOHTPOMb SIKOCTi Ta NEpPBUHHE NakyBaHHs [T13: HimeyunHa renTarigpaTy, WO BUKOPUCTOBYETLCS B

3 MOPOLLKOM Y
KOMMNeKTi 3 1
¢nakoHoMm 3
PO34MHHMKOM (BOAA
Ons iH'ekuin) no 5 mn
Tano 1
NPUCTOCYBaHHIO AN
pO3BEAEHHS
BAKCKEKT Il'y
KopoOLi

BakcanTta FOC IHk, CLUA; yacTkoBUiA KOHTPOMb
sikocTi [T13: bakctep AlT, ABCTpisi; YacTKOBMNI
KoHTpornb sikocTi [113: Bakctep Al, ABCTpis;

4acTKOBUI KOHTponb sikocTi [13: Oci

TexHonomxu eHa IHHoBenwioH Mv6X, ABCTpis;
BMPOBOHMLTBO, KOHTPOSb SKOCTi Ta NEPBUHHE

nakyBaHHs po3ynHHuKka: 3irdpig XamensH M6X,
HimeuunHa

npoweci BUPOGHMLTBA aKTUBHOI Pe4OBUHM
HOHaKor rama.

B.1.6.1. 6), IA 3MiHM1 0O NokasHuWKa
«Po3unHHOCTLY Ans BUXigHoro marepiany
3anisa (ll) cynedpaty rentarigpary, wo
BUKOPUCTOBYETLCS B NpoLieci BUpobHULTBa
aKTUBHOI PEYOBWMHU HOHAKOT rama.
B.1.6.1. 6), IA 3ByXeHHS KpuTepiis
NPUNHATHOCTI 3@ NOKa3HMKOM
«EHOoTOKCUHMY ANng BUXigHOrO MaTepiany
Vitamin K3 (Menadione sodium bisulfite), o
BUKOPWCTOBYETbCS B NpoLieci BUpobHULTBa
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ITponoskenns noxarka 1

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoseka)

3asieHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
sionycky

Homep
peecmpadyjiliHo2
0 rnoceid4YyeHHs1

aKTVBHOT PEYOBUHWN HOHAKOT rama.
3atBepaxeHo: 3MO/mn (Bignosigae 429
MO/r);
B3anponoHoBaHo: < 3MO/mn (Bignosigae 429
MOI/r).

B.1.6.1. 1), IA Buny4eHHst He3Ha4HOro
nokasHuka «Heavy Metals test» 3
cneuudikauii BUXxigHoro matepiany 3anisa
(Il) cynbdaty rentarigparty, Wwo
BVKOPVCTOBYETLCA B NMpoLieci BUpobHMLTBa
aKTVBHOI PEYOBUHWN HOHAKOT rama.
B.1.6.1. 1), IA BunyyeHHs He3Ha4yHOro
nokasHuka «Insect Cell test» 3 cneuudikauii
BMXigHOro matepiany 3anisa (ll) cynedaty
rentarigpary, LLO BUKOPUCTOBYETLCH B
npoueci BUPOGHMLITBA aKTUBHOI PE4OBUHM
HOHakor rama.

B.1.6.1. 1), |IA BunyyeHHs He3Ha4HOro
nokasHuka «Germ Count test» 3
cneundikauii BUXigHoro maTepiany 3anisa
(Il) cynbgaty renTarigparty, Wwo
BVKOPVCTOBYETLCA B NMpoLieCi BUpobHMLTBa
aKTVBHOI PEYOBUHWN HOHAKOT rama.
B5.1.6.1. 1), IA BunyyeHHs He3Ha4HOro
nokasHuka «LAL-Test» 3 cneundikauii
BMXigHOro matepiany 3anisa (ll) cynedaty
rentarigpary, LLO BUKOPUCTOBYETLCH B
npoteci BUPOGHMLITBA aKTUBHOI PE4OBUHM
HOHakor rama.

B.1.6.1. 1), IA BunyyeHHs HE3Ha4HOro
nokasHuka «Heavy Metals test» 3
cneundikauii BuxigHoro matepiany MES
Acid, o BUKOPUCTOBYETLCH B MPOLIECI
BMPOGHMLTBA aKTVBHOI PEYOBUHW HOHAKOT
rama.

B5.1.6.1. 1), IA BunyyeHHs HE3Ha4HOro
nokasHuka «Critical Bioburden test» 3
cneundikauii BuxigHoro matepiany Vitamin
K3 (Menadione sodium bisulfite), wo
BMKOPWCTOBYETLCH B NpoLieci BUpobHuLTBa
aKTMBHOI pE4OBUHWM HOHAKOT rama.

15.

