MIHICTEPCTBO OXOPOHH 3/10POB’SI YKPAIHA
HAKA3

Kuis

08 BepecHs 2023 poky Ne 1599

IIpo JepxaBHY peecTpamnil0 JTKApPCHKHX 3aco0iB Ta BHECeHHA 3MiH [0
peecTpaniiiHuX  MarepiajmiB  JiKapcbKuMX  3acofiB, #AKi  3apeecTpoBaHi
KoMrneTeHTHUMH opraHamMu Cnoayuenux IIlTatiB Amepuku, IlIBeiinapcbkoi
Kondepaepatiii, finonii, ABcrpasii, Kanaau, €sponeiicbkoro Coro3y

BigmoBigHo mo crarti 9 3akoHy Ykpainu «[Ipo JsikapceKi 3acoOm»,
nyHkTiB 5, 7, 10, 11 Ilopsgky nmepskaBHOI peectpauii (mepepeecTtparil) JiKapCbKUX
3aco0iB, 3aTBeppkeHOro roctaHoBolo KabiHety MiHicTpiB Ykpainu Bif 26 TpaBHs
2005 poky Ne 376, ab3a1ly ABaALsTE CbOMOTO MiANMYHKTY 12 myHKTY 4 ITo/i0KeHHS TIpO
MiHicTepcTBO OXOpPOHHM 37I0pOB’sl YKpaiHM, 3aTBepKeHOro MocTaHoBow KabiHety
MinicTpiB Ykpainu Biz 25 6epesnsi 2015 poky Ne 267 (B pezakiiii moctaHoBu KabiHety
MinictpiB Ykpainu Bij 24 ciuns 2020 poky Ne 90), nyHKTiB 5, 8, 11 po3giny I, nyHKTY
12 po3ainy III TTopsiaKy po3rasay peecTpaljiiHAX MarepiasiB Ha JiKapchKi 3aco0w, 1110
TOZIAt0THCST Ha Jiep>KaBHY peecTpaliito (TepepeecTpallito), Ta MaTepiasiB Mpo BHeCEHHSs
3MiH [0 peecTpaliiiHUX MaTepia/liB MpPOTIroM Jii peecTpaliHOTO TOCBiAYeHHS Ha
JiKapCchKi 3aco0wm, siKi 3apeecTpoBaHi KoMIleTeHTHUMU opraHamu Crionyuenux IllTatiB
Awmepuky, IIBeiitiapcekoi Kondepepariil, fAnonii, ABctpanii, KaHagu, mikapcbKuUx
3aco0iB, 1110 3a LIeHTPa/li30BaHOIO TPOLIeYPOI0 3apeECTPOBAHI KOMIIETEHTHHUM OpraHOM
€ponericekoro Coro3y, 3aTBepyKeHOro Haka3oM MiHiCTepcTBa OXOPOHU 370pPOB'A
Ykpainu Big 17 mucroraga 2016 poky Ne 1245, 3apeectpoBaHuM B MiHicTepcTBi
roctylil Ykpainu 14 rpygaa 2016 poky 3a Ne 1619/29749, Ha mifcrtaBi CK/1afieHUX
Jlep>)KaBHUM MiAPUEMCTBOM «/lep>KaBHUM eKCepTHUW LieHTp MiHicTepcTBa OXOPOHU
310pOB’sl YKpaiHW» BHUCHOBKIB 3a pe3y/ibTaTaMU PO3IVIAly PeeCTpaLliiHUX MaTepiasiB
TI0/IJaHOTO Ha JiepkKaBHY PeeCTpallito JikapChbKOro 3acoby Ta Mpo pe3y/bTaTU PO3TJ/ISAY
MarepiasiB TIpo BHeCEHHsI 3MiH JI0 peecTpalliiHMX MaTrepiamiB JTiKapchbKUX 3aco0iB, sKi
3apeeCcTpoBaHi KOMIIETEHTHUM OPraHOM Ta 3aCTOCOBYETHCS Ha TEPUTOPII L€l KpaiHu uu
Jlep>kaB — wieHiB €Bporieiicbkoro Coro3y,

HAKA3Y1O:

1. 3apeecTpyBaTd Ta BHeCTH [0 [lep)KaBHOT'O PeECTPYy JiKapChKUX 3aco0iB
YKpainu sikapcbki 3acobu (MequuHi iMyHOOiosOTiuHI TiperapaTu), siki 3apeecTpoBaHi
KomrieTeHTHUMM  opraHamu  Cnosnyuenux  IlltatiB  Amepukwu, IlIBenrjapcbkoi
Kondenepariii, fAnonii, Asctpanii, KaHagu, nikapcekux 3acobiB, 10 3a



LIeHTPa/1i30BaHO0 TMpOLIeIypPOO 3apeeCcTpOBaHi KOMITeTeHTHUM OpraHoMm
€sponericbkoro Coro3sy, 3riJHo 3 A0JaTKoM 1.

2. BigmoBuTH y Iep)KaBHiM peecTpallii Ta BHECEeHHI 10 /lep)KaBHOTO peecTpy
MKapchKUX 3acobiB  YKpaiHW JIiKapChKUX 3aco0iB (MeguWUHUX iMyHOOiO/OTiuHHX
rpernapaTiB), $IKi 3apeecTpoBaHi KomIieTeHTHUMHU opraHamu CrosnyuyeHux [llTaTiB
Awmepuku, IIBenjapcekoi Koudepepariii, Anonii, ABcrpanii, KaHagu, JiKapCcbKux
3aco0iB, 1110 3a LIeHTPasi30BaHOO TMPOLIeJYPOI0 3apeeCTPOBaHI KOMIIETEHTHUM OpraHOM
€sporeiicbkoro Coro3y, 3rifiHO 3 0IaTKOM 2.

3. BHecTM 3MiHM [I0 peecTpaljiiHUX MarepianiB Ta [lep)KaBHOrO peeCTpy
MKapcbKuX 3aco0iB  YKpaiHM Ha JiiKapchbKi 3acobm (MeauwuHi iMyHoOGiomoriudi
rperapaTu), sKi 3apeeCcTpoBaHi KOMMeTeHTHMMM opraHamu Cnosyuenux IllTariB
Awmepuku, IIBeiijapcbkoi KoHpepepariii, fAmnonii, ABcrpanii, KaHaju, JikKapCcbKux
3aco0iB, 1110 3a LIeHTPa/Ii30BaHOIO TIPOLIeYPOI0 3apeeCTPOBAHI KOMIIETEHTHHUM OpraHOM
€pornencbkoro Coro3y, 3rifHO 3 AOJAaTKOM 3.

4. BigMOBUTH y BHECEeHHi 3MiH [0 peecTpalliiHuX maTepianiB Ta lep;kaBHOTO
peecTpy MiKapChbKHX 3aco0iB YKpaiHW Ha JliKapChKi 3acobu (MeauuHi iMmyHOOiosoriuHi
riperiapaTv), sKi 3apeecTpoBaHi KommeTeHTHUMHM opraHamMud Cnosydyenux IllTaTiB
Awmepuky, IIBeiinapcekoi Kondepepauii, fAnonii, ABbctpanii, KaHagu, mikapcbKuUx
3acobiB, 110 3a I[IeHTPasTi30BaHOI0 TIPOLIeyPOI0 3aPeECTPOBaHi KOMIIETEHTHUM OPraHOM
€sponericbkoro Coro3sy, 3riJHO 3 10JaTKOM 4.

5. ®apmaneBTuHOMYy yrmipaBiiHHIO (Tapacy JIsckoBcbkomy) 3abe3mneunTH
OTIPU/TFOJJHEHHSI IIhOT0 Haka3ly Ha odiriiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU
30pOB’d YKpaiHu.

6. KOHTpOJIb 3a BUKOHAaHHSIM LIbOIO HAakKa3y MOK/JIACTH Ha MEepILIOro 3aCTyITHUKA

Miwnictpa Cepris Jy6poga.

MinicTp BikTop JISAILIIKO



Hoparok 1

o Hakasy MiHicTepcTBa OXOpOHHM 3710pOB’S
Ykpainu «IIpo Jlep>KaBHy peecTpatriito
MKApCBKUX 3aco0iB Ta BHECEHHs 3MiH [0
peecTpaliiHiX MatepiasiB JIiKapChKUX 3acobiB,
SKi 3apeecTpOBaHi KOMIIETEHTHUMU OpraHaMH
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol

Mr, No 4 TabneTku,
BKPUTi MNiBKOBOIO
060/10HKO0, N0 150 Mr
Ta no 2 tabnetku,
BKPUTi MNiBKOBOMO
060/10HKOt0, N0 100 Mr
y 6nictepi, no 5
6nicTepiB y KAPTOHHIl
KopooLi

BUPOBHUYMBO, NEPBUHHE MaKyBaHHsI, BMOPUHHE
nakysaHHs1, pesiz/mecmyBsaHHsi KOHMPOJIH0 TKOCMi
cepil, MapKyBaHHs1, BUMYCK cepil, cmabi/ibHicmb:
Mdphaizep IpnaHgis PapmacbioTikans, IpnaHais;
BUPOBHUYMBO, NEPBUHHE MakyBaHHsI, BMOPUHHE
nakysaHHs1, BUMyCK/mecmysaHHs1 KOHMPO/II0 SKOCMI
cepii, MapKyBaHHs1, BUMYCK cepil, cmabi/ibHiCMb:
Mdpaiizep Itania C.p.n., ITanis;
mecmyBaHHs1 cmabi/ibHOCMi:

Mdpaiizep IHk., CLUA;

TaG/IeTKN pUTOHaBIp:
BUpPOBHUYMBO in bulk, mecmysaHHs i sBurnyck in bulk:
XeTepo flabe fimites, IHajs;
rpemikc pumoHasipy:

XeTtepo Aparc fMimites, IHAiN;
repsuUHHe nakyBaHHs, BMOPUHHE nakyBaHHs,
MapKyBaHHs1, BUIYyCK/mecmyBaHHs1 KOHMPO/I0
sIKocmi, BUrNycK cepil, cmabi/ibHicms:
Mdpaiizep MeHodekuypuHr foiiuneHg Mv6X,
HimeyuunHa;

Konodepnepauii, Snonii, Ascrpanii, KaHagy,
€Bponeticbkoro Coro3y»
Biz 08 BepecHs 2023 poky Ne 1599
ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJMUUYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB),
AKI BHOCATHCHA 40O AEPXKABHOI'O PEECTPY JIIKAPCBKHX 3ACOBIB YKPAIHU, SIKI 3APEECTPOBAHI
KOMIIETEHTHNUMHA OPI'AHAMM CIIO/JIYUYEHUX HITATIB AMEPUKU, I.HBEfII.[APCBKOi KOHCDEAEPAI_[Ii,
SITIOHII, ABCTPAJIII, KAHAIWA, JITIKAPCBKHUX 3ACOBIB, 1110 3A IEHTPAJ/II3OBAHOIO ITPOLIEAYPOLIO
3APEECTPOBAHI KOMIIETEHTHUM OPI'AHOM E€BPOIIEMICHBKOI'O COIO3Y
Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa Peecmpayi Ymosu Pexknamys Homep
n/n NiKapcbKo20 (nikapcbka gpopma, tiHa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoskKa) npoyedypa nocsioYeHHs1
1. MAKCNoBIA TabneTku, BKPUTI Mdpaiizep CWA TabneTku HipmaTpensip: HimeuunHa/ peecTpauis 3a He UA/20163/01/01
NniBKOBOO Eiiu.Ci.Mi. BUPOBGHUYMBO, NEPBUHHE MaKyBaHHsI, BMOPUHHE IpnaHgis/ Ha 5 pokis peyenmom nionsizae
060/10HKO0, N0 150 Mr KopnopeiiLuH nakysaHHs1, pesis/mecmysaHHs KOHMPOJIO sIKOCMi ITania/
Ta TabneTkun, BKpUTI cepii, MapKyBaHHs1, BUMYCK cepil, cmabi/ibHiCMb: cuwA/
NniBKOBOO Mdpaiizep MeHodekuypuHr JoiiuneHs M6X, IHgis/
060/10HKO0, No 100 HimeyunHa,; ManbTta




4

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
YnakoBsKa)

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

Peecmpayi
UHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

repBuUHHe nakysaHHsi, BMOPUHHE MakyBaHHS,
MapKyBaHHSi, BUMYCK/mecmyBaHHsI KOHMPO/IO
sIKocmi, BUMyckK cepil, cmabisibHicmb !
Mdpaiizep Itania C.p.n., ITanis;
nepsuUHHe nakyBaHHsi, BMOPUHHE NaKyBaHHsl,
MapKyBsaHHs1, BUIYCK cepii:

Mdpaiizep IpnaHgis PapmackioTikans, IpnaHgis;
mecmyBaHHs1 | Buryck in bulk:
dapmagokc Xenckeap J1tg., ManbTa;
mecmyBsaHHs i cmabi/ibHiICMb:
Mdpaiizep IHk., CLUA

HayanbHUK

dapmaLeBTUYHOIO ynpaB/liHHA

Tapac NACKOBCbKUIA




Joparok 2

o Hakasy MiHicTepcTBa OXOpOHHM 3710pOB’S
Ykpainu «IIpo Jlep>KaBHy peecTpatriito
MKApCBKUX 3aco0iB Ta BHECEHHs 3MiH [0
peecTpaliiHiX MatepiasiB JIiKapChKUX 3acobiB,
SKi 3apeecTpOBaHi KOMIIETEHTHUMU OpraHaMH
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol
Konodepnepauii, Snonii, Ascrpanii, KaHagy,
€Bponeticbkoro Coro3y»

Bij 08 BepecHsa 2023 poky Ne 1599

ITEPEJIIK
JIIKAPCBKUMX 3ACOBIB MEAUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IKI 3APEECTPOBAHI
KOMIIETEHTHUMU OPT'AHAMM CITOJTYYEHUX IIITATIB AMEPUKU, HNIBEWIIAPCHKOI KOH®EJIEPAIII,
ATIOHII, ABCTPAJIII, KAHA/IN, IIKAPCBKUX 3ACORBIB, 1110 3A IIEHTPAJII30BAHOIO ITPOIIEJYPOIO
3APEECTPOBAHI KOMIIETEHTHHM OPTAHOM E€BPOIIEVICHFKOI'O COFO3Y, AKHMM BIZIMOBJ/IEHO B
JEPKABHIN PEECTPAIIIL TA BHECEHHI /IO JIEPJKABHOI'O PEECTPY JIIKAPCBKIX 3ACORBIB YKPAIHA

Ne Hassa dopma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, liHa BionycKy aHHs1 peecmpayitiHo2o
3acoby YnakoBsKa) npoyeoypa nocBi04Y€eHHs1
2, MIIPUHOHY PO34uH A5 iH'eKUi, 1 TOB MNKOBE | MMonbLla LWaHbayH Heto Taiim ®apmacstoTikan Ko., Kutai peecTpauis 3a He UA/20164/01/01
NAKTAT Mr/mn, no 10 mn 'y chnakoHi, FNOBAN nra. Ha 5 pokis peuyenmom niosnsieae

no 10 cpnakoHiB B KAPTOHHIi
Kopo6ui; no 20 mn 'y
donakoHi, no 10 cpnakoHiB B
KapTOHHiii Kopo6Lli

HayanbHuUK .
dapmayeBTUUHOIo ynpaB/liiHHSA Tapac JIACKOBCbKINI




IIEPEJIIK
JIIKAPCBKHUX 3ACOBIB (MEJNYHNX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), 11010 AKX BYJ/IN BHECEHI
3MIHM 1O PEECTPAIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEPXKABHOI'O PEECTPY JIIKAPCBKHUX

Joparok 3

0 Hakasy MiHicTepcTBa OXOpOHM 3[l0pOB’s
Ykpainu «IIpo Jlep>KaBHY peecTpatriito
JMKapcbKuX 3acobiB Ta BHECEHHS 3MiH [0
peecTpaliiHiX MaTepiasiB JliKapChKUX 3aco0biB,
SKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHamu
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol
Kondepnepauii, Anownii, Ascrpanii, Kanaau,
€Bponeticekoro Coro3y»

Biz 08 BepecHs 2023 poky Ne 1599

3ACOBIB YKPAIHMU, AKI 3APEECTPOBAHI KOMIIETEHTHUMUA OPTAHAMM CIIO/TYUYEHUX IIITATIB AMEPUKW,
IIBEUIIAPCHEKOI KOH®EJEPAIIIL, ATIOHII, ABCTPAJIII, KAHAJIU, IIKAPCHhKHNX 3ACOBIB, 1110 3A

COHO3Y

IIEHTPAJII30BAHOIO ITPOILIEJYPOFO 3APEECTPOBAHI KOMITIETEHTHUM OPT'AHOM EBPOITEMCHKOI'O

Ne Ha3ssa ®dopma sunycky 3asaBHuUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa YmoBu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby ynakoskKa) 0 NoCcBi0OYEeHHs
1. BPIXATI™ nocbliioH, 0, 01 %, TOB Ykpaina BMPOGHULITBO, NaKyBaHHs, KaHapa/ 3miHu | Ta Il Tuny, 3miHn | TMNY: 3MiHKX Woa0 3a UA/18952/01/01
no 100 ry Ty6i, no 1 «BAYLU MapKyBaHHS, BUNYCK cepii Ta CnonyyeHi 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy. peyenmom
Ty6i B KQpTOHHIli XEJIC» [OCNISKEHHST CTAaBINbHOCTI: LWratn BBepgeHHs1 ab0 3MiHM [0 y3arasibHeHVX JaHuX Npo
KOpoo6Li Bayw Xenc Komnanic IHk., KaHaga Amepuku cuctemy hapmakoHarnagy (BBefeHHs

anbTepHaTUBHa AiNbHULA, Ha AKi
NpPOBOAATLCS BUNYCK cepii Ta
[OCNiHKEHHS cTabiNbHOCTI:

