NMEPENIK

Jonarox 3

no Hakazy MiHicTepcTBa OXOPOHH 3IOPOB’S

Vkpainu  «IIpo

JIepKaBHY  pEECTpaIliio  Ta

BHECEHHS 3MiH JI0 peecTpallifHuX MaTepialiB

JKapChKUX

3aco0iB,

SIKI

3apeecTpOBaHi

KoMIeTeHTHUMHU opraHamu Cnonmydenux LlTatiB
Awmepuku, Ascrpanii, Kanamm, [IBeiinapcpkoi
Kondeneparii, €Bporeiickkoro Coro3y»

Big 20 xBitHA 2021 poky Ne 773

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJNOIN4YHUX NMPENAPATIB), LLOOO AKUX BIOMOBJIEHO Y BHECEHI
3MIH 0O PEECTPALIMHUX MATEPIATNIB, AKI BHOCATbLCA A0 OEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOEIB
YKPAIHU, SIKI BSAPEECTPOBAHI KOMMETEHTHUMU OPFAHAMU CMNONMYYEHUX LUTATIB AMEPUKMU,
LUBEMLIAPCbKOI KOH®OELEPALIL, ANOHII, ABCTPANII, KAHAOWU, NIKAPCbKUX 3ACOBIB, LLIO 3A
LLEHTPANI3OBAHOIO NMPOLIEQYPOIO 3APEECTPOBAHI KOMMETEHTHUM OPFAHOM EBPOMEUCBLKOIO COIO3Y

no 3 Gnictepu pasom
i3 BOMoronornMHayem
y NakeTi 3 antoMiHieBOi
onbru; no 1, 2 abo 3
nakeTu y KapTOHHIW
kopooui

MapKyBaHHs1, Bunyck cepii: K'esi
dapmaveytuui C.n.A., Itanis;
KOHTporb sikocTi: HysicaH MM6X,
Hime4uunHa; KOHTponb AKOCTI
BUXiZHOT CUPOBMHN Ta BUPOOHULITBO,
KOHTPOIb SIKOCTi, BUNYCK cepil
nikapcbkoro 3acoby: PoTtteHgopd
®apma 'MbX, HimeyunHa; nepBuHHe
nakyBaHHS1, BTOPUHHE NakyBaHHS,
MapKyBaHHsA: PotTeHgopd Papma
'M6X, HimeuunHa

method (Ascomycin 19-epimer and Desmethyl Tacrolimus)
in CCSB Tacrolimus. B.l.b.1 (c) - IA - Addition of a new
specification parameter to the specification with its
corresponding test method (addition of the specification of
Hexane and Methanol as residual solvents for Tacrolimus
CCSB with its corresponding test method). B.1.b.1 (i) - IB -
Where there is no monograph in the European
Pharmacopoeia or the national pharmacopoeia of a Member
State for the active substance, a change in specification from
in-house to a non-official Pharmacopoeia or a
Pharmacopoeia of a third country (a change in specification
limit to comply with the USP monograph for the specification
"Any individual unspecified impurity" in CCBS Tacrolimus).
B.l.b.1 (i) - IB - Where there is no monograph in the
European Pharmacopoeia or the national pharmacopoeia of
a Member State for the active substance, a change in
specification from in-house to a non-official Pharmacopoeia
or a Pharmacopoeia of a third country (a change in
specification limits to comply with the USP monograph for
the specification "Water content" in CCSB Tacrolimus).
B.l.b.1 (i) - IB - Where there is no monograph in the
European Pharmacopoeia or the national pharmacopoeia of
a Member State for the active substance, a change in
specification from in-house to a non-official Pharmacopoeia
or a Pharmacopoeia of a third country (a change in
specification limits to comply with the USP monograph for
the specification "Residue on ignition" in CCSB Tacrolimus).
B.l.b.1 (2) - IB - Other variation. B.l.d.1 (a) 4 - IB - Extension