PIKCYBIC

NMOPOLLIOK Ta
PO3YMHHUK ANS
PO34MHY ANS iH eKUin,
no 500 MO, 1 dnakoH
3 MOPOLLKOM Y
KOMMAEKTi 3 1
cdnakoHoM 3
PO34MHHUKOM (BOAa
ans iH'ekuin) no 5 mn
Tano 1
NPUCTOCYBaHHIO Ans

Bakcanta
IHHOBEWLIH3
meX

ABCTpis

MapKyBaHHs!, BTOPMHHE MaKyBaHHS Ta BUMYCK cepil

N3 ta posunHHuka: bakcanta bengxiym
MaHydekTypiHr CA, Benbris; BUpoGHULTBO,

KOHTPOMb SKOCTi Ta NepBUHHE NakyBaHHsA [T13:

BakcanTta KOC IHk, CLLUA; yacTkoBU KOHTPONb
sikocTi [T13: Bakctep All, ABCTpist; YacTkoBuUiI
koHTporb skocTi [113: bakctep Al, ABCTpis;

YacTKOBU KOHTpOrb skocTi [13: Odi

TexHonomxu eHa IHHoBeNLWioH MMGX, ABCTpIs;

BVIpOGHVILI,TBO, KOHTPOIb AKOCTi Ta nepBuHHE

nakyBaHHs po3ymHHuka: 3irdpig XamensH Mm6X,

Benbris/
CLUA/

ABcTpis/

Himeyuunna

B.1.6.1. 6), IA 3MiHM A0 Noka3HuWKa
«30BHiLUHI BUrMAA» ANA BUXIAHOMO
matepiany 3anisa () cynbdarty
renTarigpaTy, O BUKOPUCTOBYETLCH B
npoteci BUPOGHMLITBA aKTUBHOI PE4YOBUHM
HOHaKor rama.

B.1.6.1. 6), IA 3miHM A0 Noka3HuWKa
«Po3unHHOCTLY Ansa BUXigHOro marepiany
3anisa (ll) cynbcpaty rentarigparty, LWo
BMKOPWCTOBYETLCH B NpoLieci BUpobHuLTBa
aKTMBHOI PE4OBMHW HOHAKOr rama.

3a
peuernmom

UA/16879/01/02
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ITponoskenns noxarka 1

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoseka)

3asieHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
sionycky

Homep
peecmpadyjiliHo2
0 rnoceid4YyeHHs1

po3BeaeHHs
BAKCIKEKT Il'y
KopoOoLi

Himeyumna

B.1.6.1. 6), IA 3ByXeHHS KpuTepiis
NPUAHATHOCTI 3@ NOKa3HMKOM
«EHpgoTOKCUHMY Ans BuxigHOro matepiany
Vitamin K3 (Menadione sodium bisulfite), o
BMKOPUCTOBYETLCSH B MPOLIECi BUPOOHNLTBA
aKTUBHOI PEYOBWMHWN HOHAKOT rama.
3atBepoxeHo: 3MO/mn (Bignosigae 429
MOJr);
3anponoHoBaHo: < 3MO/mn (Bignoeigae 429
MOI/r).

B.1.6.1. 1), IA BunyyeHHs He3Ha4HOro
nokasHuka «Heavy Metals test» 3
crneundikaLii BUxigHoro matepiany 3anisa
(I1) cynbdaty renTarigpaty, Lo
BVKOPVCTOBYETLCA B NMpoLieci BUpobHMLTBa
aKTUBHOI PEYOBMHWN HOHAKOT rama.
B.1.6.1. 1), IA Buny4yeHHs He3Ha4YHOro
nokasHuka «Insect Cell test» 3 cneuudikauii
BMXigHOro matepiany 3anisa (ll) cynedparty
renTarigpary, L0 BUKOPUCTOBYETLCS B
npoueci BUPOGHMLITBA aKTUBHOI PE4OBUHM
HOHakor rama.

B.1.6.1. 1), IA Buny4yeHHs He3Ha4YHOro
nokasHuka «Germ Count test» 3
crneundikaLii BuxinHoro matepiany 3anisa
(I1) cynbgaTty renTarigpaty, Lo
BMKOPWCTOBYETLCH B NMpoLieci BUpObHMLTBa
aKTUBHOI PEYOBMHMN HOHAKOT rama.
B.1.6.1. 1), IA Buny4yeHHs He3Ha4YHOro
nokasHuka «LAL-Test» 3 cneundikauii
BMXigHOro matepiany 3anisa (ll) cynedaty
renTarigpary, L0 BUKOPUCTOBYETLCS B
npoueci BUpoObHMLTBA aKTUBHOI PEYOBMHMN
HOHakor rama.

B.1.6.1. 1), IA Buny4yeHHs He3Ha4YHOro
nokasHuka «Heavy Metals test» 3
cneuudikauii BuxigHoro matepiany MES
Acid, Wo BMKOPUCTOBYETLCH B NpoLeCi
BUPOOHMLTBA aKTUBHOI PEYOBUHW HOHAKOT
rama.

B.1.6.1. 1), IA BunyyeHHs He3Ha4YHOro
nokasHuka «Critical Bioburden test» 3
cneuudikauii BuxigHoro matepiany Vitamin
K3 (Menadione sodium bisulfite), wo
BMKOPUCTOBYETLCS B NPOLIECi BUPOOHULTBA
aKTVMBHOT pEYOBUHWU HOHAKOT rama.

16.

PIKCYBIC

NOpOLLIOK Ta
PO3YMHHUK ANS
PO3YMHY ANIS iH EKUIN,
no 1000 MO, 1
dNaKkoH 3 MOPOLLKOM Y
KOMMNekTi 3 1

bakcanta
IHHOBEWLLH3
6X

ABcTpis

MapKyBaHHsi, BTOPUHHE MaKyBaHHs Ta BUMYCK cepil

N3 Ta po3unHHuka: bakcanta benmxiym
MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO,
KOHTPOMb SIKOCTi Ta NepBUHHE nakyBaHHS [T13:
BakcanTta KOC IHk, CLLUA; yacTkoBUiA KOHTPOIb
skocTi [T13: bakctep Al', ABCTpisi; YaCTKOBUMN

Benbrisi/
CLIA/

ABcTpis/

Himeyvuunna

B.1.6.1. 6), IA 3MiHM1 0O Noka3HuWka
«30BHILUHIM BUrMAA» ANA BUXiAHOTO
matepiany 3anisa () cynbdary
rentarigpary, L0 BUKOPUCTOBYETLCS B
npoueci BUpobHMLTBA aKTUBHOI PEYOBUHM
HOHaKor rama.