Bayw Xenc Amepukac IHk., CnonyyeHi
LTatn Amepukun

aNbTepHaTMBHA Ai/TbHULSA, Ha K

NPOBOAATLCA MIKPOBIONOTiYHI
LOCNIDKEHHS:

Macwuopik Bio/labe (MB1), CnonydyeHi
LLtatn Amepukn
OiNbHUUSA, Ha SKili NPOBOAATLCS
BUNPOBYBaHHSA PO3MIpy Kpanesb
eMy/bCil:

MapTukan TekHonomku Nlaée (MTN),
CnonyuyeHi Wtatn Amepukun
anbTepHaTUBHA AiNbHULA, HA AKil
NPOBOAATLCA BUNPOOYBaHHSA
[JOMOMDKHUX PEYOBUH:

y3arasibHeHVX JaHux Npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAANbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
0N 34jCHEHHsT chapmakoHarnsgy B YKpaiHi, SKwo
BOHa BigMiHHa Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy)(B.1.8. (a),|IAHRN), (3rigHO Hakasy
MO3 Bif 17.11.2016 Ne 1245)
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6U
3asBHVKa, BifNoBiAabHOI 3a thapmakoHarnsg,.




h/1aKkoHi 3
po3nunoBayem Ta
KOBMA4KoM, SKul
3axuae
po3nunoBay, no 1
chnakoHy B
KapTOHHI KOpoOLji

BUNYCK Cepii; KOHTPOb cepi)

peareHTy, LU0 BUKOPUCTOBYIOTLCA Nif Yac

BUrOTOBJIEHHSA Ajil040T pevyoBrHU. [logaBaHHS

HOBOro napameTpa cneuudikauii 3 BignosigHUM
MeTOZ0M BUNPOOYBaHHS

Microbial purity has been added to the starting

material specification of Panthenol )D-) (A) as
additional test. This is a Ph. Eur. requirement for
starting material of sterile dosage forms and state

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI
Enementan Maripianc TekHonogxu
KaHapa IHK., KaHaga
EclxiEc KaHapga IHk., KaHaga
EcxiEc KaHaga IHK., KaHaga
Heodpapm Jlabe IHK., KaHaga
2. BPIXAII™ nocbliioH, 0, 01 %, TOB YkpaiHa BVMPOGHMLTBO, NaKyBaHHS, KaHapa/ 1.Po3pgin 3.2.S.6 Container Closure System: 3a UA/18952/01/01
no 100 ry Ty6i, mo 1 «BAYL MapKyBaHHs, BUNYCK cepii Ta CnonyyeHi NPOMNOHYETLCS BBEAEHHS aflbTEPHATUBHOIO BUAY peyenmom
Ty6i B KAPTOHHiIl XENC» LOCNIMKEHHS CTabiNbHOCTI: Wratn nakyBaHHA 4518 cybcTaHUii ranobeTasony
Kopoo6Li Bayw Xenc KomnaHic IHk., KaHaga; AmMepuKn nponioHaty, a came nonieTusIeHoBI NakeTun
anbTepHaTMBHA AiNIbHULSA, Ha K 3aK/1e€EHi eTUKETKOIO (NepBUHHE NakyBaHHS), AKi
NpoBOAATLCS BUNYCK cepii Ta NOMILLAOTLCA Y 3anasHi antoMiHiEBI nakeTu
OOCNiHKEHHSA cTabiNbHOCTI: (BTOPWHHE NakyBaHHS).
Bayw Xenc Amepukac IHk., CnosyyeHi 2.Po3pin 3.2.P.5.2 Assay and Degradation
Ltatn AMepuku; anbTepHaTMBHa Products by HPLC: meToamka KinbkicHOro
OiNbHULSA, Ha SIKi NPOBOAATLCSA BM3HAUYEHHS Ta NPOAYKTIB po3nagy y N3 byna
MiKpOGI0NOriYHI AOCAIIKEHHS: nepersisiHyTa CTOCOBHO HACTYMHOrO: -BU/Ty4EHO
Macudik BioNla6e (MBJT), Cnony4yeHi nepeHeceHHs po3ymHiB 3a gonomorow PTFE-
LLtatn AMepuKm; AinbHUUSA, Ha AKil inbTpa y dhnakoHn BEPX; -3a3HayeHo
NPOBOAATLCA BUNPOOYBaHHS PO3Mipy BUKOPVCTaHHA cnevljiasibHuX Biau ana BEPX; -
Kpanesnb eMy/bCil: MapTukan [ofaHo 36epiraHHs PO3UYMHIB YyT/IMBOCTI B YMOBax
TekHonomxu Nlabe (MT/), CnonyyeHi OXONIOKEHHS; -[0AaH0 Ta3apoTeHCyNbGIOH A0
LTatn Amepuku; TabnuLi JOMILIOK Ta3apoTeHy.
anbTepHaTMBHA AiNbHULSA, Ha SIKilA 3.Po3gin 3.2.P.7.1 Primary Packaging
NpoBOAATLCA BUNPOOYBaHHSA Components:
[OMOMIKHUX PevyoBuH: EnemenTan - CKOPOYeHi BUNPO6YBaHHSA KOMMOHEHTIB MOXYTb
Maripianc TekHonomxkun KaHaga IHk., NpOBOAUTUCS BIAMNOBIAHO A0 /TOK&IbHUX
KaHaga; npoueayp; - BBEAEHHS a/lbTePHATUBHOI fibHNL 3
EcxiEc KaHaga IHK., KaHaga,; BMPOGHMLITBA M/1ACTMKOBUX KpULLOK Barret
EcOxiEc Kanaga IHk., KaHaga; Plastics, USA, Ha foAaTtok A0 BXe 3aTBEpPKEHOro
Heodapm Nabe IHk., Kanaga BMpo6HMKa Montebello Packaging, B 3B'3ky i3
36iNbLUEHHAM BUPOBHUYNX NOTpe6.
BuKopucTOBYETbCS EKBiBa/IEHTHUIA [0 Montebello.
Packaging npovec Ta niHii BUpobHMLUTBA, TakoX
CMO/IN Ta 6aPBHMKM BUKOPUCTOBYIOTLCA Bif
3aTBEPKEHNX MNOCTAYATbHUKIB, OTXE HiSIKMX 3MiH
y cknagi nepByHHOT yNakoBKM He Bifbynocs.
MocunaHHs Ha DMF 9025.
4. Po3pinn 3.2.P.8.1 Stability Summary and
Conclusion, 3.2.P.8.3 Stability Data: -
npefcTaBieHO OHOBJIEHI AaHi CTabinbHOCTI 3a
3BiTHWIA Nepioa,.
AEKATUNEH cnpeit HasaslbHWIA, TOB YkpaiHa Mepknie M'm6X (BUpOGHULTBO HimeuunHa B.l.b.1 ¢) Tvn IA 3miHa napameTpiB cneumdikaui 6e3 UA/19645/01/01
PVHO AYO no 10 mn cnpeto «TeBa Hepo3dhacoBaHOI NPOAYKLi, NepBUHHA Ta/abo rpaHNYHNX 3Ha4YeHb cneuudikadii giroyoi peyenma
HasabHoro y YkpaiHa» Ta BTOPVHHA ynakoBka, [103BiN Ha peyoBuHM abo CMPOBUHYW / NPOMIKHOTO NPOAYKTY /




Hassa

dopma sunycky

3assHuUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
YMakosKa)

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

AENCTPIFO

of the art. Microbial purity is tested with Ph. Eur.
5.1.4 method.

B.11l.1. @) 2. Tun IA MogaHHA HoBOroO abo
OHOBJ/IEHOrO cepTudikaTy BigNOBIZHOCTI BUMOram
MoHorpadii €Bponeiicbkoi chapmakonei abo
aHy/NtoBaHHSA Takoro cepTudikaTy CTOCOBHO Ajito4oi
PEYOBWHM / CUPOBUHU, PeareHTy, NPOMiXXHOro
NPOAYKTY, L0 BUKOPMUCTOBYETLCA Nif vac
BMPOGHMLTBA Aji040i peyoBuHn / abo CTOCOBHO
[L0MOMIXHOT peqyoBUHU. AKTyasli3oBaHui
cepTugikaT BUPOGHWMKA, L0 BXe OTpMMaB [,03Bis
Applicant would like to submit a Type IA variation
with category B.IIl.1.a.2 — updated certificate from
an already approved manufacturer to update the
Ph. Eur. Certificate of Suitability for Dexpanthenol
manufactured by DSM Nutritional Products Ltd.
from R1-CEP-1997-113-Rev 02 to R1-CEP-1997-
113-Rev 03.

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, Mo 100
Mr/300 mr/245 wr, 30
TabNeToK, BKPUTUX
nAiBKOBOO
060/10HKOK Y
nnswui, 1 nnswka B
KapTOHHI KOpo6Lyi

Mepk
Wapn i
Joym
IAEA
M6X

LLBelina
pis

NPOMiXXHWIA MPOAYKT AOPaBIpUHY,
BUCYLLEHUIA PO3MUIEHHAM:

XoBioH ®apmaCeHcisa C.A.,
Moptyranis

NPOMiXXHWIA MPOAYKT AOPaBipUHY,
BUCYLLEHUIA PO3MUIEHHAM:

®.I.C. - dabbpika ITanbsHa CiHTeTiui
C.n.A, lrania

MiKpo6ionoriyHe TeCTyBaHHS SKOCTi:
EypodiHc Biochapma Mpogakt TecTiHr
IpnaHgia N14, IpnaHgis

TeCTyBaHHs CTabifIbHOCTi:
OpraHoH ®apma (Benuka Bputanis)
NimiTen, Benuka bputaHis

Mepk LWapn i oym JI/1C, CLUA

BUPOGHMLTBO (POSIMKOBE YLLiNIbHEHHS,
3MillyBaHHs/3MaLLyBaHHS rpaHyn
[opaBipuHy Ta
namiBynHy/TeHohoBIpy
[LU30NpoKcuay doymapaTy, TUCHEHHS,
NOKPUTTS MJT1IBKOBOK 060/IOHKOHD),
aHaniTM4He TecTyBaHHA NPW BUMYCKY:

MC/ IHTepHewHn Mm6X, IpnaHais

nepBUHHE Ta BTOPVHHE NakyBaHHS,
BMNYCK cepil:

Mepk Wapn i Joym B.B., HigepnaHan

BMPOGHMLTBO/aHAUTITUYHE TECTYyBaHHS:

BMPOGHMLTBO/aHAUTITUYHE TECTYyBaHHS:

Moptyranisa/
ITania
/lpnangis/
Benuka
BpuTaHis/C
LA/
Higepnanaun

TYPE IA, B.Il.b.2.a. QUALITY CHANGES- FINISH
PRODUCT- Manufacture - Change to importer,
batch release arrangements and quality control
testing of the finished product - Replacement or

addition of a site where batch control/testing takes

place - To add Merck Sharp & Dohme LLC, 4633

Road, Wilson, North Carolina as a stability testing

site for Delstrigo (Doravirine 100 mg (+)
Lamivudine 300 mg (+) Tenofovir disoproxil
fumarate 300 mg) film-coated tablet

3a
peyenmom

UA/19937/01/01




Mr, no 21 TabneTui 'y
6nicTepi, no 3
6nictepn y
KapTOHHi KopobLyj;
no 21 tabneTtuiy
6nicTepi, no 3
6nictepn y
KapTOHHiI kopobuyj,
no 3 KopooKn y

4acTKOBUIA KOHTPOSIb AKOCTi, NEPBUHHE
Ta BTOPVHHE NaKyBaHHS:
HosapTic ®apma MpogakiiH M6X,
HimeuunHa
4aCcTKOBUI KOHTPOJIb AKOCTi, NEePBUHHE
Ta BTOPVHHE NakyBaHHS:
HoBapTic ®apwma LUTeiiH AT,
LLiBeiuapis
4aCTKOBWIN KOHTPO/Ib:

To add Raybow (Suzhou) Pharmaceutical Co.,
Ltd., 18 Tonglian Road, Bixi Subdistrict, Changshu
Jiangsu 215537, China, as a site responsible for
manufacture and quality control testing of the
active substance and quality control testing site of
the intermediate B8 (all tests except metals.
A.4 type |A — Administrative change - Change in
the name and/or address of a manufacturer or an
ASMF holder or supplier of the AS, starting

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI
5. OYOBPII™ JIOCbIAOH, TOB YkpaiHa Brpo6HMLUTBO, NaKyBaHHS, KaHapga/ 3MmiHu | TUNYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI 3a UA/18956/01/01
0,01%/0,045%; no "Bayw MapKyBaHHs, BUNYCK cepii Ta CnonyyeHi Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM a0 peuyenmom
45 1y Ty6i, no 1 Ty6i Xenc" LOCAISKEHHST CTAaBINbHOCTI: LWratu y3aras/ibHeHUX AaHux Npo cuctemy
B KapPTOHHIi Bayw Xenc Komnanic IHk., KaHaga; Amepukun thapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
Kopobui; no 60 ry AnbTepHaTVBHA AiNIbHULS, Ha AKili npo cuctemy papmMakoHarnsgy, amiHa
Ty6i, no 1 Ty6i B NPOBOAATLCA BUNYCK cepii Ta YMOBHOB&XeHOT 0cobM, BigNoBiAabHOI 3a
KapTOHHiI kopobuy; [ocnigpKeHHs ctabinbHocTi: bayw 3[jicCHeHHs1 hapMakoHarIsay; KOHTaKTHOI 0cobu 3
no 100 ry Ty6i, no 1 Xenc Amepukac IHK., CnosnyyeHi hapmakoHarnsgy 3asBHUKa 15 34iCHEHHS
Ty6i B KAPTOHHIl Ltatn Amepukn; AnbTepHaTtuBHa thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
KopooLi AiNbHULSA, Ha AKili TPOBOASATLCSA BiJl YyNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
MiKPOGIONOriuHi [OCNIMKEHHS: 3pificHeHHs1 hapmakoHarnsgy (Bkiroyaryn
Macwudpik Bio/la6e (MB), CnonyyeHi KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
LTatn Amepuku; macTep-haiina cuctemu hapmakoHarnsgy) -
LinbHuus, Ha skili npoBoasATLEA (3rigHo Haka3zy MO3 Big 17.11.2016 Ne 1245) -
BMNPOBYBaHHA PO3Mipy kpanesb 3MiHa KOHTaKTHUX AaHWX YNOBHOB&XXEHOI 0Co6u
emynbcii: MapTukan TekHonomxm 3asBHWVKa, BiANOBiAaLHOI 3a hapMakoHarnsag,.
Na6e (MTN), CnonyyeHi LWtaTtn
Amepuiku;
AnbTepHaTVBHI AiNbHULI, HA AKX
NpOBOAATLCA BUNPOBYBaHHS
O0MNOMDKHMX peyvoBuH: EnemeHT
Maripianc TekHonomkn KaHaga IHk.,
KaHaga;
EcxiEc KaHapa IHk., KaHaga;
EcxiEc KaHapa IHK., KaHaga;
Heodpapm Jlabe IHK., KaHaga
6. KAPBEAWNON Tabnetkv no 12,5 mr TOB Ykpaina BMPOGHULITBO Hepo3dhacoBaHol HimeuunHa 3minu | Ta Il Tvny, skicTb, IA B.ll.e.6 b) — Below 3a UA/17223/01/01
CAHAO3® no 10 TabneTtok y "CaHpo3 npoaykuii, NepBUHHe Ta BTOPUHHE immediate packaging materials are analysed to peyenmom
6nictepi, no 3 YkpaiHa" nakyBaHHs1, TECTYBaHHS, 4O3BiN Ha ensure conformity to below quality standarts
6nictepn B Bunyck cepii: Cantotac ®apma M6X, Immediate packaging materials Blisters
KapTOHHIN nayui HimeuuunHa; Any layer of foil or print should not contain
nepBuHHE Ta BTOPUHHE MaKyBaHHS: nitrocellulose
Knoke ®epnekyHrc-Cepsic, HimeuunHa
7. KAPBEAWNON Tabnetkv no 25 mr TOB Ykpaina BMPOGHULITBO Hepo3diacoBaHol HimeuunHa 3minHu | Ta Il Tuny, skictb, IA B.1l.e.6 b) — Below 3a UA/17223/01/02
CAHAO3® no 10 TabneTok y "CaHpi03 NpoAyKLii, NepBUHHE Ta BTOPUHHE immediate packaging materials are analysed to peyenmom
6nictepi, no 3 YkpaiHa" nakyBaHHs1, TECTYBaHHS, 40O3BiN Ha ensure conformity to below quality standarts
6nictepu B Bunyck cepii: Cantotac ®apma M'méX, Immediate packaging materials Blisters
KapTOHHI navui HimeuuunHa,; Any layer of foil or print should not contain
nepBrHHE Ta BTOPUHHE MaKyBaHHS: nitrocellulose
Knoke ®epnekyHrc-Cepsic, HimeyunHa
KICKANI TabneTku, BKpUTI HosaprTic LBeliua BVMPOGHMLTBO: Cinranyp/ B.l.a.1.z type IB — Change in the manufacturer of 3a UA/18157/01/01
NAiBKOBOO dapma Al pis Hosaprtic CiHranyp ®apmMacbioTikasn Himeuunna/ AS or of a starting material/reagent/intermediate peyenmom
060/10HKO0, No 200 MeHbtodhekyepiHr Mte. /1Ta., CiHranyp LLiBeiiuapis for AS — Other variation
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI

KapTOHHI Kopo6Ly

dapmaHanituka CA, Lseiiyapis
BUMYCK cepil:
HosapTic ®apma MM6X, HimeuunHa

material, reagent or intermediate used in the
manufacture of the AS or manufacturer of a novel
excipient
To change the name of the site responsible for
manufacturing of the intermediate B7 from Suzhou
Novartis Pharma Technology Co., Ltd., 18
Tonglian Road, Riverside Industrial Park,
Changshu
Economic Development Zone, 215537, China to
Raybow (Suzhou) Pharmaceutical Co., Ltd., 18
Tonglian Road, Bixi Subdistrict, Changshu Jiangsu
215537, China. The site address has been slightly
adapted due to the change in street name by the
local government with no change in the physical
location.

