HopaTtok 2

no Haka3y MiHicTtepcTBa OXOpOHMU
3n0poB’s YkpaiHu

03.09.2020 Ne 2017

MEPEJIK
NIKAPCbKUX 3ACOBIB (MEOANYHUX IMYHOBIONOIN4YHUX MNMPEMNAPATIB), LLOAO AKUX BYJIK BHECEHI 3MIHU
0O PEECTPALIVHUX MATEPIANIB, AIKI BHOCATbLCSA 0O OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB
YKPAIHU, AKI 3BAPEECTPOBAHI KOMNETEHTHUMU OPFAHAMMW CMOJNTYYEHUX LUTATIB AMEPUKM,
LUBEMLAPCbKOI KOH®ELEPALLI, AMOHII, ABCTPANIi, KAHAOWN, NIKAPCbKUX 3ACOBIB, LLUO 3A
LLEEHTPAII3OBAHOIO NMPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHUM OPITAHOM E€EBPOMEUCHLKOIO
COoo3y

Ne Haszea ®Popma eunycky 3asieHuK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbkoe | (nikapcbka ghopma, eidnycKy | peecmpayitiHo2o
n 0 3acoby ynakoeka) noceidyeHHs1
1. EHBAPCYC | Tabnetku K'esi ABcTpis BTOPVHHE NakyBaHHSsA, MapkysaHHs: .J1. ABcTpisi/ | 3miHun 3 6e3neku, Tun IB: C.1.2.a) IB - "Change(s) 3a UA/16205/01/01

NPOMOHroBaHoi Aji dapmac'o ®apma N'M6X, ABCTpis; Bunyck cepii: K'esi ITanis/ in the Summary of Product Characteristics, peuenmom

no 0,75 mr, no 10 Tikens dapmac'toTikens MmM6X, ABCTpis; BTOPUHHE HimewunHa Labelling or Package Leaflet of a

TabneTok y GnicTepi, m6X nakyBaHHS1, MapKyBaHHs, BUNyck cepii: K'esi generic/hybrid/biosimilar medicinal products

no 3 Gnictepu dapmaueytuui C.n.A., ITanis; KOHTponb following assessment of the same change for the

pasom i3 akocTi: HysicaH M'M6X, HimeuunHa; KoHTpornb reference product. Implementation of change (s)

BOJIOronorfnHayem AKOCTi BUXiZAHOI CMPOBUHYM Ta BUPOBHMLUTBO, for which no new additional data is reguired to

y nakeri 3 KOHTPOJSb SKOCTi, BUNYCK Cepii NikapCbKoro be submitted by the MAH." BeegeHHsi amiH

antoMiHieBoi 3acoby: Portengopd ®apma MvoX, NPOTAroM 6-X MiCALIB Nicnsa 3aTBepAXKEHHS.

donbru; no 1, 2 abo Hime4unHa; nepBuHHE NakyBaHHs, BTOPUHHE C.1.3.2) IB- " Change(s) in the Summary of

3 naketn y nakyBaHHs1, MapKyBaHHs: PoTTeHgopd ®apma Product Characteristics, Labelling or Package

KapTOHHI kopobLi 'm6X, HimeuunHa Leaflet of human medicsna products intented to

implement theoutcome of a procedure
concerning PSUR or PASS, or the outcome of
the assessment done by the competent authority
under Articles 45 or 46 of Regulation 1901/2006.
Other variation.". BBeAeHHs 3MiH NPOTSrom 6-x
MicsUiB nicnsi 3aTBEPAKEHHS.