Ne Ha3zea Popma esunycKy 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyilina npoyedypa Ymoeu Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2
n/ 3acoby ynakoeka) 0 rnoceid4YyeHHs1
n
1. | EHBAPCYC TabneTku K'esi ABcTpis BTOPWHHE NaKyBaHHsi, MapKyBaHHS: AscTpis/ 3MiHu wopo sAkocti, Tun Il B.l.a.1 (b) - Il - Introduction of a 3a UA/16205/01/01
NpPONoHroBaHoi Aji no dapmac’ .. dapma MB6X, ABCTpist; BUNYCK ITanis/ manufacturer of the active substance supported by an peuenmom
0,75 mr, mo 10 toTiken3 cepii: K'esi Papmac'iotikens 'm6X, |HimevunHa ASMF. B.I.b.1 (c) - IA - Addition of a new specification
TabneTok y 6nictepi, M6X ABCTpisi; BTOPMHHE NaKyBaHHs, parameter to the specification with its corresponding test




ITponoBxeHnHs noxarka 3

6nictepu pasom i3
BOJIOrOMOrfivHavYeM y
nakeTi 3 anoMiHieBoi
onbru; no 1, 2 abo 3
nakeTu y KapTOHHIW

MapKyBaHHs, Bunyck cepii: K'esi
dapmaveytuui C.n.A., Itanis;
KOHTponb sikocTi: HysicaH Mm6X,
HimeuumnHa; KOHTponb SKOCTI
BUXiZHOT CUPOBMHW Ta BUPOBHULITBO,

method (Ascomycin 19-epimer and Desmethyl Tacrolimus)
in CCSB Tacrolimus. B.l.b.1 (c) - IA - Addition of a new
specification parameter to the specification with its
corresponding test method (addition of the specification of
Hexane and Methanol as residual solvents for Tacrolimus