B.l.b.1.z type IB — Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Other variation
To add specification parameters with the
corresponding test methods for solvents:

- 'ldentity by GC' and 'ldentity by refractive index'
for methyl isobutyl ketone
- 'ldentity by GC' and 'ldentity by refractive index'
for methanol (used in manufacture of compound
BIO)

- 'ldentity by GC' for isopropanol (used in the
manufacture of final step of active substance)
B.l.b.1.z type IB — Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Other variation
- To add specification parameters with the
corresponding test methods for reagents:

- 'Appearance by Visual Examination', 'ldentity by
Wet chemistry' and 'Assay by Titration' for
hydrochloric acid 31% and sodium hydroxide
solution 32%

B.l.a.3.a type IA — Change in batch size (including
batch size ranges) of AS or intermediate - Up to
10-fold increase compared to the originally
approved batch size
To increase the batch size of the intermediate B9
from 120 kg to 240 kg (B7 as input) used in the
manufacturing process of the active substance at
Raybow (Suzhou) Pharmaceutical Co., Ltd..
B.l.a.3.a type IA — Change in batch size (including
batch size ranges) of AS or intermediate - Up to
10-fold increase compared to the originally
approved batch size
To increase the batch size of the intermediate B10
from 400 kg to 620 (B9 as input) used in the
manufacturing process of the active substance at
Raybow (Suzhou) Pharmaceutical Co., Ltd..
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI

B.l.a.3.a type IA — Change in batch size (including
batch size ranges) of AS or intermediate - Up to
10-fold increase compared to the originally
approved batch size
To increase the batch size of the active substance
from 70 kg to 140 kg (B10 as input) manufactured
at Raybow (Suzhou) Pharmaceutical Co., Ltd..
B.l.b.2.b type IA — Change in test procedure for AS
or starting material/reagent/intermediate - Deletion
of a test procedure for the AS or a starting
material/reagent/intermediate, if an alternative test
procedure is already authorised
To delete the alternative test procedure 'ldentity by
IR (ATR)' for the solvent methyl isobutyl ketone
used in the manufacturing process of the active
substance at Raybow (Suzhou) Pharmaceutical
Co., Ltd. Manufacturing site.

B.l.b.2.b type IA — Change in test procedure for AS
or starting material/reagent/intermediate - Deletion
of a test procedure for the AS or a starting
material/reagent/intermediate, if an alternative test
procedure is already authorised
To delete the alternative test 'Identity by IR (thin
film)' for the solvent isopropanol at Raybow
(Suzhou) Pharmaceutical Co., Ltd. manufacturing
site.

B.l.b.2.b type IA — Change in test procedure for AS
or starting material/reagent/intermediate - Deletion
of a test procedure for the AS or a starting
material/reagent/intermediate, if an alternative test
procedure is already authorised
To delete the alternative test 'ldentity by IR (ATR)'
for the solvent heptane at Raybow (Suzhou)
Pharmaceutical Co., Ltd. manufacturing site.
B.l.b.z type IB — Change in control of the AS —
Other variation
Change in the specifications of the antistatic agent
used in step B9 at Raybow (Suzhou)
Pharmaceutical Co., Ltd. Manufacturing site.
B.l.a.2.a type IA — Changes in the manufacturing
process of the AS - Minor change in the
manufacturing process of the AS
Minor change in the manufacturing process of the
intermediate BIO to use 32% sodium hydroxide
solution instead of currently approved 30% sodium
hydroxide solution at Raybow (Suzhou)
Pharmaceutical Co., Ltd. manufacturing site.
B.l.b.2.c type IB — Change in test procedure for AS
or starting material/reagent/intermediate — Other
changes to a test procedure for a reagent, which
does not have a significant effect on the overall
quality of the AS
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

To replace the 'Spectroscopic' test method by the
'Colourimetric' test procedure for Iron testing for
the reagent sodium chloride at Raybow (Suzhou)
Pharmaceutical Co., Ltd. manufacturing site.
B.l.b.z type IB — Change in control of the AS —
Other variation
To add purified water quality (used in B10
intermediate) at at Raybow (Suzhou)
Pharmaceutical Co., Ltd. manufacturing site.
B.l.a.1.z type IB — Change in the manufacturer of
AS or of a starting material/reagent/intermediate
for AS — Other variation
To add Lianhe Chemical Technology (Taizhou)
Co., Ltd., No. 3 Donghai, 8th Avenue
Toumengang, New District Taizhou Zhejiang
317016, China, as a manufacturing site and quality
control site for the intermediate B8 (i.e. steps B8b,
B8a and B8). In addition, the following changes
have been made:

- Minor changes in the manufacturing process of
the intermediate B8a for crystallization
temperature
- Minor changes in the manufacturing process of
the intermediate B8 for reaction temperature
- Decrease in the batch size of the intermediate
B8a from 299 kg to 197 kg (B8b as input)

- Decrease in the batch size of the intermediate
B8b from 300 kg to 200 kg (B8e as input)

- Decrease in the batch size of the intermediate B8
from 412 kg to 271 kg (B8a as input)
B.l.b.z type IB — Change in control of the AS —
Other variation
To add potable water quality (used in B8b and B8a
intermediates) at Lianhe Chemical Technology
(Taizhou) Co., Ltd. Manufacturing site.

KICKANI

TabneTkn, BKPUTI
NiBKOBOO
060/10HKO0, No 200
Mr, no 21 Tabnetui 'y
6nicTepi, no 3
6nictepn y
KapTOHHI kopobuy;
no 21 tabnetuiy
6nictepi, no 3
6nictepn y
KapTOHHi kopobuyj,
no 3 Kopoo6Kkn y
KapTOHHI Kopo6Lyi

HosaprTic
dapma Al

LLiselina
pis

BMPOOHULTBO 3a MOBHUM LIMK/IOM:
Nexk ®apmacbloTukasic A.4., CnoseHis

KOHTPO/Tb SIKOCTI:
CaHpo3 C.P.J1., PymyHis

BVMPOGHMLTBO:

Hosapric CiHranyp ®apmacbloTikan
MeHbtochekuepiHr Mte. /1T4., CiHranyp

4aCTKOBUIA KOHTPOSIb SKOCTI, NEPBUHHE
Ta BTOPVHHE NaKyBaHHs:
HosapTic ®apma MNpogakwH MvéX,

HimeuunHa

4YacTKOBWIA KOHTPO/b SKOCTi, NEPBUHHE
Ta BTOPVHHE NakyBaHHS:

CnoseHisa/
PymyHis/
Cinranyp/
HimeuunHa/
LLiBeiuapis

Type |Ain B.Il.b.1.a) Replacement or addition of a
manufacturing site for the FP - Secondary
packaging site - To add Lek Pharmaceuticals d.d.,
Verovskova Ulica 57, 1526 Ljubljana, Slovenia as
an alternative site responsible for secondary
packaging of the finished product.
[onasaHHs Jlek dapmacbloTvkasic A.4.,
BeposuwkoBa 57, 1526 J/llo6nsiHa, CnoBeHis B
AKOCTi aNbTepHaTUBHOTO BUPOGHUKA,
BiANOBIAA/IbHOrO 3a BTOPWHHY YNakoBKy roTOBOro
nikapcbkoro 3acoby.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

Type IAin B.1l.b.1.b) Replacement or addition of a
manufacturing site for the FP - Primary packaging
site - To add Lek Pharmaceuticals d.d.,
Verovskova Ulica 57, 1526 Ljubljana, Slovenia as

3a
peyerimom

UA/18157/01/01
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI

HoBapTic ®apma LUTeiiH AT,
LLiBeiiuapis

4acTKOBWI KOHTPO/Ib:
dapmaHanituka CA, Lseiiyapis

BMNYCK Cepil:
HosapTic ®apma Mv6X, HimevurHa

an alternative site responsible for primary
packaging of the finished product.
[onasaHHs Jlek dapmacbloTvkasic A.4.,
BeposuwkoBa 57, 1526 /llo6nsiHa, CnoBeHis B
AKOCTi aNbTepHaTUBHOTO BUPOGHUKA,
BiANOBIA&UTbHOrO 3a NEPBUHHY YNaKoBKY rOTOBOrO
nikapcbKkoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

Type IB B.1l.b.1.e) Replacement or addition of a
manufacturing site for the FP - Site where any
manufacturing operation(s) take place, except

batch-release, batch control, primary and
secondary packaging, for non-sterile medicinal
products - To add Lek Pharmaceuticals d.d.,
Verovskova Ulica 57, 1526 Ljubljana, Slovenia as
an alternative site responsible for manufacturing of
the finished product.

JopasaHHA Jlek dapmacbloTukasic 4.4.,
BeposLkoBa 57, 1526 /lio6nsHa, CnoBeHis B
AKOCTI @/lbTEPHATUBHOIO BUPOGHNKA,
BiANOBIAA/ILHOrO 3a BUPOGHMLTBO rOTOBOIO
NiKapcbKoro 3acoby.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

Type IA B.ll.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 - To add Lek
Pharmaceuticals d.d., Verovskova Ulica 57, 1526
Ljubljana, Slovenia as an alternative site
responsible for batch control/testing of the finished
product.

JopasaHHA Jlek dapmacbloTukasic 4.4.,
BeposLkoBa 57, 1526 /lo6nsiHa, CNnoBeHis B
AKOCTI @/lbTEPHATUBHOIO BUPOOBHNKA,
BiANOBIAA/ILHOIO 3a KOHTPO/Ib Cepii/BUNpo6yBaHHS
roTOBOrO NiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

Type IA B.ll.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 - To add Sandoz
S.R.L., 7A, Livezeni Street, 540472 Targu-Mures,
Romania as an alternative site responsible for
batch control/testing of the finished product.
[JopaBaHHs CaHgos C.P.J1., Byn. JliBeseHi, 7A,
540472, Tupry Mypeu, okpyr MypeLu, PymyHis B
AKOCTi aNbTepHaTUBHOTO BUPOGHUKA,
BiANOBIAaUIbHUI 3@ KOHTPONb Cepii/BUNPOGYBaHHS
roTOBOrO JliKapcbKoro 3acoby.
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
Type |Ain B.ll.b.2.c.2.) Change to importer, batch
release arrangements and quality control testing of
the FP - Including batch control/testing - To add
Lek Pharmaceuticals d.d., Verovskova Ulica 57,
1526 Ljubljana, Slovenia as an alternative site
responsible for batch release (including batch
control/testing) of the finished product.
JopasaHHA Jlek dapmacbloTukasic 4.4.,
BeposLkoBa 57, 1526 /lio6nsiHa, CnoBeHis B
AKOCTI @/lbTEPHATUBHOIO BUPOOBHNKA,
BiANOBIAA/ILHOrO 3a BUNYCK (BK/OUAKUY CEPIliHWIA
KOHTPO/b/TECTYBAHHS) rOTOBOIO J1iKaPCbKOro
3acoby.
3MiHN BHECEHO B IHCTPYKL,ilO 415 MeANYHOro
3acToCyBaHHSA NiKapcbKoro 3acoby A0 po3ainis
«BunpobHMK» Ta «MicLe3HaxomKeHHs BUPOOHMKa
Ta agpeca Micus NpoBaXeHHS MOro AisifIbHOCTi» 3
BiANOBIAHVMM 3MiHAMU Y TEKCTi MapKyBaHHS
yNaKoBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

Type IB B.11.b.3.z) Change in the manufacturing
process of the finished or intermediate product -
Other variation - Minor change in the
manufacturing process at Lek Pharmaceuticals
d.d., Ljubljana, Slovenia:

» Minor change to overage of film-coating
excipients;

« Manufacture of two sub-batches from step 1 to 7;
« Change to the number of blending revolutions for

step 2;
« Change to the number of blending revolutions for
step 5;
» Change to the number of blending revolutions for
step 9;
« Change to the number of blending revolutions for
step 11;
« Change of sieve equipment and sieve size for
steps 4 and 10;
« Changes to the roller compactor speed and
compaction force for step 6;
« Change to screen size for step 7;
» Changes to the outlet air temperature and spray
rate during film-coating at step 14.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS.
Type IB 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 - To increase the batch size
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI

range of the finished productmanufactured at Lek
Pharmaceuticals d.d., Ljubljana, Slovenia from
412.34 — 461.26 kg to 520.00 kg.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.
Type IA B.1l.d.2.a) Change in test procedure for
the finished product - Minor changes to an
approved test procedure - Minor changes to the
Identity, Assay and degradation products by HPLC
test procedure for the finished product to revise
the determination concept from double to single.
HesHauHi 3MiHM B MeToAax KOHTPO/I0
«laeHTudiKaujs, KinbkicCHe BU3HAYEHHS Ta
NPOAYKTW po3knagy puboumnkniéy metogom BEPX»
roTOBOro NikapCcbKOro 3acoby Ans nepernsgy
npoeaypu NpUroTyBaHHSA PO3UMHIB.
Mpoueaypa
KinbKicTb pO3uuHiB, WO Mae 6yTW NPUroToBaHo
Bunpo6oByBaHWit PO34NH: EANHE NMPUTOTYBaHHS.
P034MH NOPIBHAHHS 1: NPUroTyBaHHA B ABOX
NOBTOPHOCTSIX.
Po3unH NOpIBHAHHSA 2: NPUrOTYBaHHSA B OAHINA
NOBTOPHOCTI.
KinbkicTb imxekuiii OgHa Ha BunpoboByBaHwit
PO34MH
Mpuknag NocnifoBHOCTI iHXeKLil ans
KOMGIHOBaHOro aHanidy Ha KifibkicHe BU3HAUYEHHS
Ta NPOAYKTW po3knagy PO3UMHHUK, PO3UNH 415
OLiHKM PO3Pi3HEHHS!, PO3UMHHUK, RS3, RS2(x3),
RS1_1(x6), RS1_2(x2), RS1_1, TS1, TS2, TS3,
TS4, TS5, TS6, po3unHHuk, [RS2, RS1_1, TS7,
TS8, TS9, TS10, TS11, TS12, po34nHHUK, RS2,
RS1 1, po3unHHuK ...], RS3, RS2, RS1_1, po3uvH
[O7151 OLiHKN PO3Pi3HEHHS
Mpriknag NocNifAOBHOCTI iHXEKLi Ana aHanisy Ha
KiNibKiCHE BU3HAYEHHS PO3YMHHUK, PO3YMH ANs
OLLiHKV pO3pi3HEHHS, PO34nHHKK, RS1_1(x6),
RS1_2(x2), RS1_1, TS1, TS2, TS3, TS4, TS5,
TS6, po3unHHuk, [RS1_1, TS7, TS8, TS9, TS10,
TS11, TS12, po3unHHUK, RS1_1 ...], pPO34UMHHNK,
RS1_1, po3unH AN1s OUIHKN PO3PI3HEHHS
Mpvknag nocnifoBHOCTI IHXEKLi Ana aHanidy Ha
NPoAYyKTW po3knagy PO3UMHHUK, PO3UWH Ans
OLiHKM PO3Pi3HEHHS!, PO3UMHHUK, RS3, RS2(x6),
TS1, TS2, TS3, TS4, TS5, TS6, po3unHHUK, [RS2,
TS7, TS8, TS9, TS10, TS11, TS12, pO34MHHUK,
RS2, ...], RS3, RS2, po3uuH 415 OLiHKM
PO3pi3HEHHS
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.
Type IB B.ll.e.2.z) Change in the specification
parameters and/or limits of the immediate
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

packaging of the finished product - Other variation
- Changes to specifications for 'Appearance' and
'Identity’ for the primary packaging material
PCTFE/PVC foil at the proposed primary
packaging site, Lek Pharmaceuticals d.d.,
Ljubljana, Slovenia and correction of the
specification limit for ‘Total Grammage' at the
current primary packaging site, Novartis Pharma
Produktions GmbH, Wehr, Germany.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.

Type IB B.ll.e.2.z) Change in the specification
parameters and/or limits of the immediate
packaging of the finished product - Other variation
- Changes to specifications for 'Cleanliness' and
‘Total grammage' for the primary packaging
material aluminium foil at the proposed primary
packaging site, Lek Pharmaceuticals d.d.,
Ljubljana, Slovenia.