2. EHBAPCYC | tabnetku K'esi AscTpist BTOPMHHE MakyBaHHS, MapkyBaHHs: [.J1. ABcTpisi/ | 3miHn 3 6e3neku, Tun IB: C.1.2.a) IB - "Change(s) 3a UA/16205/01/02
NPOOHroBaHoi Aji dapmac'io dapma M'M6X, AcTpist; Bunyck cepii: K'esi ITanis/ in the Summary of Product Characteristics, peuernmom
no 1 mr, no 10 Tikens dapmac'toTikens MM6X, ABCTpis; BTOPUHHE HimevunHa Labelling or Package Leaflet of a
Tabnetok y 6nicTepi, MM6X nakyBaHHsl, MapKyBaHHsi, Bunyck cepii: K'esi generic/hybrid/biosimilar medicinal products
no 3 Gnictepu dapmaueyTtuui C.n.A., ITania; KOHTponb following assessment of the same change for the
pasom i3 sKkocTi: HysicaH TM6X, HimeudnHa; KoHTponb reference product. Implementation of change (s)
BOJIOrOMNorfMHa4yem SKOCTi BUXiQHOI CUPOBUHN Ta BUPOOHMUTBO, for which no new additional data is reguired to
y nakeri 3 KOHTPOSb SKOCTI, BUNYCK cepii nikapCbKkoro be submitted by the MAH." BBegeHHs 3miH
antoMiHieBoi 3acoby: PorteHgopd ®apma M'mbX, NPOTAroM 6-x MiCALIB Nicns 3aTBEPAXKEHHS.
donbru; no 1, 2 abo Hime4unHa; nepBuHHE NakyBaHHS, BTOPUHHE C.1.3.2) IB- " Change(s) in the Summary of
3 naketny nakyBaHHsl, MapKyBaHHsi: PotTeHgopd ®apma Product Characteristics, Labelling or Package
KapTOHHIN Kopobui 'M6X, HimeuunHa Leaflet of human medicsna products intented to

implement theoutcome of a procedure
concerning PSUR or PASS, or the outcome of
the assessment done by the competent authority
under Articles 45 or 46 of Regulation 1901/2006.




no 3 Gnictepu
pasom i3
BOJIOrOnorfnuHa4Yem
y nakeri 3
antomiHieBoi
cdonbru; no 1, 2 abo
3 naketny
KapTOHHIN Kopobui

dapmaueyTtuui C.n.A., ITania; KOHTponb
sKocTi: HysicaH TM6X, HimeuunHa; KOHTponb
SIKOCTi BUXiQHOI CUPOBUHN Ta BUPOOHMUTBO,
KOHTPOSb SKOCTi, BUNYCK cepii nikapcbkoro
3acoby: PorteHgopd ®apma M'mbX,
Hime4unHa; nepBuHHE NakyBaHHS, BTOPUHHE
nakyBaHHsl, MapKyBaHHsi: PotTeHgopd ®apma
'mM6X, HimeyunHa

yraKoBKW nikapcbkoro 3acoby 4oaaTkoBo
BHECEHO OAUHWLI BUMIPIOBaHHSI NaTUHMLIEID 3a
cuctemoto Sl (Ha BUKOHaHHS BUMOT
3akoHoAaBcTBa, a came Hakasy Ne914 Big
04.08.2015 p. MiHicTepcTBa €KOHOMIYHOIO
po3BUTY i TOpriBni YKpaiHu). BHeceHHst 3amiH go
po3giny “MapkyBaHHs” MKA J13: 3aTtBepoxeHo:
MapkyBaHHs1. BignosigHo o 3aTBEpOXKEHOro
TEKCTY MapKyBaHHsl, L0 AOAa€ETbCS;
3anponoHoBaHo: MapkyBaHHsi. BignosigHo no
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.