3a
peuernmom

UA/16879/01/03




8 ITponoskenns noxarka 1
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
cdnakoHoM 3 KOHTponb sikocTi I'J13: bakctep A, ABCTpis; B.1.6.1. 6), IA 3MiHM gO Noka3HuKa

PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5 mn
Tano 1
NPUCTOCYBaHHIO ANS
po3BedeHHs
BAKCIKEKT Il'y
KopobLi

4acTKOBUI KOHTPOJb sikocTi [T13: Odi
TexHonomxu eHa IHHoBeNLWioH MMGX, ABCTpis;
BMPOGHMLTBO, KOHTPOIb AKOCTi Ta NEPBUHHE
nakyBaHHs po3ynHHuKa: 3ircdpig XamensH MM6X,
HimeuunHa

«Po3unHHOCTbY ANns BMXiQHOro matepiany
3anisa (ll) cynedpaty rentarigparty, wo
BMKOPUCTOBYETLCH B MPOLIECi BUPOOHULTBA
aKTVBHOT PEYOBUHWN HOHAKOT rama.
B.1.6.1. 6), IA 3ByxeHHs kpuTepiiB
NPUAHATHOCTI 3@ NOKa3HMKOM
«EHOoTOKCMHM» ANns BUXigHOro matepiany
Vitamin K3 (Menadione sodium bisulfite), wo
BVKOPVCTOBYETLCA B NMpoLieci BUpobHMLTBa
aKTVBHOI PEYOBUHWN HOHaKOr rama.
3aTtBepoxeHo: 3MO/mn (Bignosigae 429
MO/r);

BanponoHoBaHo: < 3MO/mn (Bignosigae 429
MOJr).

B.1.6.1. 1), IA BunyyeHHs He3Ha4HOro
nokasHuka «Heavy Metals test» 3
crneundikaLii BUxigHoro matepiany 3anisa
(Il) cynbgaty renTarigparty, Wwo
BMKOPUCTOBYETHLCA B MPOLIECi BUPOOHULTBA
aKTUBHOI PEYOBMHWN HOHAKOT rama.
B.1.6.1. 1), IA BunyyeHHs He3Ha4yHOro
nokasHuka «Insect Cell test» 3 cneuudikauii
BMXigHOro matepiany 3anisa (ll) cynedparty
rentarigpary, LLO BUKOPUCTOBYETLCH B
npoeci BUPOGHMLTBA aKTUBHOI Pe4OBUHM
HOHaKor rama.

B.1.6.1. 1), IA BunyyeHHs He3Ha4HOro
nokasHuka «Germ Count test» 3
crneundikaLii BUxinHoro matepiany 3anisa
(Il) cynbgaty renTarigparty, Wwo
BMKOPUCTOBYETLCSH B MPOLIECi BUPOOHNLTBA
aKTUBHOI PEYOBMHMN HOHAKOT rama.
B.1.6.1. 1), IA BunyyeHHs He3Ha4YHOro
nokasHuka «LAL-Test» 3 cneundikauii
BMXigHOro matepiany 3anisa (ll) cynedaty
rentarigpary, LLO BUKOPUCTOBYETLCH B
npoweci BUPOGHMLTBA aKTUBHOI Pe4OBUHM
HOHaKor rama.

B.1.6.1. 1), IA BunyyeHHs He3Ha4yHoro
nokasHuka «Heavy Metals test» 3
cneuudikauii BuxigHoro matepiany MES
Acid, L0 BUKOPUCTOBYETLCH B NMPOLIECI
BMPOOHMLTBA aKTVBHOI PEYOBUHW HOHAKOT
rama.

B.1.6.1. 1), IA Buny4eHHs He3Ha4yHoro
nokasHuka «Critical Bioburden test» 3
cneuudikauii BuxigHoro matepiany Vitamin
K3 (Menadione sodium bisulfite), wo
BMKOPUCTOBYETLCS B NMPOLIECi BUPOOHULTBA
aKTMBHOI PEYOBUHWN HOHAKOT rama.




9 ITponoskenns noxarka 1

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
17. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABCTpisi | MapKyBaHHsi, BTOPMHHE MakyBaHHS Ta BUNyck cepii | Bbenbris/ B.1.6.1. 6), IA 3MiHM gO Noka3HuKa 3a UA/16879/01/04

PO3YMHHUK ANg IHHOBEWLLH3 N3 Ta po3unHHuka: bakcanta benmpxiym CLUA/ «30BHILLHIN BUrNA4» ANS BUXiAHOMO peuenmom

PO3YMHY AN iH EKLIN, mM6X MaHydekTypiHr CA, Benbrisi; BUpoOHWLUTBO, AscTpis/ matepiany 3anisa () cynbdaty

no 2000 MO, 1 KOHTPOMb SIKOCTi Ta NEpBUHHE NakyBaHHA [T13: HimeuyunHa rentarigpary, L0 BUKOPUCTOBYETbCSH B

dNaKkoH 3 MOPOLLKOM Y
KOMMNeKTi 3 1
¢nakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5 mn
Tanol
NPUCTOCYBaHHIO ANs
po3BEeAEHHS
BAKCIDKEKT Il y
KopobLUi