The MAH took opportunity to introduce editorial
changes in sections 3.2.P.3.4, 3.2.P.7, 3.2.P.8.1
and 3.2.P.8.3.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPIKEHHS.

PesynbTatn po3rnsgy matepiaslis Npo BHECEHHS
3MiH 10 peecTpauiliHix maTtepianis:

10.

MET®OPMIH-
TEBA

TabneTkn, BKPUTI
niBKOBOK
060/10HKO10, No 500
mr, no 15 TabneTok
y 6nicTepi, no 2 abo
no 4 6nictepn y
Kopoo6Li

TOB
«TeBa
YKpaiHa»

Ykpaina

BMPOGHMLITBO 38 MOBHUM LIMK/IOM:
TeBa Yex IHgacTpi3 c.p.o., Yecbka
Pecny6nika; BUpO6HMLTBO 3@ NOBHUM
LKNIOM:

Mikpo Jlabc Nimiten, IHAiA; nepBrHHA
Ta BTOPVHHA YNakoBKa, KOHTPO/1b
AKOCTI, A,03BIN HA BUMYCK Cepii:
AT dapmaneBTUYHUIA 3aB0A, TeBa,
YropLmH

Yecbka
Pecny6nika/
IHais/
YropmHa

3miHu 3 sKocTi IA - B.11.d.2 (a) IA — Minor changes
to an approved analytical method for determination
of NDMA impurity in Metformin HCL Tablets.
BBefeHHs1 3MiHM NpoTAaromM 6-Tu micsuiB 3 Aatn
3aTBEPMKEHHS.
3MmiHu 3 sKocTi IA. - B.lll.1(a) 2 IA — Metformin
hydrochloride — Granules India Limited, India R1-
CEP 2004-124-Rev05. Metformin hydrochloride —
Granules India Limited, India R1-CEP 2004-124-
Rev06.
3miHu 3 akocTi IA. B.11l.1(a) 2 IA — Metformin
hydrochloride — Wanbury Limited, India R1-CEP
1998-079-Rev 09. Metformin hydrochloride —
Wanbury Limited, India R1-CEP 1998-079-Rev 10

3a
peyerimom

UA/18723/01/01

11.

MET®OPMIH-
TEBA

TabneTku, BKpUTI
NAiBKOBOO
o60noHkoto, no 850
mr, no 15 Tabnetok
y 6nicTepi, no 2 abo
no 6 6nictepiB y
Kopoo6Li

TOB
«TeBa
YKpaiHa»

YkpaiHa

BMPOGHULITBO 38 MOBHUM LIMK/IOM:
TeBa Yex IHgacTpi3 c.p.o., Yecbka
Pecny6nika; BUpO6GHULITBO 38 MOBHUM
LKIOM:

Mikpo fla6c flimiTes, IHAisA; nepBrHHA
Ta BTOPVHHA YNakoBKa, KOHTPO/1b
AKOCTI, A,03BIN HA BUMYCK Cepii:
AT dapmaueBTMYHUIA 3aBog TeBa,
YropLmH

Yecbka
Pecny6nika/
IHais/
YropluHa

3MmiHu 3 sKocTi A - B.11.d.2 (a) IA — Minor changes
to an approved analytical method for determination
of NDMA impurity in Metformin HCL Tablets.
BBefieHHs1 3MiHM NpoTAromM 6-Tu micsuis 3 aatu
3aTBEPKEHHS.
3MmiHu 3 aKocTi IA. - B.lIl.1(a) 2 IA — Metformin
hydrochloride — Granules India Limited, India R1-
CEP 2004-124-Rev05. Metformin hydrochloride —
Granules India Limited, India R1-CEP 2004-124-
Rev06.
3miHu 3 sikocTi 1A, B.111.1(a) 2 IA — Metformin
hydrochloride — Wanbury Limited, India R1-CEP

3a
peyenmom

UA/18723/01/02
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI
1998-079-Rev 09. Metformin hydrochloride —
Wanbury Limited, India R1-CEP 1998-079-Rev 10
12. MET®OPMIH- TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLITBO 38 MOBHUM LIMK/IOM: Yecbka 3miHu 3 sKocTi IA - B.11.d.2 (a) IA — Minor changes 3a UA/18723/01/03
TEBA NNiBKOBOIO «TeBa TeBa Yex IHgacTpi3 c.p.o., Yecbka Pecny6nika/ | to an approved analytical method for determination peyenmom
060/10HKO0, N0 1000 | YkpaiHa» Pecny6nika; BUpO6HMLTBO 3@ NOBHUM IHais/ of NDMA impurity in Metformin HCL Tablets.
mr, no 10 TabneTok LMKIOM: YropmHa BBefeHHs1 3MiHM NpoTAaromM 6-Tu micsuiB 3 Aatu
y 6nicTepi, no 6 abo Mikpo Jlabc Nimiten, IHAiA; nepBrHHA 3aTBEPKEHHS.
no 12 6nictepis y Ta BTOPVHHA yNakoBKa, KOHTPO/1b 3MmiHu 3 sKocTi IA. - B.lll.1(a) 2 IA — Metformin
Kopoo6Li AKOCTI, A,03BIN HA BUMYCK Cepii: hydrochloride — Granules India Limited, India R1-
AT dapmaneBTUYHUIA 3aB0g, TeBa, CEP 2004-124-Rev05. Metformin hydrochloride —
YropLymH Granules India Limited, India R1-CEP 2004-124-
Rev06.
3miHu 3 akocTi IA. B.11l.1(a) 2 IA — Metformin
hydrochloride — Wanbury Limited, India R1-CEP
1998-079-Rev 09. Metformin hydrochloride —
Wanbury Limited, India R1-CEP 1998-079-Rev 10
13. MUTUKAINL, Kancynm m'si, no 25 HosaprTic LBeliua | BMPOBHWLTBO, KOHTPO/b AKOCTi OKPIM HimeuunHa/ C.1.4, 1l - Change(s) in the SPC, Labelling or PL 3a UA/18988/01/01
MTr; M0 4 Kancysn y OBepci3 pis TecTy "BM3HaueHHs uncna LLIBeliyapis due to new quality, preclinical, clinical or peuyenmom
6nicTepi; no 7 IHBECTMEH MikpoopraHi3mis": KataneHT pharmacovigilance data:
6nictepiB y TC Al', HimeuunHa E6epbax MvbX, Update of sections 4.2 and 5.2 of the SmPC in
KapTOHHIN mayyi; no LLseliyapi HimeyunHa; nepBMHHE Ta BTOPVHHE order to update efficacy and safety information in
2 abo no 4 KapTOHHiI A nakyBaHHs: KataneHT HimeuunHa elderly patients based on final results from study
nauku y kopooui LWopHAaopt M6X, HimeuuunHa,; CPKC412A2408 - An open-label, multi-center,
KOHTPO/Ib SIKOCTi TeCTy "Bu3HAYEHHS Phase lllIb study to assess the safety and efficacy
yncna MikpoopraHismis®: Jlabop J1C of midostaurin (PKC412) in patients 18 years of
CE eHpg Ko. KI', HimewunHa; Bunyck age or older with newly diagnosed FLT3-mutated
cepiit: HoBapTtic ®apma M'm6X, Acute Myeloid Leukemia who are eligible for “7+3"
HimeyunHa; KOHTPO/Ib SAKOCTi OKpIM or “5+2” chemotherapy, listed as a PAES in the
TecTy "BM3HayeHHs yncna Annex Il. The RMP version 8.1 has also been
MikpoopraHismis": ®apmaHanituka CA, submitted.
LLiBeiuapis BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHSA
14. NI®ENTPO TabneTku, BKpUTI Mepk Lseiiua MPOMiXXHWIA MPOAYKT AOPaBIpUHY, Moptyranis/ | Type IA B.Il.b.2.a. QUALITY CHANGES - FINISH 3a UA/19910/01/01
NNiBKOBOIO Wapn i pis BUCYLLEHUIA PO3MUIEHHSIM:! ITania PRODUCT - Manufacture - Change to importer, peuyenmom
060n0HkKot0, No 100 Joym BMPOGHNLTBO/aHAUTITUYHE TECTYBaHHS: /lpnangis/ batch release arrangements and quality control
mr, 30 TabneTok, IOEA XogioH ®apmaCeHcia C.A., Benwuka testing of the finished product - Replacement or
BKPUTMX NAIBKOBOIO M6X Moptyranis BpuTaHia/C addition of a site where batch control/testing takes
060/10HKOI0 Y LA/ place - To add Merck Sharp & Dohme LLC, 4633
naawui, 1 nnswka B MPOMiXXHWIA MPOAYKT AOPaBIpUHY, Higepnavgu | Road, Wilson, North Carolina as a site responsible

KapTOHHI KopooLli

BUCYLLEHWUIA PO3MUIEHHAM:
BMPOGHMLTBO/aHAUTITUYHE TECTYBaHHS:
®.I.C. - dabbpika ITanbsHa CiHTeTiui
C.n.A, lrtania

MiKpob6iosoriyHe TeCTyBaHHS SKOCTi:
EypodiHc Biochapma Mpogakt TecTiHr
IpnaHgis Nimites, Ipnaxgisa

TeCTyBaHHs CcTabifIbHOCTI:
OpraHoH ®apma (Benuka Bputanis)
Nimiten, Benvka Bputanis

for stability testing of the finished product.
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI
Mepk LWapn i foym /INC, CLLA
BVMPOGHNLTBO (POSIMKOBE YLUINIbHEHHS,
3MiLLyBaHHS/3MalLlyBaHHS rpaHyn,
TUCHEHHS, MOKPUTTA NNIBKOBOIO
060/10HKOI0), aHaNITUYHE TECTYBaHHSA
npw BUNYCKY:
MCJ, IHTepHelwwHn MM6X, IpnaHais
nepBUHHE Ta BTOPVHHE NakyBaHHS,
BUMYCK cepil:
Mepk LWapn i floym B.B., Hinepnangn
15. CUMBACTATWU | TabneTku, BKPUTI TOB Ykpaina AT dapmaueBTyHMil 3aBog TEBA YropwuHa Type IA (B.lll.1.a.2) - Submission of an updated 3a UA/17477/01/01
H-TEBA NNiBKOBOIO «TeBa Ph. Eur. Certificate of Suitability (R1-CEP 2013- peyenmom
060/10HKO0, No 20 YkpaiHa» 216 Rev 03) for an active substance Simvastatin
Mr, no 10 TabneTok from the already approved manufacturer Teva
y 6nictepi, no 3 abo Pharmaceutical Industries Ltd.
no 10 6nicTepis y
Kopoo6Ui
16. CUMBACTATWU | TabneTku, BKPUTI TOB YkpaiHa AT dapmaueBTUYHWI 3aBog TEBA YropluHa Type IA (B.lll.1.a.2) - Submission of an updated 3a UA/17477/01/02
H-TEBA NNiBKOBOIO «TeBa Ph. Eur. Certificate of Suitability (R1-CEP 2013- peuyenmom
060/10HKOI0, N0 40 Ykpaina» 216 Rev 03) for an active substance Simvastatin
mr, no 10 TabneTok from the already approved manufacturer Teva
y 6nicTepi, no 3 abo Pharmaceutical Industries Ltd.
no 10 6nicTepiB y
KapTOHHi Kopobui
17. CUMBACTATWU | TabneTku, BKPUTI TOB YkpaiHa AT dapmaueBTuyHMi 3aBog TEBA YropmHa Type IA (B.lll.1.a.2) - Submission of an updated 3a UA/17477/01/03
H-TEBA NNiBKOBOIO «TeBa Ph. Eur. Certificate of Suitability (R1-CEP 2013- peuyenmom
060/10HKO0, Nno 80 YkpaiHa» 216 Rev 03) for an active substance Simvastatin
Mr, no 10 TabneTok from the already approved manufacturer Teva
y 6nicTepi, no 3 Pharmaceutical Industries Ltd.
6nictepn y
KapPTOHHI Kopobui
18. CUMBACTATU | Tabnetku, BKpUTI TOB Ykpaina AT ®apmaueBTMUHMi 3aBo TEBA YropwuHa C.1.2 a) lAin - MpuBeaeHHs Yy BIANOBIAHICTb 3a UA/17477/01/01
H-TEBA NNiBKOBOIO «TeBa iH(hopMaLii WoA0 NikapcbKoro 3acoby Ao peyenmom
060/10HKO0, M0 20 YkpaiHa» pecbepeHTHOro npenapaTy 30Kkop Ha OCHOBI

mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 10 6nicTepiB y
KopooLi

OHOBJIEHOrO CcTaHy iHhopMauii Ha 08/2021.

IHdhopmaLis ans nauieHTa 3amwaeTbea 6e3 3MiH.

C.1.2 a) IAin - MpuBeaeHHs Y BiANOBIAHICTb
iHchopMaUii Woao Nikapcbkoro 3acoby Ao
pedyepeHTHOro npenaparty 30Kop Ha OCHOBI
OHOBJ/IEHOTO CTaHy iHchopMmauii Ha 08/2020
C.1.2 a) lAin - MpuBeaeHHs Yy BIANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pecbepeHTHOro npenapaTy 30Kkop Ha OCHOBI
OHOB/IEHOrO CcTaHy iHdhopmMauii Ha 07/2019.

IHdhopmaLis Ans nauieHTa 3amwaeTbea 6e3 3MiH.

C.1.2 a) IAin - MpuBeaeHHs Y BiANOBIAHICTb
iHchopMaUii Woao Nikapcbkoro 3acoby Ao
pedoepeHTHOro npenaparty 30Kop Ha OCHOBI
OHOBJ/IEHOTO CTaHy iHthopmauii Ha 07/2019
C.1.2 a) lAin - MpuBeAeHHs Y BIANOBIAHICTb
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iHhopMauii LWoao nikapcbkoro 3acoby Ao
pechepeHTHOro npenapaTy 30Kkop Ha OCHOBI
OHOB/IEHOTO CTaHy iHdhopMauii Ha 04/2019
3MiHM BHOCATBLCSA B PO3A,i/N IHCTPYKL:
Oco61BOCTI 3aCTOCYBaHHSA. B3aemopis 3 iHLWMMKn
nikapcbkMun 3acob6amu Ta iHLWi BUAN B3aEMOSIN.
Crioci6 3acTocyBaHHA Ta [03W. PapMakosIoriyHi
BNacTMBoCTi. OCO6/MBOCTI 3aCTOCYBaHHS.
BBefeHHs 3MiH NpoTArom 6-t1 MicAuiB nicns
3aTBEPMKEHHS.

19.

CUMBACTATU
H-TEBA

TabneTku, BKpUTI
NNiBKOBOIO
o060n0Hkoto, no 40
mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 10 6nictepiB y
KopoobLi

TOB
«TeBa
YKpaiHa»

YKpaiHa

AT dapmaueBTuMyHMiA 3aBo TEBA

YropLmHa

C.1.2 a) lAin - MpuBeaeHHs y BiANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pedrepeHTHOro npenaparty 30KOp Ha OCHOBI
OHOB/IEHOrO CTaHy iHhopmauii Ha 08/2021.
IHdbopmaLis ans nauieHTa 3amwaeTbea 6e3 3MiH.
C.1.2 a) IAin - MpuBeaeHHs y BiANOBIAHICTb
iHChopMmaLii Woa0 Nikapcbkoro 3acoby Ao
pedrepeHTHOro npenaparty 30Kop Ha OCHOBI
OHOB/IEHOTO CTaHy iHdhopMauii Ha 08/2020
C.1.2 a) lAin - MpuBeaeHHs y BiANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pedrepeHTHOro npenapary 30KOp Ha OCHOBI
OHOB/IEHOTO CcTaHy iHhopmauii Ha 07/2019.
IHdbopmaLis ans nauieHTa 3amwaeTbea 6e3 3MiH.
C.1.2 a) IAin - MpuBeaeHHs y BiANOBIAHICTb
iHChopMaLii woa0 Nikapcbkoro 3acoby Ao
pedoepeHTHOro npenaparty 30Kop Ha OCHOBI
OHOB/IEHOTO CTaHy iHdopMauii Ha 07/2019
C.1.2 a) lAin - MpuBeaeHHs y BiANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pedrepeHTHOro npenapary 30KOp Ha OCHOBI
OHOB/IEHOrO CTaHy iHdhopMmauii Ha 04/2019
3MiHM BHOCATBLCS B PO3A,i/N IHCTPYKL:
Oco6/1BOCTi 3acTocyBaHHs. B3aemogisi 3 iHLWMMK
NikapcbkMKM 3acobamu Ta iHLWi BUAN B3aEMOSIN.
Cnoci6 3acTocyBaHHA Ta [03W. PapMakosorivHi
BnacTMBocTi. Oco6/IMBOCTi 3aCTOCYBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

3a
peyenmom

UA/17477/01/02

20.

CUMBACTATU
H-TEBA

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Mo 80
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y Kopobui

TOB
«TeBa
YkpaiHa»

YKpaiHa

AT dapmaueBTuyHMil 3aBog TEBA

YropLmHa

C.1.2 a) lAin - MpuBeaeHHs y BIANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pebepeHTHOro npenapary 30Kkop Ha OCHOBI
OHOBJIEHOrO cTaHy iHhopMauii Ha 08/2021.

IHdbopmaLis ans nalieHTa 3amwaeTbea 6e3 3MiH.