2 [TpooBxeHHs nonaTka 2
Ne Haszea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk KpaiHa PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbkoe | (nikapcbka ghopma, sidnycKy | peecmpayiliHo2o
n 0 3acoby ynakoeka) noceid4yeHHs
Other variation.". BBeieHHs 3MiH NPOTSArom 6-x
MicAUiB NicNs 3aTBepAXEHHS.
3. EHBAPCYC | TabneTtku K'esi AscTpis BTOPVHHE MaKkyBaHHA, MapkysaHHs: .J1. AscTpis/ | 3miHn 3 6esneku, Tun IB: C.1.2.a) IB - "Change(s) 3a UA/16205/01/03
NPOJIOHroBaHoI Aji ®apmac'io ®apma N'M6X, ABCTpis; Bunyck cepii: K'esi ITanis/ in the Summary of Product Characteristics, peuernmom
no4 wmr, no 10 Tikens ®apmac'totikens TM6X, ABCTpis; BTOPUHHE HimeyunHa Labelling or Package Leaflet of a
Tabnetok y bnicTepi, m6X nakyBaHHS, MapKyBaHHs, BUNYyck cepii: K'e3i generic/hybrid/biosimilar medicinal products
no 3 Gnictepu dapmaueytuui C.n.A., ITanis; KOHTponb following assessment of the same change for the
pasom i3 sikocTi: HysicaH MTM6X, HimewuunHa; kKoHTponb reference product. Implementation of change (s)
BOJIOrONOrnuHayem SIKOCTi BUXiAHOI CMPOBUHU Ta BUPOBHULTBO, for which no new additional data is reguired to
y nakeri 3 KOHTPOIb SIKOCTi, BUMYCK Cepii NnikapcbKoro be submitted by the MAH." BBeeHHs 3MiH
anomiHieBoi 3acoby: Portengopd ®apma MmbX, npoTAroM 6-x MicsliB MicNs 3aTBepaXEHHS.
donbry; no 1, 2 abo Hime4yunHa; nepBuHHE NakyBaHHS, BTOPUHHE C.1.3.2) IB- " Change(s) in the Summary of
3 naketn y nakyBaHHsl, MapKyBaHHsi: PotTeHgopd ®apma Product Characteristics, Labelling or Package
KapTOHHi KopobLi 'M6X, HimeuunHa Leaflet of human medicsna products intented to
implement theoutcome of a procedure
concerning PSUR or PASS, or the outcome of
the assessment done by the competent authority
under Articles 45 or 46 of Regulation 1901/2006.
Other variation.". BBeaeHHsi 3MiH NpoTsirom 6-x
MicAUIB NicNs 3aTBEPAKEHHS.
4. EHBAPCYC | Tabnetku K'esi ABcTpis BTOPWHHE NaKyBaHHs, MapkyBaHHs: ".J1. ABcTpis/ BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/16205/01/01
NPONOHroBaHoi Aji dapmac'o dapma N'M6X, AscTpist; Bunyck cepii: K'esi ITanis/ 3MiHK Wwoao 6e3nekn/eekTUBHOCTI Ta peuernmom
no 0,75 mr, no 10 Tikens dapmac'toTikens MM6X, ABCTpis; BTOPUHHE HimeuyunHa | dapmakoHarnagy (iHwi amiHm) (Hakaz MO3 Big
TabneTok y GnicTepi, m6X nakyBaHHSs1, MapKyBaHHs, BUNyck cepii: K'esi 17.11.2016 Ne 1245). Y TeKkcT MapKyBaHHs
no 3 Gnictepu dapmaueytuui C.n.A., ITanis; KOHTponb yrnaKoBKW fikapcbKkoro 3acoby [oAaTkoBo
pasom i3 akocTi: HysicaH MM6X, HimeuunHa; KoHTpornb BHECEHO OAWHWLI BUMIPIOBaHHS NaTUHMLIEIO 3a
BOMOronornMHayemMm SIKOCTi BUXiZHOI CMPOBUHU Ta BUPOGHULTBO, cucTtemoto S| (Ha BUKOHaHHS BUMOT
y nakeri 3 KOHTPOJSIb SKOCTI, BUMNYCK Cepii NikapCbKoro 3aKoHoOaBCTBa, a came Hakasy Ne914 Big
antoMiHieBoi 3acoby: PorteHgopd ®apma Mv6X, 04.08.2015 p. MiHicTepcTBa €KOHOMIYHOrO
donbru; no 1, 2 abo HimeyunHa; nepBrMHHE NakyBaHHA, BTOPUHHE po3BuTY i Toprieni YkpaiHu). BHeceHHst 3MiH Ao
3 naketn y nakyBaHHs1, MapKyBaHHs: PoTTeHgopd ®apma po3giny “MapkysaHHsa” MKA J13: 3atBepakeHo:
KapTOHHI kopobLi 'm6X, HimeuunHa MapkyBaHHs1. BignosigHo Ao 3aTBEpOXKEHOro
TEKCTY MapKyBaHHsl, L0 AOAa€ETbCS;
3anponoHoBaHO: MapkyBaHHs. BignosigHo oo
3aTBEPAXKEHOr0 TEKCTY MapKyBaHHs.
5. EHBAPCYC | Tabnetku K'esi ABcTpis BTOPUWHHE NaKyBaHHsI, MapkyBaHHs: ".J1. AscTpis/ BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/16205/01/02
NPOOHroBaHoi Aji dapmac'io dapma M'M6X, ABcTpist; BUunyck cepii: K'esi ITanis/ 3MiHKM Wwoao 6e3nekn/eekTUBHOCTI Ta peuernmom
no 1 mr, no 10 Tikens dapmac'toTikens MM6X, ABCTpis; BTOPUHHE HimeyunHa| dpapmakoHarnsgy (iHwi amiHm) (Hakas MOS3 Big
TabneTok y GnicTepi, 6X nakyBaHHSs1, MapKyBaHHs1, BUNyck cepii: K'esi 17.11.2016 Ne 1245). Y TekCT MapKyBaHHs