Ne Haszea Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2
n/ 3acoby ynakoeka) 0 noceid4yeHHs
n
or introduction of a retest period/storage period supported by
real time data for CCSB Tacrolimus.
2. | EHBAPCYC TabneTku K'esi AscTpis BTOPUHHE MaKyBaHHSA, MapKyBaHHS: AscTpis/ 3minu wopgo skocti, Tvn 1l: B.l.a.1 (b) - Il - Introduction of a 3a UA/16205/01/02
NpPONoHroBaHoi Aji no dapmac' .. dapma MB6X, ABCTpist; BUMYCK ITanis/ manufacturer of the active substance supported by an peuenmom
1 mr, no 10 TabneTtoky | toTikens cepii: K'esi Papmac'ioTikens M'm6X, |HimeuunHa ASMF. B.l.b.1 (c) - IA - Addition of a new specification
6nictepi, no 3 mM6X ABCTpisi; BTOPMHHE NaKyBaHHS, parameter to the specification with its corresponding test
6nictepu pasom i3 MapKyBaHHs, Bunyck cepii: K'esi method (Ascomycin 19-epimer and Desmethyl Tacrolimus)
BOJIOronornuHayem y dapmaueytuui C.n.A., ITanis; in CCSB Tacrolimus. B.l.b.1 (c) - IA - Addition of a new
nakeTi 3 anoMmiHieBOi KOHTporb skocTi: HysicaH MM6X, specification parameter to the specification with its
cdonbru; no 1, 2 abo 3 Hime4yumHa; KOHTPOnb SIKOCTI corresponding test method (addition of the specification of
NakeTu y KapTOHHIW BUXiZHOT CUPOBMHN Ta BUPOOHULITBO, Hexane and Methanol as residual solvents for Tacrolimus
Kopooui KOHTPOIb SKOCTi, BUMYCK cepii CCSB with its corresponding test method). B.1.b.1 (i) - IB -
nikapcbkoro 3acoby: PoTteHgopd Where there is no monograph in the European
®apma 'M6X, HimeyunHa; nepuHHe Pharmacopoeia or the national pharmacopoeia of a Member
nakyBaHHs, BTOPMHHE MaKyBaHHS, State for the active substance, a change in specification from
MapkyBaHHsi: PotteHgopd ®apma in-house to a non-official Pharmacopoeia or a
MM6X, HimeuunHa Pharmacopoeia of a third country (a change in specification
limit to comply with the USP monograph for the specification
"Any individual unspecified impurity" in CCBS Tacrolimus).
B.l.b.1 (i) - IB - Where there is no monograph in the
European Pharmacopoeia or the national pharmacopoeia of
a Member State for the active substance, a change in
specification from in-house to a non-official Pharmacopoeia
or a Pharmacopoeia of a third country (a change in
specification limits to comply with the USP monograph for
the specification "Water content" in CCSB Tacrolimus).
B.1.b.1 (i) - IB - Where there is no monograph in the
European Pharmacopoeia or the national pharmacopoeia of
a Member State for the active substance, a change in
specification from in-house to a non-official Pharmacopoeia
or a Pharmacopoeia of a third country (a change in
specification limits to comply with the USP monograph for
the specification "Residue on ignition" in CCSB Tacrolimus).
B.l.b.1 () - IB - Other variation. B.l.d.1 (a) 4 - IB - Extension
or introduction of a retest period/storage period supported by
real time data for CCSB Tacrolimus.
3. | EHBAPCYC TabneTku K'esi ABcTpis BTOPWHHE NaKyBaHHs, MapKyBaHHSI: AscTpis/ 3MiHun wopo sAkocti, Tun Il B.l.a.1 (b) - Il - Introduction of a 3a UA/16205/01/03
NPOSIOHroBaHoI Aji no dapmac’ .. dapma MMB6X, ABCTpist; BUMYCK ITanis/ manufacturer of the active substance supported by an peuenmom
4 mr, no 10 TabneTtoky | toTikens cepii: K'esi ®Papmac'ioTikens 'm6X, |HimeuunHa ASMF. B.I.b.1 (c) - IA - Addition of a new specification
6nictepi, no 3 MM6X ABCTpisl; BTOPUHHE NaKyBaHHS, parameter to the specification with its corresponding test
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Ne Haszea Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2
n/ 3acoby ynakoeka) 0 noceid4yeHHs
n
Kopooui KOHTPOIb SIKOCTi, BUMYCK cepii CCSB with its corresponding test method). B.1.b.1 (i) - IB -
nikapcbkoro 3acoby: PoTteHaopd Where there is no monograph in the European
®apma 'M6X, HimewunHa; nepBuHHe Pharmacopoeia or the national pharmacopoeia of a Member
NnakyBaHHs!, BTOPVMHHE MaKyBaHHS, State for the active substance, a change in specification from
MapkyBaHHs: PotteHpgopd ®apma in-house to a non-official Pharmacopoeia or a
M'M6X, HimewunHa Pharmacopoeia of a third country (a change in specification
limit to comply with the USP monograph for the specification
"Any individual unspecified impurity" in CCBS Tacrolimus).
B.I1.b.1 (i) - IB - Where there is no monograph in the
European Pharmacopoeia or the national pharmacopoeia of
a Member State for the active substance, a change in
specification from in-house to a non-official Pharmacopoeia
or a Pharmacopoeia of a third country (a change in
specification limits to comply with the USP monograph for
the specification "Water content" in CCSB Tacrolimus).
B.l.b.1 (i) - IB - Where there is no monograph in the
European Pharmacopoeia or the national pharmacopoeia of
a Member State for the active substance, a change in
specification from in-house to a non-official Pharmacopoeia
or a Pharmacopoeia of a third country (a change in
specification limits to comply with the USP monograph for
the specification "Residue on ignition" in CCSB Tacrolimus).
B.l.b.1 () - IB - Other variation. B.l.d.1 (a) 4 - IB - Extension
or introduction of a retest period/storage period supported by
real time data for CCSB Tacrolimus.
4. | 3IPABEB KOHLIeHTpaT Ans Mdpaiize CLUIA 36epiraHHst ADI, BUpoBGHULTBO, CLUA/ Minor changes in the container closure integrity testing 3a UA/18148/01/01
pO34MHYy Ans iHdY3in, p nepBYHHE NaKyBaHHS, TECTYBaHHS IpnaHgis/ method (CCl) to include a 20 um defect vial as a positive peuenmom
25 mr/mn; no 100 mr/4 Eny.Ci. npv BUNYCKY, BTOPUHHE MaKyBaHHS Benbrisa control in the Method A.
My dnakoHi; no 1 M. Ta MapKyBaHHS1, BUMNYCK cepil:
bNakoHy y KapTOHHIN Kopnope dapmauis i AngxoH Komnani JINC,
kopobuii 3 NLWH CLUA; TecTyBaHHsi Mpy BUMYCKY