C.1.2 a) IAin - MpuBeAeHHS Y BigNOBIHICTb
iHchopMmawii LWwoao nikapcbkoro 3acoby Ao
pedhepeHTHOro npenaparty 30KOp Ha OCHOBI
OHOB/IEHOTO CTaHy iHghopMmauii Ha 08/2020
C.1.2 a) lAin - MpuBeaeHHs y BIANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pedhepeHTHOro npenaparty 30KOp Ha OCHOBI
OHOBJIEHOrO CTaHy iHdopmauii Ha 07/2019.

3a
peuyenmom

UA/17477/01/03
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI
IHdhopmaLis Ans nauieHTa 3aMwaeTbea 6e3 3MiH.
C.1.2 a) lAin - MpuBeaeHHs Yy BIANOBIAHICTb
iHchopmauii LWoao nikapcbkoro 3acoby Ao
pecbepeHTHOro npenapaTy 30Kkop Ha OCHOBI
OHOB/IEHOTO CTaHy iHdhopMadii Ha 07/2019
C.1.2 a) IAIn - MpuBeaeHHs y BiANOBIAHICTb
iHhopMmauii LWoao nikapcbkoro 3acoby Ao
pechepeHTHOro npenapaTy 30Kkop Ha OCHOBI
OHOB/IEHOTO CTaHy iHdopMauii Ha 04/2019
3MiHM BHOCATBLCSA B PO3A,i/N IHCTPYKL:
Oco61BOCTI 3aCTOCYBaHHA. B3aemopis 3 iHLWMMKN
nikapcbkMmn 3acob6amu Ta iHLWi BUAN B3aEMOSIN.
Croci6 3acTocyBaHHA Ta [03W. dPapMakosIoriyHi
BNacTMBoCTi. OCO6/MBOCTI 3aCTOCYBaHHS.
BBefeHHs 3MiH NpoTArom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
21. COJIKBA PO3YUH NSt iH EKLA, TOB Ykpaina CaHodpi-ABeHTic [oiiunaHg Mi6X HimeuunHa B.l.b.2.a, IA - Change in test procedure for AS or 3a UA/16774/01/01
100 Oa./mn+50 "CaHodi- starting material/reagent/intermediate - Minor peuyenmom
MKr/mn; Ne3 abo ABEHTIC changes to an approved test procedure:
Ne5: no 3 mny YkpaiHa" Minor changes to the Related impurities 3 (HPLC-
KapTpuaXi, MS) test procedure used for the determination of
BMOHTOBaHOMY B the related impurities Di-Ser(33)-AVE0010 and Di-
O/ZlHOPAa30BY LUNPULL- Ala(35)-AVEO0010 in the active substance
pyuky; no 3 abo no 5 Lixisenatide to extend the calibration range, adjust
LUNPUL-PYHOK B the associated system suitability test (SST)
KapTOHHI kopobu;. solutions and reflect the current site practice.
[0/KM B yNakoBKy He B.l.a.1.f, IA - Change in the manufacturer of AS or
BKJ/THOYEHI of a starting material/reagent/intermediate for AS -
Changes to quality control testing arrangements
for the AS -replacement or addition of a site where
batch control/testing takes place:
To replace Sanofi-Aventis Deutschland GmbH,
Bruningstrasse 50, Industriepark Hoechst, 65926
Frankfurt am Main, Germany with Solvias AG,
Roemerpark 2, 4303 Kaiseraugst, Switzerland as a
site responsible for quality control testing of the
active substance Lixisenatide.
22. CONIKBA PO3YMH ANA iH EKLi, TOB YkpaiHa CaHodpi-ABeHTic [oiunang MoX HimeuunHa B.l.b.2.a, IA - Change in test procedure for AS or 3a UA/16775/01/01
100 Oa./mn+33 "CaHodi- starting material/reagent/intermediate - Minor peuyenmom
MKr/mn; Ne3 a6o ABeHTIC changes to an approved test procedure:
Ne5: no 3 mny YKpaiHa" Minor changes to the Related impurities 3 (HPLC-
KapTpuaXi, MS) test procedure used for the determination of

BMOHTOBaHOMY B
0/]HOPa30BY LUMPWLL-
pyuKy; no 3 abo no 5
LLINPULL-PYYOK B
KapTOHHi Kopo6Li.
["0NKn B ynakoBKy He
BKJ/THOYEHI

the related impurities Di-Ser(33)-AVE0010 and Di-
Ala(35)-AVE0010 in the active substance
Lixisenatide to extend the calibration range, adjust
the associated system suitability test (SST)
solutions and reflect the current site practice.
B.l.a.1.f, IA - Change in the manufacturer of AS or
of a starting material/reagent/intermediate for AS -
Changes to quality control testing arrangements
for the AS -replacement or addition of a site where
batch control/testing takes place:
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

To replace Sanofi-Aventis Deutschland GmbH,
Bruningstrasse 50, Industriepark Hoechst, 65926
Frankfurt am Main, Germany with Solvias AG,
Roemerpark 2, 4303 Kaiseraugst, Switzerland as a
site responsible for quality control testing of the
active substance Lixisenatide.

23.

CTANEBO

TabneTku, BKpUTI
NNiBKOBOIO
060710HKO0, No 50
Mmr/12,5 mr/200 wr;
no 30 a6o no 100
TabneTok y 6aHu;
no 1 6aHui B
KapTOHHI KopooLyi

OpioH
Kopnopeii
LUH

dPiHNgaHg,
ia

BMPOGHUK, L0 34iiCHI0E BUPOBHMLTBO,
KOHTPO/Ib SKOCTI:
OpioH KopriopeliluH, ®iHnsHais

anbTepHaTUBHUI BUPOGHUK, LLIO
3[jACHIOE KOHTPO/Ib SKOCTI:
KBiHTa - AHaniTika c.p.o., Yecbka
Pecny6nika

BVPOGHWK, LLIO 3/iACHIOE MEPBUHHE,
BTOPUHHE MakyBaHHS Ta BUNYycK cepii:
OpioH KopriopeliluH, ®iHnsHais

diHnganpis/
Yecbka
Pecny6nika

B.Il.b.2.c.1, IAin - Change to importer, batch
release arrangements and quality control testing of
the FP - Replacement or addition of a
manufacturer responsible for importation and/or
batch release - Not including batch control/testing:
To add Orion Corporation, Orion Pfarma,
Joensuunkatu 7, FI-24100 Salo, Finland as a site
responsible for batch release (not including batch
control/testing) of the finished product.

In addition, the marketing authorisation holder took
the opportunity to:

- align the PI with the latest QRD template (v10.1)
- update the sucrose statement to be in-line with
guidance "Excipients in the labelling and package
leaflet of medicinal products for human use" where
applicable
- correct the latest renewal date in section 9 of the
SmPC for Corbilta
-include minor editorial changes and typographical
corrections in the Product Information
BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

A.7, IA - Administrative change - Deletion of
manufacturing sites:

To delete Orion Corporation Pharma, Orionintie 1,
FI-02200 Espoo, Finland, as an alternative site
responsible for primary packaging, secondary
packaging and batch release of the finished
product. BBefeHHs 3MiH NPOTArom 6-Tu MicauiB
nicns 3aTBepAKeHHs.

3a
peyenmom

UA/17944/01/01

24,

CTANEBO

TabneTku, BKpUTI
nNiBKOBOO
060510HKOI0, Mo 100
Mmr/25 mr/200 mr, no
30 a6o no 100
TabneTok y 6aHL;
no 1 6aHuiB
KapTOHHi KopobLyi

OpioH
Kopnopeii
LUH

PiHNAHL,
i

BMPOGHUK, L0 3AiiCHI0E BUPOBHMLTBO,
KOHTPO/b SKOCTI:
OpioH KopnopelilwH, ®iHAsHAjSA

anbTepHaTUBHUI BUPOGHUK, LLIO
3[iAiCHIOE KOHTPO/1b SIKOCTI:
KBiHTa - AHaniTika c.p.o., Yecbka
Pecny6nika

BUMPOGHWK, LLIO 3/iACHIOE NEPBUHHE,
BTOPVHHE NakKyBaHHA Ta BUNYCK cepii:
OpioH KopnopelilwH, ®iHAsHAjSA

PiHnAHAia/
Yecbka
Pecny6nika

B.Il.b.2.c.1, IAin - Change to importer, batch
release arrangements and quality control testing of
the FP - Replacement or addition of a
manufacturer responsible for importation and/or
batch release - Not including batch control/testing:
To add Orion Corporation, Orion Pfarma,
Joensuunkatu 7, FI-24100 Salo, Finland as a site
responsible for batch release (not including batch
control/testing) of the finished product.

In addition, the marketing authorisation holder took
the opportunity to:

- align the PI with the latest QRD template (v10.1)
- update the sucrose statement to be in-line with
guidance "Excipients in the labelling and package
leaflet of medicinal products for human use" where
applicable

3a
peuyenmom

UA/17944/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

- correct the latest renewal date in section 9 of the
SmPC for Corbilta
-include minor editorial changes and typographical
corrections in the Product Information
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS.
A.7, A - Administrative change - Deletion of
manufacturing sites:

To delete Orion Corporation Pharma, Orionintie 1,
FI1-02200 Espoo, Finland, as an alternative site
responsible for primary packaging, secondary

packaging and batch release of the finished
product. BBeeHHS 3MiH NpOTArom 6-Tu MicauiB
nicnsa 3aTBepKeHHs.

25.

CTANEBO

TabneTku, BKPUTI
niBKOBOK
060/10HKO10, No 150
wmr/37,5 mr/200 wmr,
no 30 a6o no 100
TabneTtok y 6aHL;
no 1 6aHui B
KapTOHHI Kopo6Lyi

OpioH
Kopnopei
LUH

PiHNAHA,
in

BMPOGHUK, L0 3AiACHIOE BUPOBGHMLTBO,
KOHTPO/b AKOCTI:
OpioH KopriopeiiluH, ®iHnsHais

anbTepHaTUBHUI BUPOBHUK, L0
3[jACHIOE KOHTPO/Ib SIKOCTI:
KBiHTa - AHaniTika c.p.0., Yecbka
Pecny6nika

BVPOGHWK, LLIO 3/iACHIOE NEPBUHHE,
BTOPVHHE NakyBaHHA Ta BUNYyCK cepii:
OpioH KopriopeiiluH, ®iHnsHais

PiHnaHgin/
Yecbka
Pecny6nika

B.Il.b.2.c.1, IAin - Change to importer, batch
release arrangements and quality control testing of
the FP - Replacement or addition of a
manufacturer responsible for importation and/or
batch release - Not including batch control/testing:
To add Orion Corporation, Orion Pfarma,
Joensuunkatu 7, FI-24100 Salo, Finland as a site
responsible for batch release (not including batch
control/testing) of the finished product.

In addition, the marketing authorisation holder took
the opportunity to:

- align the PI with the latest QRD template (v10.1)
- update the sucrose statement to be in-line with
guidance "Excipients in the labelling and package
leaflet of medicinal products for human use" where
applicable
- correct the latest renewal date in section 9 of the
SmPC for Corbilta
-include minor editorial changes and typographical
corrections in the Product Information
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.

A.7, IA - Administrative change - Deletion of
manufacturing sites:

To delete Orion Corporation Pharma, Orionintie 1,
FI-02200 Espoo, Finland, as an alternative site
responsible for primary packaging, secondary
packaging and batch release of the finished
product. BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHS.

3a
peyerimom

UA/17944/01/03

26.

CTANEBO

TabneTku, BKPUTI
nniBKOBOK
060/10HKO10, 1Mo 200
mr/50 mr/200 wmr; no
30 a6o no 100
TabneTok y 6aHL;
no 1 6aHui B
KapPTOHHI Kopobui

OpioH
Kopnopei
LUH

diHNsAHL,
i

BMPOGHUK, LLIO 34iICHIOE BUPOOHMLTBO,
KOHTPO/1b SIKOCTI:
OpioH KopnopeiiLwH, ®iHnsHaia

anbTepHaTUBHUI BUPOBHUK, L0
3[jlAiCHIOE KOHTPO/Ib AKOCTI:
KBiHTa - AHaniTika c.p.0., Yecbka
Pecny6nika

diHnAHgis/
Yecbka
Pecny6nika

B.Il.b.2.c.1, IAIn - Change to importer, batch
release arrangements and quality control testing of
the FP - Replacement or addition of a
manufacturer responsible for importation and/or
batch release - Not including batch control/testing:
To add Orion Corporation, Orion Pfarma,
Joensuunkatu 7, FI-24100 Salo, Finland as a site
responsible for batch release (not including batch

3a
peyenmom

UA/17944/01/04
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

BUPOGHWK, LU0 3iACHIOE NEPBUHHE,

BTOPUHHE NakyBaHHA Ta BUNyCK cepi:

OpioH KopriopeliluH, ®iHnsaHais

control/testing) of the finished product.

In addition, the marketing authorisation holder took

the opportunity to:

- align the PI with the latest QRD template (v10.1)
- update the sucrose statement to be in-line with
guidance "Excipients in the labelling and package
leaflet of medicinal products for human use" where
applicable
- correct the latest renewal date in section 9 of the
SmPC for Corbilta
-include minor editorial changes and typographical
corrections in the Product Information
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.

A.7, IA - Administrative change - Deletion of
manufacturing sites:

To delete Orion Corporation Pharma, Orionintie 1,
FI1-02200 Espoo, Finland, as an alternative site
responsible for primary packaging, secondary
packaging and batch release of the finished
product. BBeeHHS 3MiH NpOTArom 6-Tn MicauiB
nicnsa 3aTBepKEHHS.

27.

TAKPOIMYC
CAHA03®

Kancynv TBepaj no
0,5 mr; no 10 karncyn
y 6nicTtepi; no 5
6nicTepis pasom 3
nakeTVkom 3
MONEKYNAPHUM
cuTOM B nakerTi; 1
nakeT B KAPTOHHIl
Kopoo6Li

CaHpo3
dapmacb
loTikan3

A,

CnoBeHi
A

BMPOBHULTBO Hepo3dhacoBaHOl
NpoayKLii, NepBYHHE Ta BTOPUHHE
nakyBaHHs1, TecTyBaHHs: CAHO03

Mpaiiart fMimiten, IHAis;
TeCTyBaHHS:

C.K. CaHgo3 C.P.J1., PymyHis; ek
dapmaLeBTUYHa KOMNaHis 4.4.,
CnoBeHis (NepBrHHE Ta BTOPUHHE
naKyBaHHA, TECTYBaHHS, 03Bi/ Ha
BUNYCK Cepili; NepBMHHE Ta BTOPUHHE
naxyBaHHs)

IHais/
PymyHis/
CnoseHis

Type IA variation B.ll.e.1.b.3: Deletion of an
immediante packaging container that does not
lead to the complete deleetion of a strength or
pharmaceutical form: deletion of the lidding foil

registered for all primary packaging sites except
LEK.

Type IA variation B.Il.e.2.c: To delete
indentification for Nitrocellulose print pirmer as we
are removing the specification paramater from the
existing approved apecification. Please not that as
a consequence of above deletion we are deleting

the method to identify nitrocellulose print primer
from the Method of analysis.

Type IA variation B.ll.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter): Deletion of colour.

Type IA variation B.ll.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter): Deletion of dimensions.

Type IA variation B.ll.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete

3a
peyenmom

UA/17356/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

parameter):Deletion of Appearance.

Type IA variation B.ll.e.6.b: - Change in any part of
the primary packaging material not in contact with
the finished product formulation - replacement of
printing primer on lidding foil (New nitrocellulose -

free lidding foils).

28.

TAKPO/IMYC
CAHAO3®

Kancynv Teepgi no 1
mr; no 10 kancyn y
6nictepi; no 5
6nicTepiB pa3om 3
nakeTukom 3
MOEKYIAPHUM
CMTOM B nakeri; 1
nakeT B KapPTOHHIl
Kopoo6Li

CaHpos
dapmacb
toTiKan3
A.8.

CnoBeHi
A

BMPOGHULITBO Hepo3diacoBaHol
NpoAyKLii, NepBUHHE Ta BTOPUHHE
nakyBaHHs, TectyBaHHs: CAH03

MpaiiBart fimiteq, IHAis;
TeCTyBaHHS:

C.K. Cango3s C.P.J1., PymyHis; Nlek
dapmaueBTUYHa KoMnaHis 4.4.,
CnoBeHis (nepBrvHHe Ta BTOPUHHE
nakyBaHHs, TECTyBaHHS, A03BiN Ha
BUNYCK Cepili; NepBMHHE Ta BTOPUHHE
nakyBaHHS)

IHAjia/
PymyHis/
CnoBeHis

Type IA variation B.ll.e.1.b.3: Deletion of an
immediante packaging container that does not
lead to the complete deleetion of a strength or
pharmaceutical form: deletion of the lidding foil

registered for all primary packaging sites except
LEK.

Type IA variation B.Il.e.2.c: To delete
indentification for Nitrocellulose print pirmer as we
are removing the specification paramater from the
existing approved apecification. Please not that as
a consequence of above deletion we are deleting

the method to identify nitrocellulose print primer
from the Method of analysis.

Type IA variation B.ll.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter): Deletion of colour.

Type IA variation B.ll.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter): Deletion of dimensions.

Type IA variation B.ll.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter):Deletion of Appearance.