3

[TponosxeHHs gonarka 2

KapTOHHI kopobLi;
no 1 mn (5wmr)y
cnakoHi, no 6
cnakoHiB y
KapTOHHI kopoobLi;
no2 mn (10 mr) y
cnakoHi, no 6
cnakoHiB y
KapTOHHI kopobLji

AmpaxeH TekHonomxi (Aenenn) AHnimiten
KomnaHi, [pnangis;
BUMPOBHMLTBO, NEPBMHHE NaKyBaHHs!, KOHTPOMb
AKOCTi Ta BUNPOOYBaHHs CTaBiNbHOCTI:
MaTeoH MaHydek4dypiHr Cepsices En.En.Ci.,
CLUA;

BUMPOBHMLITBO, NEPBMHHE NaKyBaHHs!, KOHTPOMb
AKOCTI Ta BUNPOOYBaHHs cTaGiNbHOCTI:
AmaxeH MaHydek4ypinr Jitg, CLUA

specification parameter to the specification with

its corresponding test method, Type IA.

To change dimension of low-density
polyethylene (LDPE) bags, used to store and
transfer etelcalcetide active substance at ALM-
14 Juncos site.

BBeaeHHs 3MiH npoTsarom 6-Tu micauis nicns
3aTBEPAKEHHS.

B.ll.b.1.f - Replacement or addition of a
manufacturing site for part or all of the
manufacturing process of the FP - Site where
any manufacturing operation(s) take place,
except batch release, batch control, and
secondary packaging, for sterile medicinal
products (including those that are aseptically
manufactured) excluding biological/
immunological medicinal products, Type IB.
To add Amgen Manufacturing Ltd, State Rd 31,
Km 24.6, Juncos, Puerto Rico 00777, USA as
alternative finished product manufacturing site
for Parsabiv solution for injection.
BBeaeHHs 3MiH npoTsirom 6-Tu micauis nicns
3aTBEPAKEHHS.

B.Il.b.2.a - Change to importer, batch release
arrangements and quality control testing of the
FP - Replacement/addition of a site where batch
control/testing takes place, Type IA.

To add Amgen Manufacturing Ltd, State Rd 31,
Km 24.6, Juncos, Puerto Rico 00777, USA as
alternative stability and release testing site for
Parsabiv solution for injection.
BBegeHHsi 3miH npoTaromM 6-Tu micsauis nicns
3aTBEPIKEHHS.

Ne Haszea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk KpaiHa PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbkoe | (nikapcbka ghopma, sidnycKy | peecmpayiliHo2o
n 0 3acoby ynakoeka) noceid4yeHHs
6. EHBAPCYC | Tabnetku K'eai AscTpis BTOPUHHE MakyBaHHSA, MapkyBaHHs: [.J1. AscTpis/ BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/16205/01/03
NPOJIOHroBaHoI Aji ®apmac'io ®apma N'M6X, ABCTpis; BUnyck cepii: K'esi ITanis/ 3MiHW Wwopao 6e3nekun/edekTnBHOCTI Ta peuernmom
no4 wmr, no 10 Tikens ®apmac'totikens TM6X, ABCTpis; BTOPUHHE HimeuyunHa | dapmakoHarnagy (iHwi 3miHu) (Hakas MO3 Big
Tabnetok y bnicTepi, m6X nakyBaHHS, MapKyBaHHs, BUNYyck cepii: K'e3i 17.11.2016 Ne 1245). Y TeKcT mapKyBaHHS
no 3 6nictepu ®apmaueytuui C.n.A., Itania; koHTponb yNakoBKU fikapcbKoro 3acoby [oAaTkoBo
pasom i3 sikocTi: HysicaH MmM6X, HimeuunHa; koHTporb BHECEHO OAUHWLI BUMIPIOBaHHS NnaTUHMLIEIO 3a
BOJIOrONOrnnHayem SIKOCTi BUXiAHOI CMPOBMHU Ta BUPOBHMLITBO, cuctemoto S| (Ha BUKOHaHHSA BUMOT
y nakeri 3 KOHTPOIb SIKOCTi, BUMYCK cepii Nnikapcbkoro 3aKkoHoaaBcTBa, a came Hakasy Ne914 Bif
antomiHieBoi 3acoby: Portengopd ®apma M'voX, 04.08.2015 p. MiHicTepcTBa €KOHOMIYHOrO
donbry; no 1, 2 abo Hime4unHa; nepBuHHE NakyBaHHSA, BTOPUHHE po3BUTY i Toprieni Ykpainu). BHeceHHs 3MiH fo
3 naketny nakyBaHHS, MapKyBaHHs: PoTTeHgopd Papma po3ainy “MapkyBaHHa” MKA J13: 3aTeepaxeHo:
KapPTOHHI kopobuji ™6X, HimeuyunHa MapkyBaHHS. BignosigHo Ao 3aTBepaXeHoro
TEKCTY MapKyBaHHs, O AOAa€ETLCS;
B3anponoHoBaHo: MapkyBaHHsi. BignosigHo no
3aTBEPAKEHOro TEKCTY MapKyBaHHS.
7. NAPCABIB PO34UH ANg iH'eKuUin, AmMaxeH Higepna MapKyBaHHSA, BTOPUHHE MakyBaHHSA, BUNYCK Higepnanan| BHeceHHs 3MiH 00 peecTpauinHnx maTepianis: 3a UA/17068/01/01
™ 5 mr/mn; no 0,5 mn €spona HOW cepii: / B.l.c.2.b - Change in the specification peyenmom
(2,5 mr) y donakoHi, B.B. AmpxeH €spona B.B., HinepnaHau; Ipnangis/ parameters and/or limits of the immediate
no 6 dnakoHiB y KOHTPOSb SKOCTi MPW BUMYCKY: CLUA packaging of the AS - Addition of a new
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[TponosxeHHs gonarka 2
Ne Haszea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk KpaiHa PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbkoe | (nikapcbka ghopma, sidnycKy | peecmpayiliHo2o
n 0 3acoby ynakKoeka) noceidYyeHHs1