BakcanTta KOC IHk, CLLUA; yacTkoBUiA KOHTPOIb
sikocTi [T13: bakctep AlL, ABCTpisi; YacTKOBUN
KOHTponb sikocTi I'J13: bakctep All, ABCTpis;

YaCcTKOBUI KOHTPOJb sikocTi [T13: Odi

TexHonomxu eHa IHHoBeNLWioH MMGX, ABCTpis;
BMPOBHMLTBO, KOHTPOIb AKOCTi Ta MEPBUHHE
nakyBaHHs po3ynHHuKa: 3irdpig XamensH M6X,

Himevumna

npoueci BUpobHULTBa aKTUBHOI PEYOBUHM
HOHakKor rama.

B.1.6.1. 6), IA 3MiHM gO NokasHuKa
«Po3unHHOCTbY Ans BMXiQHOro matepiany
3anisa (ll) cynedpaty rentarigparty, wo
BVKOPVCTOBYETLCA B NMpoLieci BUpobHMLTBa
aKTVBHOI PEYOBUHWN HOHAKOT rama.
B.1.6.1. 6), IA 3ByXeHHS KpuTepiis
NPUAHSATHOCTI 3@ NOKa3HMKOM
«EHpgoTOKCUHMY» ANns BUXigHOro maTepiany
Vitamin K3 (Menadione sodium bisulfite), o
BVKOPVCTOBYETLCA B NMpoLieci BUpobHMLTBa
aKTVBHOT PEYOBUHWN HOHAKOT rama.
3atBepoxeHo: 3MO/mn (Bignosigae 429
MO/r);

B3anponoHoBaHo: < 3MO/mn (Bignosigae 429
MOJr).

B.1.6.1. 1), IA BunyyeHHs He3Ha4HOro
nokasHuka «Heavy Metals test» 3
crneundikaLii BUxinHoro matepiany 3anisa
(Il) cynbgaty renTarigparty, Wwo
BMKOPUCTOBYETLCS B MPOLIECi BUPOOHNLTBA
aKTUBHOI PEYOBMHMN HOHAKOT rama.
B.1.6.1. 1), IA BunyyeHHs He3Ha4HOro
nokasHuka «Insect Cell test» 3 cneuudikauii
BMXigHOro matepiany 3anisa (Il) cynedaty
rentarigpary, LLO BUKOPUCTOBYETLCH B
npoweci BUPOGHMLTBA aKTUBHOI Pe4OBUHM
HOHaKor rama.

B.1.6.1. 1), IA BunyyeHHs HE3Ha4HOro
nokasHuka «Germ Count test» 3
crneundikaLii BuxinHoro matepiany 3anisa
(I) cynbdaTty renTarigpaty, Lo
BMKOPUCTOBYETLCS B MPOLIECi BUPOOHNLTBA
aKTUBHOI PEYOBMHMN HOHAKOT rama.
B.1.6.1. 1), IA BunyyeHHs He3Ha4yHoro
nokasHuka «LAL-Test» 3 cneundikauii
BMXigHOro matepiany 3anisa (ll) cynedarty
rentarigpary, LLO BUKOPUCTOBYETLCH B
npoweci BUPOGHULTBA aKTUBHOI PEYOBUHU
HOHaKor rama.

B.1.6.1. 1), IA Buny4eHHs He3Ha4yHoro
nokasHuka «Heavy Metals test» 3
cneuudikauii BuxigHoro matepiany MES
Acid, L0 BUKOPUCTOBYETLCH B NMPOLIECI
BMPOGHMLTBA aKTUBHOI PEYOBUHM HOHAKOT
rama.
5.1.6.1. 1), IA BunyyeHHs He3Ha4yHoro




10 ITponoskenns noxarka 1
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
nokasHuka «Critical Bioburden test» 3
cneuudikauii BuxigHoro matepiany Vitamin
K3 (Menadione sodium bisulfite), wo
BMKOPWCTOBYETLCSH B NpoLieci BUpobHuLTBa
aKTUBHOI PEYOBWMHW HOHAKOT rama.
18. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABCTpisi | MapKyBaHHs, BTOPMHHE MakyBaHHS Ta BUNyck cepii | benbris/ B.1.6.1. 6), IA 3MiHM gO Noka3sHuKa 3a UA/16879/01/05
PO3YMHHUK AN IHHOBEWLLH3 113 Ta po3umHHuka: bakcanta benmkiym CLUA/ «30BHiLUHI BUrNAA» ANs BUXiAHOTO peuenmom
PO34MHY ANS iH EKUIN, m6X MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO, ABcTpis/ matepiany 3anisa () cynbdary
no 3000 MO, 1 KOHTPOMb SIKOCTi Ta NEpPBUHHE NakyBaHHsA [T13: HimevuunHa renTarigpaTy, WO BUKOPUCTOBYETLCS B

dNaKkoH 3 MOPOLLKOM Y
KOMMAEKTi 3 1
¢nakoHoMm 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5 mn
Tano 1
NPUCTOCYBaHHIO A11s
po3BEedEHHS
BAKCIKEKT Il'y
KopobLi

BakcanTta FOC IHk, CLUA; yacTKoBuUiA KOHTPOIb
sikocTi [T13: bakctep AlT, ABCTpisi; YacTKOBMM
KoHTponb sikocTi I'J13: Bakctep All, ABCTpis;

YacTKOBUI KOHTporb AkocTi [13: Odi

TexHonoaxu eHa IHHoBelwioH MMGX, ABCTpist;

BUPOGHMLTBO, KOHTPOIb SKOCTi Ta NEPBUHHE

nakyBaHHS po3yvHHuKa: 3irdpia XamensH MM6X,

HimeyumHa

npoueci BUPOGHMLITBA aKTUBHOI PE4OBUHM
HOHakor rama.