MapKyBaHHAM
YKpalHCbKOIO MOBOIO;
no 400 mr/16 mny
nakoHi; no 1
bNakoHy y KapTOHHIN
kopobuii 3
MapKyBaHHSM
YKpailHCbKOI MOBOIO;
no 100 mr/4 mn'y
onakoHi; no 1
bNakoHy y KapTOHHIN
kopobuii 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsM CTVKepy
YKPaiHCbKOK MOBOIO;
no 400 mr/16 mny
conakoHi; no 1
PNaKkoHy y KapTOHHIN

cepii, TeCTyBaHHA Npy JOCIOKEHHI
ctabinbHocTi: Baet Biod®apma
LisixxH o BaeT ®apmaceyTtukarnc
JINC, CLWA; TecTyBaHHS npu
BUNYCKY cepii, TeCTyBaHHS npu
pocnimkeHHi ctabinsHocTi: MNdansep
IpnaHpis PapmackioTikana,
Ipnangis; sBunyck cepii: MNdansep
Cepsgic Komnani BBBA, Benbris




4 ITponoBxeHnHs noxarka 3
Ne Haszea Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2

n/ 3acoby ynakoeka) 0 noceid4yeHHs
n

Kopobui 3

MapKyBaHHAM

iHO3eMHOI0 MOBOIO 3

HaHeCeHHsIM CTUKepy

YKPaiHCbKOK MOBOIO
5. | 3IPABEB KOHUeHTpaT ans Mdpainze CLUA 36epiraHHa A®l, BUpobHULTBO, CLUA/ Change to “imaged capillary isoelectric focusing” (iCE) 3a UA/18148/01/01

PO34unHy Ans iHdy3il, p NnepBUHHE NaKyBaHHs, TECTYBaHHSA IpnaHgis/ analytical procedure to replace a Pfizer internal system peuenmom

25 mr/mn; no 100 mr/4 Eny.Ci. npu BUNYCKY, BTOPUHHE NaKyBaHHS Benbris suitability assay control with a Hemoglobin (Hb) assay

MmNy donakoHi; no 1 Mi. Ta MapKyBaHHS, BUMYCK Cepii: control, applicable for active substance and finished product.

hNakoHy y KapTOHHIN Kopnope dapmauis i AngxoH KomnaHi JIJ1C,

kopobui 3 MLLH CLUA; TecTyBaHHsi Npy BUMYCKY

MapKyBaHHSAM cepii, TeCTyBaHHA NPy AOCNIAKEHH

YKpailHCbKOIO MOBOIO; cTabinbHocTi: Baet bio®apma

no 400 mr/16 mny LisixH o Baet ®apmaceyTtukanc

dnakoHi; no 1 JINC, CWA; TecTyBaHHs npu

ONakoHy y KapTOHHIN BUNYCKY cepii, TECTyBaHHA Npu

Kopobui 3 pocnimpkeHHi ctabinbHocTi: MNdainsep

MapKyBaHHSAM IpnaHais ®apmacbioTikana,

YKpalHCbKOIO MOBOIO; Ipnangis; sunyck cepii: MNMdansep

no 100 mr/4 mn'y Cepsic KomnaHi BEBBA, Benbris

dnakoHi; no 1

hNakoHy y KapTOHHIN

kopobui 3

MapKyBaHHAM

iHO3eMHOI0 MOBOIO 3

HaHeCeHHsIM CTUKepy

YKPaiHCbKOK MOBOIO;

no 400 mr/16 mny

donakoHi; no 1

hnakoHy y KapTOHHI

kopobuii 3

MapKyBaHHAM

iHO3EMHOI0 MOBOIO 3

HaHeCeHHsM CTVKepy

YKpalHCbKO MOBOK
6. | 3IPABEB KOHUEHTpaT ans Mdpaiize CLWA 36epiraHHss A®I, BUpobHMUTBO, CLUA/ Change in the batch size of the finished product Zirabev 3a UA/18148/01/01