Type IA variation B.ll.e.6.b: - Change in any part of
the primary packaging material not in contact with
the finished product formulation - replacement of
printing primer on lidding foil (New nitrocellulose -
free lidding foils).

3a
peyenmom

UA/17356/01/02

29.

TAKPONIMYC
CAHI03®

Kancynu Teepgi no 5
mr; no 10 kancyny
6nictepi; no 5
6nicTepiB pasom 3
nakeTukom 3
MO/IEKYIAPHUM
CMTOM B nakeri; 1
nakeT B KAPTOHHiIl
KopoobUi

CaHpo3
Papmach
toTiKan3

A4,

CnoBeHi
A

BMPOGHULITBO Hepo3diacoBaHol
NpoAyKLii, NepBUHHE Ta BTOPUHHE
nakyBaHHsi, TecTyBaHHa: CAHO03

MpaiiBart Mimiten, IHAis;
TeCTyBaHHS:

C.K. CaHgos C.P.J1., PymyHis; ek
dapmaveBTUYHa KomnaHis 4.4.,
CnoBeHisa (NepBrHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS, [JO3BI/1 HA
BUNYCK Cepili; NepBMHHE Ta BTOPUHHE

IHais/
PymyHis/
CnoBeHis

Type IA variation B.ll.e.1.b.3: Deletion of an
immediante packaging container that does not
lead to the complete deleetion of a strength or
pharmaceutical form: deletion of the lidding foil

registered for all primary packaging sites except
LEK.

Type IA variation B.Il.e.2.c: To delete
indentification for Nitrocellulose print pirmer as we
are removing the specification paramater from the
existing approved apecification. Please not that as

3a
peuyenmom

UA/17356/01/03
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

nakyBaHHs1)

a consequence of above deletion we are deleting
the method to identify nitrocellulose print primer
from the Method of analysis.

Type IA variation B.Il.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter): Deletion of colour.

Type IA variation B.Il.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter): Deletion of dimensions.

Type IA variation B.Il.e.2.c: Change in the
specification parameters and/or limits of the
immediate packaging of the finished product -
Deletion of a non-significant specification
Parameter (e.g. deletion of an obsolete
parameter):Deletion of Appearance.

Type IA variation B.Il.e.6.b: - Change in any part of
the primary packaging material not in contact with
the finished product formulation - replacement of
printing primer on lidding foil (New nitrocellulose -
free lidding foils).

30.

TPEKOHAI

NMOPOLLOK ANs
PO34UnHY ANs
iHdpysiin, no 1 r; 1
a60 5 dhnakoHis 3
NOPOLLUKOM B
KapTOHHI Kopo6Lyi

Mepak
le3enbLa
< chiop
KniHiwe
LWneuyjanb
npenapat
e M6X

Himeuun
Ha

MapKyBaHHS! Ta BTOPVMHHE NakyBaHHS,
BMNPO6YBaHHA/KOHTPO/Tb SIKOCTI,

BUMYCK cepil:

Megak Nesenbliadyt drop KiHiwe
LLineujanbnpenapare M.6.X,

HimeyunHa;

BMPOBHULITBO NikapCbKoro 3acoby,

nepBrHHE NaKyBaHHA,

BUNPOBYBAHHSA/KOHTPOb AKOCTI:
OHkoTek ®apma MpogakwwH MméX,

HimeuunHa

HimeuunHa

C.l.4-Change(s) in the SPC, Labelling or PL due to
new quality, preclinical, clinical or
pharmacovigillance data, Type II.

Update of sections 4.5 and 5.2 of the SmPC in
order to add drug-drug interaction information with
regards to CYP3A4, CYP2C19 and P-gp including

physiologically based pharmacokinetic (PBPK)
modelling. Version 1.0 of the PMP has also been

submitted. The requested variation proposed
amendmends to the Summary of Product

Characteristics and to the Risk Management Plan

(RMP).
BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

C.l.4-Change(s) in the SPC, Labelling or PL due to
new quality, preclinical or pharmacovigilance data;
Type Il
Update of section 5.3. of the SmpC in order to
update the description of non-clinical information
regarding musculoskeletal and connective tissue
disorders in form of lympho-histiocytic infiltration in
the skeletal muscles and renal and urinary
disorders which show up as haematuria. These
new determinations are based on results from
study LPT 37259. A revised RMP version 1.0 was
also submitted. The requested variation proposed

3a
peyerimom

UA/19579/01/01
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI

amendmends to the Summary of Product
Characteristics and to the Risk Management Plan
(RMP).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

C.l.4-Change(s) in the SPC, Labelling or PL due to
new quality, preclinical, clinical or
pharmacovogilance data; Type II.

Update of sections 4.8 and 5.1 of the SmPC in
order to update efficacy and safety information
based on final results from study MC-FludT.14/L
Trial Il; a phase Il trial to compare Treosulfan-
based conditioning therapy with Busulfan-based
reduced-intensity conditioning (RIC) prior to
allogeneic haemopoetic stem cell transplantation
in patients with AML of MDS considered ineligible
to standart conditioning regiments. The Package
leaflet is updared accordingly.The requested
variation proposed amendmends to the Summary
of Product Characteristics and Package leaflet.
BBefeHHs 3MiH NpoTArom 6-t1 MicAuiB nicns
3aTBEPMKEHHS.
C.l.6.a.-Change(s) to the therapeutic indiaction(s)-
Addition of a new thwrapeutic indication or
modification of an approved one; Type II.
Extension of indication include additional non-
malignant transplant indications (non malignant
diseases in the paediatric population ) for Trecondi
1g, 5g powder for solution for infusion based on
final 12-months follow-up results of study MC-
FludT.16/NM; a randomised phase Il inteventional
study aimed to compare Treosulfan-based
conditioning therapy with Busulphan-based
conditioning prior to allogeneic haemopoietic stem
cell transplantation in paediatric patients with non-
malignant diseases.

Further, the MAH proposes to amend an existing
warning on skin toxicity based on new literature
data. Moreover, the MAH proposes to introduce a
slightly modified dosing regimen according to the
patient’s body surface based on long-term follow-
up data of paediatric study MC-FludT.17/M, a
Phase Il trial to describe the safety and efficacy of
Treosulfan based conditioning therapy prior to
allogenic haemopoietic stem cell transplantation in
paediatric patients with haematilogical
malignancies, as well as a final analysis of the
population pharmacokinetics of treosulfan in
paediatric patients. As consequence, sections 4.1,
4.2, 4.4, 4.8 and 5.1 of the SmPC updated. Tge
Package Leaflet is updated in accordace. Version
1.0 of the RMP has also be submitted. The
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Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby YMakosKa) 0 NoCBi0OYEHHsI
requested variation proposed amendmends to the
Summary of Product Characteristics and to the
Risk Management Plan (RMP).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS.
31. TPEKOHA|I NOPOLLIOK AN Mepak Himeuun | MapkyBaHHS Ta BTOPMHHE NakyBaHHS, HimeuunHa | C.l.4-Change(s) in the SPC, Labelling or PL due to 3a UA/19579/01/02
pO34nHy ans lesenblia Ha BMNPOBYBaHHA/KOHTPO/Tb SIKOCTI, new quality, preclinical, clinical or peyenmom
iHdpysiin, no 51; 1 T dorop BUMYCK cepil: pharmacovigillance data, Type II.
a60 5 dhnakoHis 3 KAiHiwe Megak Nesenbliadyt drop KiHiwe Update of sections 4.5 and 5.2 of the SmPC in
NOPOLLKOM B Lnevuianb LLineujanbnpenapare M.6.X, order to add drug-drug interaction information with
KapTOHHI KopooLyi npenapat HimeuunHa; regards to CYP3A4, CYP2C19 and P-gp including
e M6X BMPOGHULITBO NiKapCbKOro 3acoby,

nepBUHHE NaKyBaHHS,
BUNPOBYBAHHSA/KOHTPOb AKOCTI:
OHkoTek ®apma MpogakiwH MméX,
HimeuunHa

physiologically based pharmacokinetic (PBPK)
modelling. Version 1.0 of the PMP has also been
submitted. The requested variation proposed
amendmends to the Summary of Product
Characteristics and to the Risk Management Plan
(RMP).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

C.l.4-Change(s) in the SPC, Labelling or PL due to
new quality, preclinical or pharmacovigilance data;
Type Il
Update of section 5.3. of the SmpC in order to
update the description of non-clinical information
regarding musculoskeletal and connective tissue
disorders in form of lympho-histiocytic infiltration in
the skeletal muscles and renal and urinary
disorders which show up as haematuria. These
new determinations are based on results from
study LPT 37259. A revised RMP version 1.0 was
also submitted. The requested variation proposed
amendmends to the Summary of Product
Characteristics and to the Risk Management Plan
(RMP).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.

C.l.4-Change(s) in the SPC, Labelling or PL due to
new quality, preclinical, clinical or
pharmacovogilance data; Type II.

Update of sections 4.8 and 5.1 of the SmPC in
order to update efficacy and safety information
based on final results from study MC-FludT.14/L
Trial Il; a phase Il trial to compare Treosulfan-
based conditioning therapy with Busulfan-based
reduced-intensity conditioning (RIC) prior to
allogeneic haemopoetic stem cell transplantation
in patients with AML of MDS considered ineligible
to standart conditioning regiments. The Package
leaflet is updared accordingly.The requested
variation proposed amendmends to the Summary
of Product Characteristics and Package leaflet.
BBefAEHHA 3MiH NPOTAroM 6-T1 MicauiB nicas
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMakosKa)

3assHuUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 NoCBi0OYEHHsI

3aTBEPMKEHHS.
C.l.6.a.-Change(s) to the therapeutic indiaction(s)-
Addition of a new thwrapeutic indication or
modification of an approved one; Type II.
Extension of indication include additional non-
malignant transplant indications (non malignant
diseases in the paediatric population ) for Trecondi
1g, 5g powder for solution for infusion based on
final 12-months follow-up results of study MC-
FludT.16/NM; a randomised phase Il inteventional
study aimed to compare Treosulfan-based
conditioning therapy with Busulphan-based
conditioning prior to allogeneic haemopoietic stem
cell transplantation in paediatric patients with non-
malignant diseases.

Further, the MAH proposes to amend an existing
warning on skin toxicity based on new literature
data. Moreover, the MAH proposes to introduce a
slightly modified dosing regimen according to the
patient’s body surface based on long-term follow-
up data of paediatric study MC-FludT.17/M, a
Phase Il trial to describe the safety and efficacy of
Treosulfan based conditioning therapy prior to
allogenic haemopoietic stem cell transplantation in
paediatric patients with haematilogical
malignancies, as well as a final analysis of the
population pharmacokinetics of treosulfan in
paediatric patients. As consequence, sections 4.1,
4.2, 4.4, 4.8 and 5.1 of the SmPC updated. Tge
Package Leaflet is updated in accordace. Version
1.0 of the RMP has also be submitted. The
requested variation proposed amendmends to the
Summary of Product Characteristics and to the
Risk Management Plan (RMP).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHSI.

HauanbHuK

dapmMaleBTUYHOr0 yrnpaB/iHHSA

Tapac JISCKOBCHKUN




IIEPEJIIK

Hopatok 4

0 Hakasy MiHicTepcTBa OXOpOHM 3[l0pOB’s
Ykpainu «IIpo Jlep>KaBHY peecTpatriito
JMKapcbKuX 3acobiB Ta BHECEHHS 3MiH [0
peecTpaliiHiX MaTepiasiB JliKapChKUX 3aco0biB,
SKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHamu
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol
Kondepnepauii, Anownii, Ascrpanii, Kanaau,
€Bponeticekoro Coro3y»

Biz 08 BepecHs 2023 poky Ne 1599

JITIKAPCBKHMX 3ACOBIB (MEJNMYHNX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), AKI 3BAPEECCTPOBAHI
KOMIIETEHTHUMUM OPTAHAMM CIIO/TYUYEHUX IIITATIB AMEPUKU, NIBEMIIAPCHEKOI KOH®EIEPAIIII,
ATIOHII, ABCTPAJIII, KAHA/IU, IIKAPCHKMX 3ACORBIB, 1110 3A IIEHTPAJII30BAHOIO ITPOIIEYPOIO
3APEECTPOBAHI KOMIIETEHTHHUM OPTAHOM E€BPOITEVICHKOI'O COFO3Y, AKHUM BIZIMOBJ/IEHO Y
3ATBEP/IDKEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB TA BHECEHHI /IO IEPJKABHOI'O PEECTPY

JIIKAPCBKUNX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionycKy |peecmpayiliHo2
3acoby ynakoska) 0 1MocBi04YeHHs
AABENT MOPOLLIOK Ta Bakctep ABCTpis BTOPUHHE NakyBaHHS roToBOro Benbris/ 3rifHO 3asaBK «3MiHa yNOBHOBaXKEHOI 0co6y, 3a UA/16801/01/01
PO3YMHHWK AN Al nikapcbKoro 3acoby Ta po3vnHHUKA, LLBeiiuapisi/ Bi4NoBiAa/IbHOT 32 hapmakoHarnsa» peuyenmom
po34nHy anA 4aCTKOBWI1 KOHTPO/b SKOCTi FOTOBOrO AscTpis/
iH ekuiiA, mo 250 MO, nikapcbkoro 3acoby, B1nyck cepii HimeuunHa
1 chnakoH 3 roToBOro Nnikapcbkoro 3acoby Ta
NMOPOLLKOM Y PO3UMHHUKA:
KOMM/IekTi 3 1 Bakcanta Benmkxiym MaHydekTypiHr
h1akoHOM 3 CA, benbris

PO34YMHHKKOM (BOAA
Ons iH'ekuiid) no 5
MnTanol
NpUCTOCYBaHHIO AN
po3BedeHHs
BAKCI)KEKT Il'y
Kopoo6Li

BVMPOGHULTBO HEPO3hacoBaHOTO
NPOAYKTY, NEPBUHHE NaKyBaHHSA
roToBOro Nnikapcbkoro 3acoby Ta
4aCTKOBWI1 KOHTPO/b AKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Bakcanta MaHydaktypuHr Capn,
LBeliuapis
BVMPOGHMLTBO HEp03hacoBaHOro
NPOAYKTY, NEPBUHHE NaKyBaHHA
roToBOro Nikapcbkoro 3acoby Ta
4aCTKOBWI KOHTPO/b SAKOCTi FOTOBOTO
NiKapcbKoro 3acoby:
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Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
Takepa MaHydekuypiHr ABcTpist AT,
ABCTpis
4aCTKOBWi1 KOHTPO/b AKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takefa MaHydekuypiHr ABcTpist AT,
AscTpist
BUPOOHWLTBO, NEPBUHHE NakKyBaHHS
Ta KOHTPO/b SAKOCTi PO3UMHHYMKA:
3irdpig XamenbH MM6X, HimeuunHa
AABEUT NMOPOLLIOK Ta Bakctep ABCTpis BTOPUHHE NaKyBaHHS roTOBOro Benbris/ 3rifHO 3asaBK «3MiHa yNOBHOBaXKEHOI 0co6u, 3a UA/16801/01/02
PO3YMHHWK AN Al nikapcbKoro 3acoby 1a po3ynHHKKA, LLBeiiuapisi/ Bi4NOBiAa/IbHOT 32 hapMakoHarnsa» peuyenmom
po34nHy AN 4acTKOBWiIN KOHTPO/Ib AKOCTI FOTOBOrO AscTpis/
iH ekuiiA, mo 500 MO, nikapcbkoro 3acoby, BUNyck cepii HimeuyunHa
1 chnakoH 3 roToBOro Nikapcbkoro 3acoby Ta
MOPOLLKOM Y PO3UMHHYMKA:
KOMM/IeKTi 3 1 Bakcanta Benmxiym MaHydekTypiHr
hNaKkoHOM 3 CA, benbrist
PO34YMHHMKOM (BOAA BVMPOGHMLTBO HEPO3hacoBaHOr0
Ons iH'ekuiid) no 5 NpoAyKTy, NepBUHHE NaKyBaHHS
Mo Tanol roTOBOrO fiKapcbkoro 3acoby Ta
NpUCTOCYBaHHIO AN 4aCTKOBWi1 KOHTPOSIb SIKOCTi FOTOBOTO
po3BefeHHs nikapcbKoro 3acoby:
BAKCIDKEKT Il'y Bakcanta MaHydaktypuHr Capn,
Kopoo6Li LLiseiuapis
BVMPOGHMLTBO HEepO3hacoBaHOro
NPOAYKTY, NEPBUHHE NaKyBaHHSA
roToBOro Nikapcbkoro 3acoby Ta
4aCTKOBW KOHTPO/b SKOCTi FOTOBOTO
nNiKapcbKoro 3acoby:
Takega MaHydekuypiHr ABcTpis AT,
ABcTpis
4aCTKOBWI KOHTPO/Ib SKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takepa MaHydekuypiHr ABcTpis Al
ABCTpist
BMPOGHWLTBO, NEPBUHHE NaKyBaHHS
Ta KOHTPO/Ib AKOCTi PO3UMHHYKA:
3ircppig XamenoH Mv6X, HimeyunHa
AABEUT NMOPOLLIOK Ta Bakctep ABCTpis BTOPUHHE NaKkyBaHHS roToBOro Benbris/ 3rifHo 3aaBK «3MiHa yNOBHOBaXKeHOI ocobu, 3a UA/16801/01/03
PO3YMHHWK AN Al NikapcbKoro 3acoby Ta po34nHHKKA, LLBeiiuapis/ Bi4NoBiAa/IbHOT 32 dpapmakoHarnsa» peyenmom
pO34nHy Ans 4aCTKOBWI KOHTPO/b SIKOCTi FOTOBOrO AscTpis/
iH ekwuili, no 1000 NiKapcbkoro 3acoby, BMnyck cepii HimeuunHa