B.1.6.1. 6), IA 3MiHM 0O NokasHuKa
«Po3unHHOCTLY AN BUxigHoOro marepiany
3anisa (ll) cynbdpaty rentarigparty, wo
BMKOPUCTOBYETLCH B MPOLIECi BUPOOHULTBA
aKTUBHOI PEYOBMHWN HOHAKOT rama.
B.1.6.1. 6), IA 3ByXeHHs KpuTepiis
NPUAHATHOCTI 3@ NOKa3HMKOM
«EHOoOTOKCUHMY ANng BUXiZHOrO MaTepiany
Vitamin K3 (Menadione sodium bisulfite), wo
BMKOPUCTOBYETLCSH B MPOLIECi BUPOOHNLTBA
aKTUBHOI PEYOBMHU HOHAKOT rama.
3atBepaxeHo: 3MO/mn (Bignosigae 429
MOJr);
3anponoHoBaHo: < 3MO/mn (Bignoeigae 429
MOI/r).

B.1.6.1. 1), IA Buny4yeHHs He3Ha4YHOro
nokasHuka «Heavy Metals test» 3
crneundikaLii BUxinHoro matepiany 3anisa
(I1) cynbgaTty renTarigpaty, Lo
BMKOPWCTOBYETLCH B NMpoLieci BUpobHULTBa
aKTUBHOI PEYOBMHMN HOHAKOT rama.
B.1.6.1. 1), IA Buny4yeHHs He3Ha4YHOro
nokasHuka «Insect Cell test» 3 cneuudikauii
BMXigHOro matepiany 3anisa (ll) cynedarty
renTarigpary, L0 BUKOPUCTOBYETLCS B
npoLeci BUPOGHMLTBA aKTMBHOI PEYOBUHU
HOHakor rama.

B.1.6.1. 1), IA Buny4yeHHs1 HE3Ha4YHOro
nokasHuka «Germ Count test» 3
cneuudikauii BUXigHoro matepiany 3anisa
(I1) cynbgaty renTarigpaty, Lo
BMKOPUCTOBYETLCS B MPOLIECi BUPOOHULTBA
aKTVMBHOT PEYOBUHWU HOHAKOT rama.
B.1.6.1. 1), IA BunyyeHHs He3Ha4YHoOro
nokasHuka «LAL-Test» 3 cneundikauii
BMXigHOro matepiany 3anisa (ll) cynedaty
renTarigpary, L0 BUKOPUCTOBYETLCS B
npoueci BUpobHMLTBA aKTUBHOI PE4OBUHM
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoseka)

3asieHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
sionycky

Homep
peecmpadyjiliHo2
0 rnoceid4YyeHHs1

HOHakor rama.
B.1.6.1. 1), IA Buny4yeHHs He3Ha4HOro
nokasHuka «Heavy Metals test» 3
cneumdikauii BuxigHoro matepiany MES
Acid, Lo BVUKOPUCTOBYETLCS B NPOLIEC
BMPOOHMLTBA aKTVBHOI PEYOBUHWN HOHAKOT
rama.

B.1.6.1. 1), IA Buny4yeHHs He3Ha4HOro
nokasHuka «Critical Bioburden test» 3
cneuudikauii BuxigHoro matepiany Vitamin
K3 (Menadione sodium bisulfite), wo
BMKOPVCTOBYETLCA B NMpoLieci BUpobHMLTBa
aKTUBHOI PEYOBWMHWN HOHAKOT rama.

19.

PUKCATOH

KOHLEHTpaT ans
PO34MHY AN iHY3in,
10 mr/mn; no 10 mn
(100 mr) abo no 50 mn
(500 wr) y cprakoHi; no
2 abo 3 pnakoHu no
10 Mn B KApTOHHiIN
kopobui; no 1 abo 2
c¢onakoHn no 50 mn B
KapTOHHiI kopobui

ICango3s M'voX|

ABCTpis

BMPOGHMK, LLIO BiAMNOBiAae 3a BUNYCK cepii:

CaHnpo3s 'M6X - BisHec nigpo3ain TexHonorivyHa
po3pobka Ta BUpOBHULTBO BionoriyHnX fikapcbknx

3aco6is ladptenay (6TAM AMNC), AscTpis;
BUPOBHMLTBO HEpO3chacoBaHOi NPOAYKLT,

nepBUHHE Ta BTOPUHHE NaKyBaHHA, TECTYBaHHA,

[003BiN Ha BUNYCK Cepint:

Jlek ®apmaueBTMYHA kKOMMaHiA 4.4., CrnoseHis;

TeCTyBaHHA:

Jlek ®apmaueBTUYHa koMMaHia 4.4., CnoseHis;

€BpodpiHc PACT 'mMEX, HimeuumHa;
HoBaprTic ®apma Arl, LLsenuapis

AscTpis/
CnoBeHis/
HimeuuunHa/
LLisenuapis

Change(s) in the Summary of Product
Characteristics, Labelling or Package Leaflet
of a generic/hybrid/biosimilar medicinal
products following assessment of the same
change for the reference product-
C.l.2.a) IB - To update sections 4.8, 5.1 and
5.2 of the SmPC following safety changes
for the parent product Mabthera adopted
during procedure 11-169.