PO34MHYy Ans iHdY3in, p nepBrYHHE NaKyBaHHS, TECTYBaHHS IpnaHgis/ (bevacizumab) Solution for intravenous infusion/Concentrate | peuenmom

25 mr/mn; no 100 mr/4 Eny.Ci. npv BUNYCKY, BTOPUHHE NaKyBaHHS Benbris for solution for infusion, 100 mg/4 ml and 400 mg/16 ml, from

MmNy donakoHi; no 1 Mi. Ta MapKyBaHHS, BUMYCK cepii: ranging between 240 L and 320 L to ranging between 200 L

bNakoHy y KapTOHHIN Kopnope dapmauis i AngxoH Komnari J1J1C, and 320 L.

kopobui 3 NLLH CLUA; TecTyBaHHsi Npy BUMYCKY

MapKyBaHHSAM cepii, TeCTyBaHHSA Npu AOCNIAKEHH

YKpailHCbKOI MOBOIO;
no 400 mr/16 mny
donakoHi; no 1
NakoHy y KapTOHHIN
Kopo6Li 3
MapKyBaHHAM

ctabinbHocTi: Baet Biod®apma
LisixH o BaeT ®apmaceyTtukanc
JINC, CLWA; TecTyBaHHS npu
BUNYCKY cepii, TeCTyBaHHA npu
nocnimxkeHHi ctabinbHocTi: Mgansep
Ipnangis PapmacbkloTikans,
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Hasea
JliKapCcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpauitina npouyedypa

Ymoeu Homep
aidnycky

YKPaiHCbKOK MOBOIO;
no 100 mr/4 mn'y
onakoHi; no 1
hNakoHy y KapTOHHIN
kopobui 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsIM CTUKepy
YKPaiHCbKOK MOBOIO;
no 400 mr/16 mny
dnakoHi; no 1
hnakoHy y KapTOHHIN
Kopobui 3
MapKyBaHHsSM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsIM CTUKepy
YKPaiHCbKOK MOBOO

IpnaHais; Bunyck cepii: MNdaisep
Cepsgic KomnaHi BBBA, Benbris

3IPABEB

KOHLieHTpaT Ans
pPO34MHy Ans iHdYs3in,
25 mr/mn; no 100 mr/4
My dornakoHi; no 1
bNakoHy y KapTOHHIN
kopobuii 3
MapKyBaHHAM
YKpailHCbKOIO MOBOIO;
no 400 mr/16 mny
dnakoHi; no 1
hNakoHy y KapTOHHIN
kopobuii 3
MapKyBaHHAM
YKpalHCbKOIO MOBOIO;
no 100 mr/4 mn'y
dnakoHi; no 1
hNakoHy y KapTOHHIN
kopobuii 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHsM CTVKepy
YKPaiHCbKOK MOBOIO;
no 400 mr/16 mny
onakoHi; no 1
bnakoHy y KapTOHHiW
kopobui 3
MapKyBaHHSAM
iHO3EMHOI MOBOIO 3
HaHeCeHHsIM CTUKepy
YKPaiHCbKOK MOBOHO

Mcanse
p
Eny.Ci.
M.
Kopnope
ALLH

CLWA

36epiraHHs A®I, BUpoGHMUTBO,
NepBUHHE NaKyBaHHS, TECTYBaHHS
npun BUMYCKY, BTOPUHHE NaKyBaHHA
Ta MapKyBaHHS, BUMNYCK cepil:
dapmauis i AngxxoH Komnari JJ1C,
CLUA; TecTyBaHHsi Mpy BUMYCKY
cepii, TeCTyBaHHS Npy JOCNISKEHHI
ctabinbHocTi: Baet Biod®apma
LisixxH o BaeT ®apmaceyTtukarnc
JINC, CWA; TecTyBaHHS npu
BUNYCKY cepii, TeCTyBaHHSA Npu
pocnimkeHHi ctabinbHocTi: MNdpansep
Ipnangis ®apmacbioTikana,
Ipnangis; sunyck cepii: MNMdansep
Cepsgic Komnani BBBA, Benbris