MO, 1 chnakoH 3
NMOPOLLKOM Y
KOMMIekTi 3 1
(h1aKoHOM 3
PO34MHHKKOM (BOAA
Ons iH'ekuiii) no 5

roTOBOrO fliKapcbkoro 3acoby Ta
PO3YMHHYMKA:

Bakcanta Benmxiym MaHydekTypiHr
CA, benbris
BMPOGHMLTBO Hepo3dhacoBaHOro
NpoAyKTy, NepBUHHE NaKyBaHHS

M Tano 1 rOTOBOrO NikapcbKoro 3acoby Ta
NPUCTOCYBaHHIO A5 4aCTKOBWI1 KOHTPOJSIb SIKOCTi FOTOBOTO
po3BefeHHs nikapcbKoro 3acoby:
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Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
BAKCIDKEKT Il'y Bakcanta MaHydakTypuHr Capn,
KOpoo6Li LLiBeiiuapis
BMPOGHULTBO HEPO3hacoBaHOrO
NPOAYKTY, NEPBUHHE NaKyBaHHSA
roToBOro nikapcbkoro 3acoby Ta
4aCTKOBWi1 KOHTPO/b AKOCTi FOTOBOTO
nikapcbKoro 3acoby:
Takefa MaHydekuypiHr ABcTpist AT,
AscTpis
4aCTKOBWI KOHTPO/b AKOCTi FOTOBOTO
niKapcbKoro 3acoby:
Takepa MaHydekuypiHr ABcTpis AT,
ABcTpist
BMPOOHWLTBO, NEPBUHHE NakKyBaHHS
Ta KOHTPO/Ib AKOCTI PO3YNHHUKA:
3irchpig XamenoH M'v6X, HimeyunHa
AOBENT NOpPOLLOK Ta BakcTep ABCTpIs BTOPVHHE NakKyBaHHS roTOBOr0 Benbris/ 3rigHo 3aaBM «3MiHa YNOBHOBaXXEHOI 0cobu, 3a UA/16801/01/04
PO3YMHHKK ANA Al NiKapCbKOro 3acoby Ta po3unHHMKA, LLsenuapis/ BiANOBIAa/IbHOI 3a thapmakoHarnsg» peyenmom
PO34mnHy ans 4aCcTKOBWiN KOHTPOJIb IKOCTi FOTOBOrO AscTpis/
iH ekuiiA, no 1500 niKapcbkoro 3acoby, Bunyck cepii HimeyunHa
MO, 1 chnakoH 3 roToOBOro Mikapcbkoro 3acoby Ta
MOPOLLKOM Y PO3YMHHYKA:
KOMMNNeKTi 3 1 Bakcanta bBengxiym MaHydeKTypiHr
hnakoHoM 3 CA, benbrist
PO34MHHKKOM (BOAA BMPOBHMLITBO HEPO3(hacoBaHOro
Ons iH'ekuiid) no 5 NPOAYKTY, NEPBUHHE NakKyBaHHA
maTanol roToBOro Nikapcbkoro 3acoby Ta
NPUCTOCYBaHHIO AN 4aCTKOBW KOHTPO/b SKOCTi FOTOBOTO
po3BefeHHs nikapcbKoro 3acoby:
BAKCIDKEKT Il'y Bakcanta MaHydaktypuHr Capn,
Kopoo6Li LLiBeiuapis
BMPOGHMLTBO Hepo3acoBaHOro
NpoAyKTy, NePBUHHE NaKyBaHHSA
rOTOBOrO JliKkapcbKoro 3acoby Ta
4aCTKOBWI KOHTPO/Ib SIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Takepa MaHydekuypiHr ABcTpis AT,
ABCTpist
YacTKOBWIH KOHTPO/1b SIKOCTi FOTOBOrO
nikapcbKoro 3acooby:
Takefa MaHydekuypiHr ABcTpist AT,
AscTpist
BUPOOHWLTBO, NEPBUHHE NakKyBaHHS
Ta KOHTPO/Ib SKOCTi PO3UMHHYMKA:
3irdpig XamenbH MM6X, HimeuunHa
AOBENT NOPOLLOK Ta BakcTep ABCTpIs BTOPVHHE NakKyBaHHSA roTOBOr0 Benbris/ 3rifHO 3asaBK «3MiHa yNOBHOBaXKEHOI 0co6H, 3a UA/16801/01/05
PO3YMHHWK AN Al nikapcbKoro 3acoby Ta po3unHHKKA, LLseiiuapisi/ Bi4NOBiAa/IbHOT 32 hapMakoHarnsa» peuyenmom
po34nHy AN 4acTKOBWiN KOHTPOJIb AKOCTI FOTOBOrO AscTpis/
iH ekuiii, mo 2000 nikapcbkoro 3acoby, B1nyck cepii HimeyunHa

MO, 1 chnakoH 3
NOPOLLKOM Y

roToBOro nikapcbkoro 3acoby Ta
PO34YMHHMKA:
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Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
KOMM/IeKTi 3 1 Bakcanta Benmxiym MaHydekTypiHr
hNakoHOM 3 CA, benbris
PO34YMHHKKOM (BOAA BMPOGHULTBO HEPO3hacoBaHOrO
Ons iH'ekuiid) no 5 NpoAyKTY, NepPBUHHE NaKyBaHHS
maTano 1l roTOBOrO fiKapcbkoro 3acoby Ta
NpUCTOCYBaHHIO ANsi 4aCTKOBWi1 KOHTPO/b AKOCTi FOTOBOTO
po3BefeHHs nikapcbKoro 3acoby:
BAKCIDKEKT Il'y Bakcanta MaHydaktypuHr Capn,
Kopoo6Li LBeliuapis
BVMPOGHMLTBO HEep03hacoBaHOro
NPOAYKTY, NEPBUHHE NaKyBaHHSA
roToBOro nikapcbkoro 3acoby Ta
4aCTKOBWI KOHTPO/b AKOCTi FOTOBOTO
niKapcbKoro 3acoby:
Takepa MaHydekuypiHr ABcTpis AT,
ABcTpist
4aCTKOBWI KOHTPO/Ib SIKOCTi FOTOBOTO
nikapcbKoro 3acoby:
Takepa MaHydekuypiHr ABcTpist AT,
ABCTpis
BMPOGHWLTBO, NEPBUHHE NaKyBaHHS
Ta KOHTPO/Tb AKOCTi PO3UMHHYKA:
3ircppig XamenoH Mv6X, HimeyunHa
AABEUT NMOPOLLIOK Ta Bakctep ABCTpis BTOPUHHE NaKkyBaHHSA roToBoro Benbris/ 3rifHo 3aaBK «3MiHa yNOBHOBaXKeHOI ocobu, 3a UA/16801/01/06
PO3YUHHVKK AN1A Al NikapcbKoro 3acoby Ta po3umHHKKA, LLiBeriuapis/ BiANOBIAa/IbHOI 32 hapMakoHarnsg» peyenmom
pO34nHY Ans 4aCTKOBWI KOHTPO/Ib SIKOCTi FOTOBOTO AscTpis/
iH ekwuii, no 3000 nNikapcbkoro 3acoby, BMnyck cepii HimeuunHa

MO, 1 chnakoH 3
NMOPOLLKOM Yy
KOMMekTi 3 1
dhrnakoHoM 3
PO34MHHKKOM (BOAA
Ons iH'ekuiii) no 5
MaTano 1l
NpUCTOCYBaHHIO AN
po3BefeHHs
BAKCO)KEKT Il'y
KopooLi

rOTOBOrO Jlikapcbkoro 3acoby Ta
PO3YMHHYMKA:

Bakcanta Benmxiym MaHydekTypiHr
CA, Benbris
BMPOGHMLTBO Hepo3acoBaHOro
NpoAyKTy, NePBUHHE NaKyBaHHSA
rOTOBOrO JliKkapcbKoro 3acoby Ta
4aCTKOBWI KOHTPO/Ib SIKOCTi FOTOBOrO
nikapcbKoro 3acoby:
Bakcanta MaHydakTypuHr Capn,
LLiBeiiuapis
BVMPOGHMLTBO HEPO3hacoBaHOTO
NPOAYKTY, NEPBUHHE NaKyBaHHSA
roToBOro Nikapcbkoro 3acoby Ta
YacTKOBWIH KOHTPO/1b SIKOCTi FOTOBOrO
nikapcbKoro 3acooby:

Takefa MaHydek4ypiHr ABcTpist AT,
AscTpist
4aCTKOBW KOHTPO/Ib SKOCTi FOTOBOrO
niKapcbKoro 3acoby:

Takega MaHnydekuypiHr ABcTpis AT,
ABcTpis
BMPOOHWLTBO, NEPBUHHE NakKyBaHHS
Ta KOHTPO/Ib SKOCTI PO3YMHHUKA:
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Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
3irchpig XamenoH Mv6X, HimeyunHa
EHBAPCYC Tabnetku K'esi ABCTpIs BTOPVHHE NakKyBaHHs, MapKyBaHHS: AscTpisi/ ITanis/ C.l.2.a, type IB 3a UA/16205/01/01
NPOJIOHrOBaHoI fii, Papmac'io I.J1. dapma M'M6X, ABCTPIs; BUMYCK Himeuunna/ BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns peyenmom
no 0,75 mr, no 10 Tikens cepii: K'esi @apmac'totikens Mvo6X, YropwuHa 3aTBEPMAKEHHS
Tabnetok y 6nictepi, 6X ABCTpIsi; BTOPYHHE NakKyBaHHS,
no 3 6nictepn MapKyBaHHs, Bunyck cepii: K'esi
pasom i3 dapmaueytuui C.n.A., Itanis;
BOJIOrONOr/IMHa4YeM KOHTPO/b AKOCTI: HyBicaH MM6X,
y nakeTi 3 HiMeuumnHa; KOHTPOsIb AKOCTI BUXiZHOI
anomiHieBoi chonbru CUPOBUHM Ta BUPOOHULITBO, KOHTPO/Tb
3 MapKyBaHHAM SAKOCTI, BUNYCK Cepii NikapCbKoro
iHO3EMHOIO MOBOIO; 3acoby: PotteHgopc dapma Mv6X,
no 1, 2 abo 3 nakeTn HiMmeyunHa; nepBMHHE nakyBaHHS,
Y KapTOHHiii KopooLl BTOPWHHE NaKyBaHHS, MapKyBaHHS:
3 MapKyBaHHAM PoTtTengopd Papma MmbX,
iHO3eMHOI MOBOIO 3i HimeuunHa; BTOPMHHE nakyBaHHS,
CTikepom MapkyBaHHs: TOB «®apma Mak
YKPaIlHCbLKO MOBOIO XyHrapi», YropwuHa
EHBAPCYC Tabnetkn K'esi ABCTpIs BTOPVHHE NakKyBaHHs, MapKyBaHHS: AscTpis/ ITanis/ C.l.2.a, type IB 3a UA/16205/01/02
NPONOHIroBaHol Aji, dapmac'io .. ®apma M'M6X, ABCTpIst; BUNYCK Himeyunxa/ BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas peuyenmom
no 1 wmr, no 10 Tikens cepii: K'esi ®apmac'toTikens MméxX, YropLmHa 3aTBEpPKEHHSA
TabneTtok y 6nictepi, M6X ABCTPisi; BTOPUHHE NaKyBaHHS,
no 3 6nictepun MapKyBaHHs1, Bunyck cepii: K'esi
pasom i3 dapmaueytuui C.n.A,, Itanis;
BOJ1I0ronNorinHavem KOHTpOsb AKocTi: HyBicaH Mm6X,
y nakerti 3 HimeyuunHa; KOHTPOSIb AKOCTI BUXiAHOT
anomiHieBoi honbru CMPOBUHM Ta BUPOOHULTBO, KOHTPO/Tb
3 MapKyBaHHAM SAAKOCTI, BUNYCK Cepii NiKapCbKoro
iHO3eMHOK MOBOID; 3acoby: PotTeHaopd dPapma M'moX,
no 1, 2 abo 3 naketn HimeuyunHa; nepBMHHE NakyBaHHS,
Y KapTOHHi kopobuyj BTOPWHHE NaKyBaHHS, MapKyBaHHS:
3 MapKyBaHHAM PotteHgopc ®apma MvbX,
iHO3eMHOI MOBOHO 3i HimeyumnHa; BTOPMHHE NakyBaHHS,
CTikepom MapkyBaHHs: TOB «®apma MNak
YKPaIHCLKOK MOBOKO XyHrapi», YropuuHa
EHBAPCYC TabneTkn K'esi ABCTpist BTOPVIHHE NaKyBaHHS, MapKyBaHHS: ABcTpisi/ ITanis/ C.l.2.a, type IB 3a UA/16205/01/03
NPOIOHroBaHol Aji, dapmac'to I.J1. ®apma M'M6X, ABCTpIst; BUMYCK HimevunHa/ BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns peyenmom
no 4 wr, no 10 Tikens cepii: K'esi ®apmac'ioTikens MméxX, YropLimHa 3aTBEPAXEHHA
TabneTok y 6nictepi, 6X ABCTpIsi; BTOPYHHE NaKyBaHHS,

no 3 6nictepn
pasom i3
BOJIOroNornHa4emM
y nakeri 3
antoMiHieBoi honbru
3 MapKyBaHHsM
iHO3EMHO MOBOIO;
no 1, 2 abo 3 nakeTtn
Y KapTOHHIl Kopoobui
3 MapKyBaHHsM
{HO3EMHOI0 MOBOIO 3i
CTikepom

MapKyBaHHs, BUnyck cepii: K'esi
dapmaueytuui C.n.A., Itanis;
KOHTPO/Ib AKOCTI: HyBicaH MM6X,
HimeyuunHa; KOHTPOsIb AKOCTI BUXiAHOT
CUPOBUHM Ta BUPOOHULTBO, KOHTPO/Tb
SIKOCTi, BUMYCK Cepii NlikapCbKoro
3acoby: PotteHgopc ®apma Mv6X,
HiMeyumHa; NnepBMHHE NakyBaHHS,
BTOPWHHE NaKyBaHHS, MapKyBaHHS:
PotTtengopd Papma MvbX,
HimeuunHa; BTOPMHHE nakyBaHHS,
MapkyBaHHs: TOB «®apma Mak
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[030BaHui, 1
mr/gosa; no 150 gos
cnpeto y MET-
hNakoHi eMHicTio 15
mn, MET- conakoH 3
MeXxaHi4yHUM
po3nuaoBadeM i
3aXMCHWUM K/lanaHoMm

SKOCTI, BUNYCK cepii):
MakHin AB

NOCBIAYEHHS):

[litoua pepakuin: Norrbroplatsen 2,
Helsingborg, 25109, Sweden
MponoHoBaHa pefakuis: Box 941,
Helsingborg, 25109, Sweden
TepMiH BBEEHHSA 3MiH NPOTAroM 6 micsAuis
nicns 3aTBeppkKeHHs.
3miHa HaliMeHyBaHHS Ta/abo agpecu Micus