C.l.2.a) IB - To update sections 1, 2, 4.1,
4.2,44,48,5.1,5.2, 6.5, 8 of the SmPC
following adoption of extension of indication
to include the induction of remission in
paediatric patient (aged ?2 to <18 years old)
with severe, active granulomatosis with
polyangiitis (GPA) (Wegener's) and
microscopic polyangiitis (MPA) for parent
product Mabthera during procedure I1-162.
The PL was updated accordingly.
C.l.2.a) IB - To update sections 4.1, 4.2, 4.4,
4.8, 5.1 and 5.2 of the SmPC following
adoption of extension of indication to include
treatment of paediatric patients (aged ?6
months to <18 years old) with previously
untreated advanced stage diffuse large B-
cell ymphoma (DLBCL), Burkitt ymphoma
(BL)/Burkitt leukaemia (mature B-cell acute
leukaemia) (BAL) or Burkitt-like lymphoma
(BLL) in combination with chemotherapy for
parent product MabThera during procedure
11-168.

The Package leaflet is updated accordingly.
3MiHu Wwoao 6e3neku: 3aMiHN y IHCTPYKLIT Ans
MeaMYHOro 3acTOCYBaHHS y poaginax
«dapmaKosnorivyHi BacTUBOCTI»,
«MokaszaHHay, «OcobnnBOCTI
3acTocyBaHHsi», «Cnocib 3acTocyBaHHs Ta
[0o3n», «[MobivHi peakuii»

3a
peuenmom

UA/17421/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
20. | CIPTYPO Tabnetkn no 100 wmr; TOB YkpaiHa BMPOGHMLTBO HEpPO3chacoBaHOro NPOAyKTY, IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16790/01/01

no 188 tabnetok y "[J>)KOHCOH i KOHTPOIb AKOCTi, NEPBMHHA Ta BTOPUHHA Benbria matepianis: 3MiHu | Tuny: AgMiHicTpaTuBHi | peyenmom

cdnakoHi, no 1 [XOHCOH ynakoBka: 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu

bnakoHy B KapTOHHIW YkpaiHa" Pecudapm ®apmacepsices MNeT. JIT4., IHAis; 3asiBHUKA (BnacHuWKa peecTpauinHoro

Kopobui; no 6 BTOPWHHA ynaKkoBKa: NOCBIQYEHHS1)- BHECEHHS 3MiH 40 agpecu

TabneTok y bnictepi, Anccen PapmauesTvka HB, Benbris; 3asiBHUKA B 3B’5A3KY 3i 3MIHOI0 MiCLA

no 4 Gnictepu B KOHTPOSb SKOCTi: NPOBaXEHHA AiANbHOCTI

KapTOHHIN ynakoBLii AHcceH (dhbapmaueBTUYHI komnaHii JXKoHCOH &

[xoHcoH) koHcoH & [xoHcoH MNpansit JlimiTeq
(DBA - ®apmaueBTu4Hi npoayktu, LieHTp
aHaniTMYHUX Ta hapmaLeBTUYHNUX PO3pobOK),
IHAis;
KOHTPOMb SKOCTi, BUMYCK Cepii:
AHcceH Papmauestuka HB, Benbris

21. | CIPTYPO Tabnetkv no 100 wmr; TOB Ykpaina BMPOBHMLTBO HEpo3dhacoBaHOro NPoaykKTy, IHpia/ 3Minu | TUny - 3miHn wopo 3a UA/16790/01/01

no 188 tabnetok y "[J>)KOHCOH i KOHTPOSb AKOCTi, NEPBMHHA Ta BTOPUHHA Benbria 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy | peuenmom

cnakoHi, no 1 [>XOHCOH yrnakoBka: (iHWi 3MiHN) - BHeceHHs 3miH go po3giny

NaKkoHy B KAPTOHHIV YkpaiHa" Pecndpapm ®apmacepsices lN8T. 174, IHAis; «MapkyBaHHa» MKA N13. 3aTBepaxeHo:

kopobui; no 6 BTOPUHHA yNakoBKa: MapkyBaHHs. BignoBigHo 0o 3aTBEpAXXeHOro

Tabnetok y 6nictepi, AHcceH Papmauestuka HB, Benbris; TEKCTY MapKyBaHHS, WO AOAAETHCS.

no 4 énictepn B KOHTPOIb SKOCTI: 3anponoHoBaHo: MapkyBaHHsi. 3rigHo

KapTOHHIN ynakoBLj AHcceH (bapmaueBTUYHI KomnaHii [PKOHCOH & 3aTBEPKEHOrO TEKCTY MapKyBaHHS.