B.Il.b.3.z - Change in the manufacturing process
of the finished or intermediate product - Other
variation, Type IB.

To introduce changes in formulation buffer
processing, drug substance thaw and formulated
drug product processing temperatures, butch
size range of the formulation buffer and to
introduce shorter hold time of the formulation
buffer at AML-14 site.

BBeaeHHs 3MiH npoTdarom 6-Tu micsauis nicns
3aTBEPOKEHHS.

B.Il.b.3.z - Change in the manufacturing process
of the finished or intermediate product - Other
variation, Type IB.

To increase holding time of the formulated drug
product after the first filtration from <98 hours at
Patheon to <212 hours at AML-14 site.
BBeaeHHs 3MiH npoTsaromM 6-Tu micauis nicns
3aTBEPOKEHHS.

B.ll.b.4.a - Change in the batch size (including
batch size ranges) of the finished product - Up to
10 - fold compared to the originally approved
batch size, Type IB.

To change the target batch sizes from 80 kg to
500 kg at Patheon and 92 kg to 503 kg at AML-
14 site for Parsabiv solution for injection.
BBeaeHHs 3MiH npoTsarom 6-Tu micauis nicns
3aTBEPAKEHHS.

B.1l.b.5.b - Change to in -process tests or limits
applied during the manufacture of the finished
product - Addition of a new test(s) and limits,
Type IA.

To add additional sample for bioburden testing at
AML-14 site prior to the first filtration and hold of
the formulated drug product, the in-process
control limit has been set as >10 CFU/10 ML.
BBeaeHHs 3MiH npoTsirom 6-Tu micauis nicns
3aTBEPAKEHHS.

B.Il.d.2.d - Change in test procedure for the
finished product - Other changes to a test

procedure (including replacement or addition),
Type IB.

To introduce possibility to use chromogenic or
turbidimetric limulus amebocyte lysate (LAL) test
to detect and quantify bacterial endotoxin

contamination at AML-14 site.
BBeaeHHst 3MiH npoTsirom 6-Tu micauis nicns

3aTBEepPAXXEHHA.