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
YKPAIHCbKOK MOBOK XyHrapi», YropupmHa
10. 3IPABEB KOHUEeHTpaT ans Mcpaiizep CWA 36epiraHHa A®I, BUpo6GHMLTBO, CLA/ Ipnangis/ TexHiuHa noMusika, siky 6yn10 AoNyLeHo npu 3a UA/18148/01/01
PO3unHy ans Eiu.Ci.Mi. nepBUHHE NaKyBaHHS, TECTYBaHHSA Npu Benbris peecTpadii nikapcbKoro 3acoby y po3gini peyenmom
iHdpysin, 25 mr/mn; Kopnopei BWMYCKY, BTOPMHHE NaKyBaHHA Ta «Bunpo6HUK(1) nikapcbkoro 3acoby» y
no 100 mr/4 mny LUH MapKyBaHHs1, BUNYCK cepil: peecTpayiiiHoMy NOCBiAYEHHI, MeToAax
dhnakoHi; no 1 dapmauisa i Angxon Komnani /1/1C, KOHTPO/IO SIKOCTi Ta IHCTPYKLi 415 MeanyHoro
donakoHy y CLA 3aCTOCYyBaHHS, a caMe HeKOpeKTHe
KapTOHHI kopobui 3 nepeHeceHHs iHhopMadil LWoao Ha3Bu
MapKyBaHHAM TecTyBaHHS Npu BUMYCKY cepii, BMPOGHWKIB, LLO He Bignosigae
YKPaiHCBKOIO TecTyBaHHS Npy AOCAIMKEHHI 3aTBep/AXeHoMy po3giny gocke 3.2.P.3.1
MOBOIO; no 400 cTabinbHOCTI: Brvpo6HuK(1).
Mr/16 Mn 'y donakoHi; Baet bio®apma [iBikH och Baet BuuiesasHayeHe BUNpPaBieHHA He
no 1 conakoHy y dapmaceyTtukasic JI1C, CLLA peKOMEHAYETLCS A0 3aTBEPIKEHHS, OCKISIbKU
KapTOHHI kopobui 3 iHbopmauis y nucti Big 04.07.2023 Ne 15410 y
MapKyBaHHAM TecTyBaHHS Npu BUMYCKY cepii, n. «Bupo6bHuk(n), kpaina» MKA woao dyHKLii
YKpaiHCbKO0 TeCTyBaHHS Npu AOCAigKEHHI BMpOGHMKa «Papmauis i AngxoH KomnaHi
MOBOI0; no 100 mr/4 cTabinbHOCTI: NNC» He BignoBigae YMHHOMY
My donakoHi; no 1 Mdpainzep IpnaHais PapmacboTikans, peecTpauiiiHoMy NOCBIAYEHHIO, @ came: 3rigHO
dhrakony y IpnaHgis peecTpauiiHOro NocBifYEHHS BULLEBKA3aHWIA
KapTOHHI kopobui 3 BMPOBOHUK BUKOHYE (OYHKLT 36epiraHHs AdI,
MapKyBaHHAM BMNYCK cepil: BMPOGHMLITBA, MEPBMHHOIO NakKyBaHHS,
iHO3EMHO MOBOIO 3 Mdpaiizep Cepsic KomnaHi BB, Benbris TeCcTyBaHHS Npu BUMYCKY, BUMYCKY cepii,
HaHeCeHHsM BTOPWHHOrO MakyBaHHS, MapKyBaHHS, B TOM
CTukepy yac K 'y nucTi Big 04.07.2023 Ne 15410 -
YKPaiHCBKOIO BMPOGHMLITBA, NEPBUHHOTO NaKyBaHHS,
MOBO}0; 1o 400 TeCTyBaHHS Npu BUMYCKY, BUMYCKY cepil,
Mr/16 mMny chnakoHi; BTOPWHHOIO MakyBaHHS, MapKyBaHHS.
no 1 conakony y Tako OHOB/IEHA IHCTPYKLA 415 MELUYHOIO
KapTOHHI kopobui 3 3aCTOCYBaHHS He BifnoBifae 3aTBepAKeHil
MapKyBaHHAM IHCTPYKLT 415 MeANYHOro 3acToCyBaHHS B
iHO3eMHO MOBOIO 3 YaCTUHI Ha3BK fliKapcbKoro 3acoby, a came
HaHeCeHHsM Ha3Ba NikapCbKoro 3acoby BuKnageHa nuie
CTUKepy aHriicbKOK MOBOIO, B TOM Yac 5K y
YKPaiHCbKOI0 MOBOO 3aTBEpPKEHOMY [JOKYMEHTI — YKPAIHCbKOI Ta
aHrnilicbkoo MoBamMu.
3BepTaemo ysary, Lo B nucTi Big 04.07.2023
Ne 15410 BigcyTHs iHdhopmMaLisi LWoao
BUNPaB/IEHHS TEXHIYHOT NOMWU/IKMN Y TEKCTi
MapKyBaHHS! yNakoBOK /ikapcbKoro 3acoby,
npoTe HaAaHi OHOBNEHi NPUMIPHUKKU A1S
BUMpPaB/IEHHS.
11. HIKOPETTE® cnpeii gns poToBoi MakHin Lseuis BVMPOGHMWLTBO rOTOBOrO NPOAYKTY Lseujis 3MiHa HalimeHyBaHHs Ta/abo agpecu 6e3 UA/16866/01/01
CBDKA M'ATA NOPOXHUHN, AB (BK/IKOYAKOYM KOMMJIEKTAL,iH0, KOHTPOS1b 3asBHMKa (BNacHvKa peecTpauiiHoro peyenma
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Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
NOMILLYOTb Y NPOBaPKEHHS AiSNIbHOCTI
nnacTKoBUiA BUPOGHMKa/iMnopTepa roToBoro J1ikapcbKoro
dyTap i3 3acoby, BKIOYaUM AiNbHULi BUNYCKY cepil
noninponineHy, no 1 abo micue NpoBefeHHsI KOHTPOJTO AKOCTI,
a60 2 NnacTUKoBmX LOiSNbHICTb, 3a Ky Bignosigae
QyTnapn y BMPOGHMK/iMNOPTEp, BKOYAKOUMN BUMYCK Cepili:
n1acTUKOBOMY
KOHTYPHOMY [litoua pepakuin: Norrbroplatsen 2,
KOHTEWHepI i3 Helsingborg, 25109, Sweden
KapTOHHOI OCHOBOIO MponoHoBaHa pegakuin: Norrbroplatsen 2,
Helsingborg, 25442, Sweden
TepmiH BBEAEHHSA 3MiH NPOTAroM 6 micauis
nicns 3aTBepKEHHS.
12. HIKOPETTE® cnpeii ansi poToBoi MakHin Lseuis BUPOGHMLTBO rOTOBOrO NPOAYKTY LLseuis 3MiHa HalimeHyBaHHsi Ta/abo agpecu 6e3 UA/18446/01/01
PPYKTOBO- NMOPOXHWHW, Ab (BK/IHOYAKOYUM KOMMIEKTAL,H0, KOHTPO/Tb 3asBHMKa (BNacHvKa peecTpauiiHoro peyenma
M'ATHUI [030BaHui, 1 AKOCTI, BUNYCK cepil): nocBiAYEeHHS):
Mmr/nosa; MakHin Ab [Oitoua pepakuin: Norrbroplatsen 2,
no 150 gos cnpeto y Helsingborg, 25109, Sweden
MET- cpnakoHi MponoHoBaHa pepfakuis: Box 941,
€EMHICTIO 15 M. Helsingborg, 25109, Sweden
MET- cpnakoH 3 TepmiH BBEAEHHSA 3MiH MPOTAroM 6 Micauis
MeXaHi4YHVUM nicnsa 3aTBepKeHHs.
po3nuoBayeM i 3MiHa HalimeHyBaHHs Ta/abo agpecu micus
3aXMCHUM K/lanaHom NPOBaKEHHS AiANIbHOCTI
NOMiLLYOTb Y BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
nnacTUKOBUIA 3acoby, BKIOYaoun AinbHALI BUNYyCcKy cepil
dyTnap i3 abo micue NnpoBefeHHsI KOHTPOJIO SKOCTI,
noninponineny. Mo 1 [ISNbHICTb, 3a Ky Bignosigae
a60 2 NNacTUKoBMX BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMNYCK CEpii:
hyTaspn y
nnacTvKoBoOMy [itoua pepaxkuisi: Norrbroplatsen 2,
KOHTYPHOMY Helsingborg, 25109, Sweden
KOHTeWHepi i3 MponoHoBaHa pepgakuis: Norrbroplatsen 2,
KapTOHHO OCHOBOM Helsingborg, 25442, Sweden
TepMiH BBEEHHSA 3MiH NPOTAroM 6 micsuiB
nicns 3aTBepApkKeHHs.
13. PIKCYBIC NOPOLLOK Ta Bakcanta ABCTpIs MapKyBaHHs, BTOPMHHE NakKyBaHHA Ta Benbrisa/ CLUA/ 3rigHo 3asBK «3MiHa YNOBHOBaXXeHOI 0cobu 3a UA/16879/01/01
PO3YMHHUK ANg IHHOBELW Bunyck cepii 13 Ta po34nHHUKA: ABcTpisi/ 3asBHWKa, BiANOBiAALHOI 32 34iiCHEHHS peyernmom
po34nHy AN H3 TM6X Bakcanta Benmxiym MaHydekTypiHr Himeuunna/ thapmakoHarnagy»
iH ekuili, no 250 MO, CA, benbrisi; CWA
1 conakoH 3 BMPOBHULTBO, KOHTPO/Ib SIKOCTI Ta
NOPOLLUKOM Yy nepsuHHe nakyBaHHa N13: bakcanta
KOMM/IeKTi 3 1 tOC IHk., CLUA,
h1akoHOM 3 YacTKOBUIA KOHTPOb SIKOCTI M13:

PO34YMHHMKOM (BOAA
Ons iH'ekuiid) no 5
MnTanol
NpUCTOCYBaHHIO AN
po3BedeHHs
BAKC)KEKT Il'y
Kopoo6Li

Takega MaHydekuypiHr ABcTpis AT,
ABCTpIS;

YacTKOBUIA KOHTPOb SIKOCTI M13:
Takega MaHydekuypiHr ABcTpis AT,
ABCTpIS;

KOHTpONb AkocTi MN3 ("MexaHiuHi
BKNtOYeHHS"): Oddi TEXHONOMKM eHA,




36

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
IHHOBefWIoOH MTM6X, ABCTpIs;
BMPOBOHULTBO, KOHTPO/Ib AKOCTI Ta
NepBYHHE NaKyBaHHS PO3YNHHUKA:
3irdopig XamensH Mv6X, HimeuunHa;
cTepunisauisi Npo6oK i MiLLKIB AN
nepeHeceHHs: Bect ®apmacbioTikan
Cepsices, IHk., CLLUA
14. PIKCYBIC NOpPOLLOK Ta Bakcanta ABCTpIs MapKyBaHHs, BTOPMHHE NakyBaHHA Ta Benbris/ CLUA/ 3rigHo 3asaBU «3MiHa YNOBHOBaXXeHOI 0cobum 3a UA/16879/01/02
PO3YUHHWK AN IHHOBEMLW BMMNYCK cepii 13 Ta po34nHHKMKa: AscTpis/ 3asBHWVKa, BiANOBIAAIbHOI 38 34iACHEHHSA peyenmom
PO34mnHy Ans H3 TM6X Bakcanta Benmxiym MaHydekTypiHr HimeuunHa/ thapmakoHarnagy»
iH ekuili, no 500 MO, CA, Benbrist; CLIA
1 conakoH 3 BMPOBHULTBO, KOHTPO/Ib SIKOCTi Ta
NOPOLLUKOM Yy nepsBuHHe nakyBaHHa N13: bakcanta
KOMMeKTi 3 1 IOC IHk., CLUA,
do1akoHOM 3 4YacTKOBWIA KOHTPONb AKOCTI M13:
PO3YMHHMKOM (BOAA Takepa MaHydekuypiHr ABcTpis Al
Ons iH'ekuiid) no 5 ABCTpIS;
MnTanol 4aCTKOBUIA KOHTPOsIb AKOCTI [N13:
NpUCTOCYBaHHIO AN Takepa MaHydekuypiHr ABcTpis Al
po3BefeHHs ABCTpISt;
BAKCIDKEKT Il'y KOHTpOnb AkocTi MN3 ("MexaHiuHi
Kopoo6Li BK/ItOUeHHS"): Odpi TEXHONOMKM eHA,
IHHOBefALWiOH TMGX, ABCTpIs;
BMPOBHULTBO, KOHTPO/Ib SIKOCTi Ta
NepBUHHE NaKyBaHHS PO3YMHHUKA:
3irdopig XamensH M6X, HimeuunHa;
cTepunisauisi Npo6oK i MiLLKIB 415
nepeHeceHHsi: Bect ®apmachioTikan
Cepsices, IHk., CLUA
15. PIKCYBIC NMOPOLLIOK Ta Bakcanta | ABcTpis MapKyBaHHS!, BTOPMHHE NaKyBaHHA Ta Benbrisi/ CLUA/ 3rigHo 3asaBu «3MiHa yNoBHOBaXXeHO! 0cobu 3a UA/16879/01/03
PO3YMHHWK AN IHHOBELW Bunyck cepii 13 Ta po34nHHUKA: ABcTpis/ 3a8BHMKa, BiANOBIAANILHOI 32 34iiCHEHHS peyenmom
pO34nHy ans H3 TM6X Bakcanta Bengxiym MaHydekTypiHr Himeyunna/ hapmakoHarnagy»
iH ekwuili, no 1000 CA, Benbrisi; CLIA

MO, 1 chnakoH 3
MOPOLLKOM Y
KOMMIekTi 3 1
(h1aKoHOM 3
PO3YMHHMKOM (BOAA
Ons iH'ekuiii) no 5
M Tano 1l
NpUCTOCYBaHHIO A1
po3BefeHHs
BAKCI)KEKT Il'y
KopoobLi

BMPOGHMLITBO, KOHTPO/Ib SIKOCTi Ta
nepsuHHe nakyBaHHA N13: bakcanTa
HOC IHk., CLUA;
YacTKOBUIA KOHTPOb SKOCTI M13:
Takefa MaHydekuypiHr ABcTpist AT,
ABCTpISi;

YacTKOBUIA KOHTPOb SKOCTI M13:
Takefa MaHydekuypiHr ABcTpist AT,
ABCTpISi;

KOHTpONb AkocTi MN3 ("MexaHiyHi
BK/IHOUEHHS"): Odi TEXHONOMKN eHf,
IHHOBeLWioH MM6X, ABCTpIS;
BMPOGHMLITBO, KOHTPO/Ib SIKOCTi Ta
NnepBUHHE NaKkyBaHHSA PO3YNHHMKA:
3irdopig XamensH Mv6X, HiMeuunHa;
cTepunisauisi Npo6oK i MiLLKIB AN
nepeHeceHHs: BecT ®apmackioTikan
Cepsices, IHk., CLUA




37

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky |peecmpayiliHo2
3acoby YnakoBsKa) 0 NOCBIOYEHHS
16. PIKCYBIC NMOPOLLIOK Ta Bakcanta | ABcTpis MapKyBaHHS!, BTOPMHHE NaKyBaHHA Ta Benebrisi/ CLUA/ 3rigHo 3asBK «3MiHa yNOBHOBaXKeHOT 0cobu 3a UA/16879/01/04
PO3YMHHUK ANs IHHOBELW BUnyck cepii MN13 Ta po34nHHUKA: ABcTpisi/ 3asBHKa, BiANOBiAAILHOI 32 34iiCHEHHS peyenmom
po34nHy AnA H3 TM6X Bakcanta bBenmxiym MaHydekTypiHr Himeuunna/ hapmakoHarnagy»
iH ekuii, no 2000 CA, benbrisi; CWA
MO, 1 chnakoH 3 BMPOBOHULTBO, KOHTPO/Ib AKOCTI Ta
NOPOLLUKOM Yy nepsuHHe nakysaHHA /13: bakcanta
KomnaekTi 3 1 lOC IHk., CLUA;
h1akoHOM 3 YacTKOBUIA KOHTPONb SKOCTI M13:
PO34YMHHMKOM (BOAA Takepa MaHydekuypiHr ABcTpis AT,
Ons iH'ekuiid) no 5 ABCTpiIS;
MnTanol YacTKOBUIA KOHTPONb SKOCTI M13:
NPUCTOCYBaHHIO AN Takepa MaHydekuypiHr ABcTpis AT,
po3BefeHHs ABCTpISt;
BAKCIDKEKT 11y KOHTpONb AkocTi MN3 ("MexaHiuHi
Kopoo6Li BKtOYeHHSA"): Oddi TEXHONOMKMN eHf,
IHHOBefWIOH MM6X, ABCTpISs;
BMPOBOHULTBO, KOHTPO/Ib AKOCTI Ta
NepBYHHE NaKkyBaHHS PO3YNHHUKA:
3irdppig XamensH Mv6X, HimeuunHa;
cTepunisauisi Npo6oK i MiLLKIB AN
nepeHeceHHs: BecT dapmacbioTikan
Cepsices, IHk., CLLUA
17. PIKCYBIC NOpPOLLOK Ta Bakcanta ABCTpIs MapKyBaHHS, BTOPMHHE NakKyBaHHA Ta Benbris/ CLUA/ 3rigHo 3asaBU «3MiHa YNOBHOBaXXeHOI 0cobum 3a UA/16879/01/05
PO3YUHHWK AN IHHOBEMLW BMMNYCK cepii 13 Ta pO3UnHHWMKa: AscTpis/ 3asBHWVKa, BiANOBIAAIbHOI 38 34iCHEHHSA peyenmom
PO34mnHy ans H3 TM6X Bakcanta Benmxiym MaHydekTypiHr HimeuunHa/ thapmakoHarnagy»
iH ekuiii, no 3000 CA, Benbrist; CLIA

MO, 1 cpnakoH 3
MOPOLLKOM Y
KOMMNNeKTi 3 1
hN1akoHOM 3
PO34YMHHMKOM (BOAA
Ons iH'ekuiid) no 5
MmaTano 1l
NpUCTOCYBaHHIO AN
po3BefeHHs
BAKC)KEKT Il'y
Kopoo6Li

BMPOBHULTBO, KOHTPO/Ib SIKOCTi Ta
nepsBuHHe nakyBaHHa N13: bakcanta
tOC IHk., CLUA;
4aCTKOBUIA KOHTPOsIb AKOCTI [N13:
Takepa MaHydekuypiHr ABcTpist AT,
ABCTpIS;
4aCTKOBUIA KOHTPOsIb AKOCTI [N13:
Takepa MaHydekuypiHr ABcTpis Al
ABCTpIS;

KOHTpOnb AkocTi MN3 ("MexaHiuHi
BK/tOUeHHS"): Odpi TEXHONOMKM eHf,
IHHOBefLWiOH TMGX, ABCTpIs;
BMPOBHULTBO, KOHTPO/Ib SIKOCTi Ta
NepBUHHE NaKyBaHHS PO3YMHHUKA:
3irdopig XamensH Mv6X, HimeuunHa;
cTepunisauist Npo6oK i MiLLKIB 415
nepeHeceHHsi: Bect ®apmacbioTikan
Cepsices, IHk., CLUA

HauvanbHuK
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dapMaiLeBTUYHOT0 yIIPaB/JIiHHA Tapac JIICKOBCHhKUI
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