MEPENIK
NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
€EBPOINENCBLKOIO COHO3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. MET®OPMIH- TabneTku, BKPUTI TOB «TeBa YkpaiHa BMPOGHMLTBO 3a Yecbka B.ll.b.3 &) IA. BHECEHHS 3MiH CTOCOBHO 3a UA/18723/01/01
TEBA NNiBKOBOIO YkpaiHa» NOBHUM LMK/TOM: Pecny6nika/ npouecy BMPOGHMLTBA FOTOBOIO NPOAYKTY, peyenmom
060n0HkKoto, no 500 Tea Yex IHaacTpi3 IHais/ BK/IOYAOUM MPOMIXHUI MPOAYKT, WO
mr, no 15 TabneTok y C.p.0., Yecbka YropLmHa BMKOPUCTOBYETLCA Mif Yac BUPOOHMLTBA
6nictepi, no 2 abo no Pecny6nika; rOTOBOrO NPOAYKTY. BHECEHHSI HE3HAUYHMX 3MiH
4 6nictepun y kopobui BMPOGHMLTBO 3a B npotec BupobHuutea. The applicant would
NOBHUM LMK/IOM: like to propose change in the milling equipment
Mikpo Jla6¢ flimiTea, from multimill to Quadro Co-mill during sizing
IHais; operation of Metformin film-coated tablet 500,
nepsBuHHa Ta 850, 1000 mg. The multimill works on the
BTOPVHHA yNakoBKa, principle of impact milling, whereas Quadro Co-
KOHTPO/b SIKOCTI, mill works on the prinsiple of screening. The
[03BIiNT HAa BUMYCK change proposed for betterment of the
cepii: manufacturing process by including advanced
AT dapmaveBTUYHUIA equipment and for ease of the operation. There
3aBoy, Tesa, is no change in the manufacturing process
YropwumHa except addition of Quadro Co-mill.
2. MET®OPMIH- TabneTkn, BKpUTI TOB «TeBa YkpaiHa BUPOBHULTBO 3a Yecbka B.Il.b.3 &) IA. BHeceHHs1 3MiH CTOCOBHO 3a UA/18723/01/02
TEBA NNiBKOBOIO Ykpaina» NOBHUM LMK/IOM: Pecny6nika/ npouecy BUPOGHMLITBA FOTOBOIO NPOAYKTY, peyenmom
o060510HKo0, Mo 850 Tesa Yex IHgacTpi3 IHpis/ BK/TOYA0OUM MPOMIXHUI MPOAYKT, WO
mr, no 15 taéneTok y C.p.o., Yecbka YropLmHa BUKOPWCTOBYETbLCA Nif Yac BUPOGHMLTBA
6nictepi, no 2 abo no Pecny6nika; rOTOBOrO NPOAYKTY. BHECEHHA HE3HAYHUX 3MiH
6 6nicTepiB y kopo6ui BVMPOGHMLTBO 3a B npouec BupobHuyTtea. The applicant would
NOBHUM LK/IOM: like to propose change in the milling equipment
Mikpo fla6c Nimites, from multimill to Quadro Co-mill during sizing
IHAjs; operation of Metformin film-coated tablet 500,
nepBrHHa Ta 850, 1000 mg. The multimill works on the
BTOPUHHA YNaKoBKa, principle of impact milling, whereas Quadro Co-
KOHTPO/1b AKOCTI, mill works on the prinsiple of screening. The
[03BiN Ha BUNYCK change proposed for betterment of the
cepii: manufacturing process by including advanced
AT dapmaueBTUYHUI equipment and for ease of the operation. There
3aBoy, TeBa, is no change in the manufacturing process
YropuwmHa except addition of Quadro Co-mill.
3. MET®OPMIH- TabneTku, BKPUTI TOB «TeBa YkpaiHa BVMPOGHMLTBO 3a Yecbka B.ll.b.3 a) IA. BHECEHHS 3MiH CTOCOBHO 3a UA/18723/01/03
TEBA NNiBKOBOIO YkpaiHa» NOBHUM LMK/IOM: Pecny6nika/ npoLecy BUPOOHULTBA FOTOBOrO MPOAYKTY, peyenmom
060/10HKO0, No 1000 Tesa Yex IHgacTpi3 IHpis/ BK/IHOYAI0UM MPOMIXKHUI MPOAYKT, WO
mr, no 10 TabneTok y C.p.o., Yecbka YropwuHa BUKOPWCTOBYETbLCA Nif Yac BUPOOHMLTBA

6nictepi, no 6 abo no
12 6nicTepis y Kopobui

Pecny6nika;
BVMPOGHMLTBO 3a

rOTOBOrO NPOAYKTY. BHECEHHS HE3HAYHMX 3MiH
B npouec BupobHuytea. The applicant would




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

MOBHUM LK/IOM:
Mikpo a6c Mimites,
IHais;
nepBuHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/b SIKOCTI,
[03BiN Ha BUNYCK
cepil:

AT dapmaueBTUYHWIA
3aBof TeBa,
YropLmHa

like to propose change in the milling equipment
from multimill to Quadro Co-mill during sizing
operation of Metformin film-coated tablet 500,
850, 1000 mg. The multimill works on the
principle of impact milling, whereas Quadro Co-
mill works on the prinsiple of screening. The
change proposed for betterment of the
manufacturing process by including advanced
equipment and for ease of the operation. There
is no change in the manufacturing process
except addition of Quadro Co-mill.