5 [TponosxeHHs gonarka 2
Ne Haszea ®Popma eunycky 3asieHuUK Kpaina Bupo6bHuk KpaiHa PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbkoe | (nikapcbka ghopma, sidnycKy | peecmpayiliHo2o
n 0 3acoby ynakoeka) noceid4yeHHs
8. PUKCATOH | koHuUeHTpaT Aans CaHpos AscTpig Jlek PapmaueBTYHa KoMnaHia 4.4., CnoeeHis ABcTpisi/ B.1.13, Tun Il — Submission of the final report 3a UA/17421/01/01
po3unHy Ans m6X (BMPOBHNLTBO HEPO3(hacoBaHOI NMPOAYKLi, CnoseHist/ from study (GP13-301) listed as a category 3 peuenmom
iHdpysin, 10 mr/imm; nepBUHHE Ta BTOPUHHE NaKyBaHHS, Himeuyunna/ study in the RMP. This is a randomised,
no 10 mn (100 wmr) TecTyBaHHS); Jlek PapmaLieBTYHa KOMNaHis LWsenuapis | controlled double-blind Phase lll trial to compare
abo no 50 mn (500 0.4a., CnoeeHis (TecTyBaHHs1); HoBapTic ®apma the efficacy, safety, safety and pharmacokinetics
Mr) y donakoHi; no 2 AT, Weenuapis (TectyBaHHs); CaHpos M'mbX - of GP2013 plus cyclophosphamide, vincristine,
abo 3 dnakoHu no BisHec nigpo3ain TexHonoriyHa po3pobka Ta prednisone vs Mabthera plus cyclophosphamide,
10 M B KApTOHHIN BMPOBHMLTBO BionoriyHnx nikapcbkux 3acobis vincristine, prednisone, followed by GP2013 or
kopobui; no 1 abo 2 LWadTeHnay (BTAOAM OMNC), AscTpist (BUPOBHUK, Mabthera maintenance therapy in patients with
dnakoHu no 50 mn B o BignoBsiaae 3a sunyck cepii); PACT previously untreated advanced stage follicular
KapTOHHI KopobLi IesennwadT cprop PapmateyrTille lymphoma. The RMP version 4.1 has been
KeanitetctaHgapac m6X, HimewumHa agreed.
(TecTyBaHHs)
9. CUMBACT TabneTku, BKpUTI TOB Ykpaina AT dapmanesTuyHuii 3aBog TEBA YropwmHa 3MmiHu | TUNYy - 3miHK Wwoao 3a UA/17477/01/01
ATWH- NNiBKOBOIO «TeBa 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay peuernmom
TEBA o6onoHkoto, no 20 YkpaiHa» (iHWi 3miHn) (Hakas MO3 Big 17.11.2016
mr, no 10 TabneTok Ne 1245)
y 6nictepi, no 3 abo OHOBMEHHs1 TEKCTY MapKyBaHHS YNaKkoBKM
no 10 6nictepiB y nikapcbkoro 3acoby 3 BHeCeHHsiM iHdopmaLyii
KapPTOHHI kopobLi LLIOA0 3a3HAYEHHSA OOUHWLL BUMIPIHOBaHHS Y
cuctemi Sl. BBeaeHHs 3MiH NpoTSArom 6-tu
MicsUIB Nicns 3aTBepAXEHHS
10. | CAMBACT TabneTku, BKpUTI TOB YkpaiHa AT dapmauesTuyHuii 3aBog TEBA YropluHa 3MmiHu | TUny - 3MiHK woao 3a UA/17477/01/03
ATWH- NniBKOBOO «TeBa 6e3nekn/edekTUBHOCTI Ta dhapMakoHarnsgy peuernmom
TEBA o6ornoHkoto, no 80 YkpaiHa» (iHWi 3miHn) (Haka3 MO3 Big 17.11.2016
mr, no 10 TabneTok Ne 1245)
y 6nictepi , no 3 OHOBMEHHs1 TEKCTY MapKyBaHHS YNakoBKu
Gnictepn y nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLlii
KapTOHHI kopobLi LLIOAO 3a3HaYEHHS OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. BBegeHHs 3mMiH npoTsirom 6-tn
MicsUIB nicnst 3aTBEpPAKEHHS
11. | CUMBACT TabneTku, BKpUTI TOB YkpaiHa AT ®apmaueBTuyHun 3asog TEBA YropwmHa 3MiHun | TUny - 3MiHKn woao 3a UA/17477/01/02
ATWH- NniBKOBOO «TeBa 6e3nekn/edeKkTUBHOCTI Ta hapMakoHarnsay peuernmom
TEBA 06oroHkoto, no 40 YkpaiHa» (iHWi 3miHun) (Haka3 MO3 Big 17.11.2016

mr, no 10 TabneTok
y briictepi, no 3 abo
no 10 GnictepiB y
KapTOHHI kopobLyi

Ne 1245)

OHOBIEHHsI TEKCTY MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLii
{010 3a3HAYEHHS OAUHULLL BUMIPOBaHHS y
cuctemi Sl. BBegeHHst 3MiH npoTsirom 6-tn
MicsUiB nicnsi 3aTBepAXKEHHSA

FeHepanbHUN gUpeKTop

AupekTtopaTty chapmaueBTUYHOro 3abe3neyvyeHHs

0.0. Komapina
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