CLA/
Ipnangis/
Benbris

3miHa ynoBHOBaxeHOI 0cobu 3asiBHUKa, BiAMNoBigansHoi 3a 3a
dapmakoHarnsg (BKoYarum KOHTaKTHI gaHi), 3 dPpaHcyasa
Oyma-Cinnan/Francoise Dumas-Sillan Ha bapbapa e
BepHapgai/Barbara De Bernardi. 3miH y po3milleHHi
mancTep-gans cuctemu hbapmakoHarnsay He Bigbynocs.

peuerimom

peecmpadyjiliHo2
0 rnoceid4YyeHHs1

UA/18148/01/01
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Ne Haszea Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2
n/ 3acoby ynakoeka) 0 noceid4yeHHs
n
8. | MYNIPOUUH | kpem 2%, no 15 r abo mexHma IHAis "meHmapk ®apmacbkloTvkans J1Ta. IHpis 3miHu | TMny - 3miHa Ha3BwM nikapcbkoro 3acoby. BeegeHHst 3a UA/18427/01/01
30 r kpemy y Ty6i, no 1 pK 3MiH MPOTAroM 6-Tu MicsAUiB NiCNsA 3aTBEPAKEHHS. peuernmom
Ty6i y KAapTOHHIW dapmac
ynakoBui, no 42,5 r blOTUKAnN
Kpemy y KOHTeWHepi, 3 JlTa.
no 1 KoHTenHepy 3
HacoCoM-03aTOpOM,
3aKPUTUM KOBMAYKOM,
Y KAPTOHHI ynakoBLji
9. | CONIKBA PO34MH ONs iH eKLil, TOB YkpaiHa CaHodi-ABeHTic Jonunang Mv6X | HimewuunHa 3MiHa CTOCYETbLCS NpMBeAEHHS agpeck BUpobHrka CaHodi- 3a UA/16774/01/01
100 Oa./mn+50 "CaHodi AgeHTic Jonunang MmM6X, HimevurHa, y BignoBigHicTe 0o peuenmo
MKr/mn, Ne3 a6o Ne5: -ABeHTIC GMP cepTtudpikaTy Ta BUCHOBKY LLOAO NiATBEPAXEHHS M
no 3 Mn y KapTpigxi, YkpaiHa" BigMNOBIAHOCTI yMOB BUpo6HMUTBa J13. BBEAEHHS 3MiH
BMOHTOBaHOMY B npoTArom 6-Tn MicsLiB Nicns 3aTBEpPOXEHHS.
0OHOPAa30oBY LUNPULL-
pyuky; no 3 abo no 5
LUNPULL-PYYOK B
KapTOHHiIN kopooLi.
["onkn B ynakoBkKy He
BKITHOYEHI
10.| COJIKBA PO34MH ANs iH eKLil, TOB YkpaiHa CaHodpi-ABeHTic Jonunang Mv6X | HimewuunHa 3MiHa CTOCYETbLCS NpMBeAEHHS agpeck BUpobHrka CaHodi- 3a UA/16775/01/01
100 Oa./mn+33 "CaHodi ABeHTic [JonunaHg M'm6X, HimewurHa, y BignosigHicTe Ao peuenmo
mkr/mn, Ne3 abo Ne5: -ABeHTiC GMP cepTtudikaTy Ta BUCHOBKY LLIOAO NiATBEPKEHHS M
no 3 Mn y KapTpigxi, YkpaiHa" BiQNOBIAHOCTI yMOB BUpo6HMUTBa J13. BBEOEHHS 3MiH

BMOHTOBaHOMY B
0O[HOPA30BY LUMNPULL-
pyuky; no 3 abo no 5
LUNPUL-PYYOK B
KapTOHHIN KOpooLi.
["onkn B ynakoBky He
BKIIOYEHi

NpOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.

FeHepanbHUN aupeKTop
OupekTopaTty hapmMaueBTUYHOro 3abe3nevyeHHsA

Onekcangp KOMAPIOA