[xoHcoH) xoHcoH & [xoHcoH MpansiT JlimiTen OHOBIEHHS TEKCTY MapKyBaHHS! YMakoBKW
(DBA - ®apmaueBTu4Hi npoayktu, LieHTp nikapcbkoro 3acoby 3 BHECEHHAM
aHaniTMYHUX Ta hapmaLeBTUYHIUX PO3poboK), iHdbopMaLii Woao 3a3HavYeHHs OAMHULL
IHais; BMMIpIOBaHHS y cuctemi Sl.
KOHTPOMb SIKOCTi, BUMYCK Cepii:
AHcceH PapmauesTtuka HB, Benbris

22. | ®PEVIBA NOpOLLIOK Ta Bakctep Al | ABcTpisi Bakctep Al', AcTpis (bionoriyHe TecTyBaHHs); ABcTpisi/ BunpasneHo TexHiYHi NOMUIKN B TEKCTI 3a UA/16954/01/01

PO3YMHHUK AN Bakctep Al', ABcTpis (bionoriyHe TecTyBaHHS, HimeuumHa| MapKyBaHHS ynakoBOK MikapcbKoro 3acoby | peyernmom

PO34MHY ANA iH eKUin
no 500 Oga.; nopoLuok
y bnakoHax Ta
PO34MHHUK (BOAa ANst
iH ekuin) no 20 mn y
cdnakoHax; no 1
PnakoHy 3 MOPOLLKOM
y KOMMnekTi 3 1
cdnakoHoM 3
PO34YMHHUKOM Ta 3
NPUCTOCYBaHHSAM A1si
po3BefeHHs
BAXJECT Il Xan ®noy
Ta Habopom ans
BBeAeHHS (1
0QHOPa30BUIA LLUNPWULL,
1 oaHopas3soBa rorsika,
1 ronka-meTenuk) y
Kopoo6Li

cTepunisauis, KOHTPOMb SKOCTi, NEPBUHHE
nakyBaHHS, BTOPUHHE NakyBaHHSA, BUPOBHMLITBO
'N3); bakctep Al', ABCTpisa (B1nyck cepii);
Bakctep Al', AscTpis (BupobHuuTeo 13); 3irdpua
FamenbH M'M6X, HiMewurHa (BUpobHMUTBO
PO34MHHUKA)

3ATBEPI>KEHO:

3. MEPEJIK JOMOMPKHNX PEHOBUH
[lonomixHi peyoBMHU: HaTpIlo Xnopua,
TpVHaTpito uMTparT.
SAIMPOMNOHOBAHO:

3. MEPENIK AOMNOMPKHWX PEYHOBWH
[onomixHi pe4oBMHU: HaTpIlO Xnopua,
HaTpito uuTpart.

BTOPUHHA YMNAKOBKA (KAPTOHHA
KOPOBKA)
SATBEPIKEHO:

4. NIKAPCbKA ®OPMA TA KINTbKICTb
OVHWMLb B YNAKOBL|
... IPUCTOCYBaHHA ANA po3BeaeHHA
BAKCIOXEKT Xan ®noy ...
3AMNPOMOHOBAHO:

4. NIKAPCbKA ®OPMA TA KINTbKICTb
OoVHNMLb B YMAKOBL|
... IPUCTOCYBaHHA ANA po3BeaeHHA
BAKCIDKEKT 1l Xan ®noy...
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
23. | PEUBA NMOPOLLIOK Ta Bakctep Al | ABcTpis Bakctep Al', AcTpis (BionoriyHe TecTyBaHHS); ABcTpisi/ BunpaBreHo TeXHIYHI MOMUIKN B TEKCTI 3a UA/16954/01/02

PO3YMHHUK ANg Bakctep Al', ABcTpis (BionoriyHe TecTyBaHHS, HimeuumHa| MapKyBaHHS ynakoBOK fikapcbKoro 3acoby | peuernmom

PO3YMHY ANS iH eKLiN cTepunisauisi, KOHTPONb AKOCTi, NEPBUHHE

no 1000 Og.; nopoLuok nakyBaHHs!, BTOPMHHE MaKyBaHHs, BUPOOHULITBO 3ATBEPOXKEHO:

y bnakoHax Ta 'N3); bakctep Al', ABcTpis (Bunyck cepii); 3. MEPEJIK JOMOMPKHNX PEHOBWH

PO34YMHHUK (BOAA ANS BakcTep Al', ABcTpist (BupobHuuTeo T13); Sircbpua [lonomixHi peqoBMHM: HaTpito xropua,

iH ekuin) no 20 mn y amenbH M'M6X, HimewurHa (BUpobHMUTBO TPUHATPIO UMTpaT.

cnakoHax; no 1 PO34MHHUKA) SAMNPOMNOHOBAHO:

hnakoHy 3 MOPOLLKOM 3. MEPENIK AOMNOMPKHWX PEYHOBWH

y KOMMAeKTi 3 1 [onomixxHi pe4oBMHU: HaTpIKO xnopua,

¢nakoHoMm 3 HaTpito uuTpar.

PO34YMHHUKOM Ta 3

NPUCTOCYBaHHAM AN BTOPVHHA YIMNAKOBKA (KAPTOHHA

po3BedeHHs KOPOBKA)

BAXJECT Il Xai ®noy 3ATBEPI>KEHO:

Ta Habopom ans 4. NNIKAPCbKA ®OPMA TA KINbKICTb

BBeAeHHS (1 OAVHNLb B YTMNAKOBLII

OHOPa30BMiA LLMPWL, ... MPUCTOCYBAHHS AN PO3BEAEHHS

1 ogHopa3soBa rorka, BAKCO)KEKT Xaw ®rnoy Il...

1 ronka-meTenuk) y 3AMPOMNOHOBAHO:

Kopoo6ui 4. NNIKAPCbKA ®OPMA TA KINbKICTb

OooVHWMLUb B YNAKOBL|
... MPUCTOCYBaHHSA ANs po3BeAeHHS
BAKCIDKEKT 11 Xan ®noy...

24. | ®EVBA NMOpOLLIOK Ta Bakctep Al | ABcTpisi Bakctep Al', AscTpis (bionoriyHe TecTyBaHHs); ABcTpisi/ BunpasneHo TexHiYHi NOMUIKN B TEKCTI 3a UA/16954/01/03

PO3YMHHUK AN Bakctep Al', ABcTpisi (BionoriyHe TeCTyBaHHS, HimeuumHa| MapKyBaHHS ynakoBOK fikapcbKkoro 3acoby | peuernmom

PO34MHY Ans iH eKUin
no 2500 Og.; NnopoLuok
y dnakoHax Ta
PO34YMHHUK (BoAa Ans
iH ekuin) no 50 mn y
cdnakoHax; no 1
nakoHy 3 MOPOLLKOM
y KOMMnekTi 3 1
dnakoHoM 3
PO3YMHHUKOM Ta 3
NPUCTOCYBaHHAM AS15
po3BefeHHs
BAXJECT Il Xait ®noy
Ta Habopom Ans
BBEAEHHS (1
OLHOPa30BUIA LUMPWLL,
1 ogHopasoBa rorska,

1 ronka-meTenuk) y
KopobLi

cTepuni3aLisi, KOHTPOMb SKOCTi, NEPBUHHE
nakyBaHHs, BTOPUHHE NakyBaHHS, BUPOBHMLITBO
'N3); Bakctep Al', ABcTpis (BUNyck cepii);
Bakctep Al', AscTpis (BupobHuuTeo T13); 3irdpua
FamenbH MM6X, HiMeuyrHa (BUpo6bHMUTBO
PO34MHHUKA)

3ATBEPI>KEHO:

3. MEPENIK AOMNOMPKHWX PEHOBWH
[onomixHi pe4oBMHU: HATpIO xnopua,
TpWHaTpito uMTparT.
3AMNPOMNMOHOBAHO:

3. MEPEJIK JOMOMPKHNX PEHOBUH
[lonomixxHi pe4oBMHM: HaTpito xropua,
HaTpilo uuTpar.

BTOPWHHA YMAKOBKA (KAPTOHHA
KOPOBKA)
3ATBEPIXXEHO:

4. NIKAPCBKA GOPMA TA KINbKICTb
OOVHVLIb B YMAKOBL|
... MPUCTOCYBaHHA AnA po3BeaAEeHHA
BAKCIXEKT Xait ®roy IL...
3AMPOMOHOBAHO:

4. NIKAPCBKA GOPMA TA KINbKICTb
OOVHWLIb B YMAKOBL|
... IPUCTOCYBaHHA OANnA po3BeaeHHA
BAKCIKEKT Il Xait droy...
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
25. | ®ECIo PO34MH AN iH'EKLN, . XodbpmaH |LLseviapis ®.XoppmaHH-J1s Pow Jitg LLIseiapis 3minu | Tvny: 3MiHu Wwopo 3a UA/18355/01/01
600 mr/600 mr/20000 H-Ns1 Poww 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy | peuenmom
Of; no 10 mn po3ymHy Iitg (iHWi 3MiHWM) BHeceHHs 3miH Ao maTepianis
ans iH'ekuin y peecTpaLiHOro 4oChe MikapcbKoro 3acoby
cdnakoHi; no 1 decro, Lo MalTb Ha MeTi YTOYHIOKYMIA
NakoHy y KapTOHHIN (apmiHicTpaTUMBHUIN) XapakTep B Mexax
KopobLi YkpaiHn, a came BigobpaxeHHs B pedakuii
TEKCTY MapKyBaHHS NEPBUHHOI YNaKoBKU
BCi€l TeXHIYHOI iHpopMmalLlii, Lo HaHOCKUTBCA
BUPOBHMKOM nikapcbKoro 3acoby.
OO6rpyHTyBaHHs 3asiBHUKa A0AaETbCs Ha 1
apkyLi. BBegeHHs amiH npotarom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA
26. | ®ECIo PO34MH Ans iH'EKLN, . XodhpmaH |LLseinLapis & . XopdpmaHH-J1s Pow Jitg LLiseviapis 3miHu | Trny: 3MiHu Wwopo 3a UA/18355/01/02
1200 mr/600 mr/30000 H-Ia Poww besnekn/edekTUBHOCTI Ta hapmakoHarnsgy | peuernmom
O[f; no 15 mn po3umHy 1o (iHWi 3MiHWM) BHeceHHs 3mMiH go MaTepianis

ans iH'ekuin y
cdnakoHi; no 1
brakoHy y KapTOHHIN
KopobuUi

peecTpaLinHOro 4oche nikapcbkoro 3acoby
decro, WO MalTb Ha METi YTOYHIOKYNIA
(agmiHicTpaTUBHUI) XapakTep B Mexax
YkpaiHn, a came BigobpaxeHHs1 B pedakuii
TEKCTY MapKyBaHHS NMEPBUHHOI YNaKOBKN
BCI€l TEXHIYHOI iHdbopMaLii, L0 HAHOCUTLCSA
BUPOGHMKOM NiKapCbKoro 3acoby.
OOr'pyHTyBaHHS 3asiBHWKA AOAAETHCSA Ha 1
apkywi. BBegeHHs 3MiH NpoTarom 6-t
MicsiLiB Micns 3aTBEPOKEHHS

FeHepanbHU AUPEKTOP
AOupekTopaTy chapmMmaueBTUYHOro 3abe3neyeHHs

Onekcangp KOMAPIOA




