NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMW CMNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

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

Ne Hassa Popma sunycky 3assHuK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka BionyckKy peecmpayiliHo2o
3acoby ¢hopma, nocsio4yeHHs
ynakoska)
1. KAPBEAWNON Tabnetkn no 12,5 TOB YkpaiHa BMPOGHULTBO HimeuunHa AkicTb, 1A 3a UA/17223/01/01
CAHAO3® mr; no 10 "CaHpo3 Hepo3gacoBaHoi Q-AE |A Spez HS BL.Il.c.1 a) Tightening of specification | peyenmom

TabneToky YkpaiHa" npoayKLii, nepenHHe limits of mercury in Iron oxide yellow and Iron oxide
6nictepi, no 3 Ta BTOPVHHE red: Analytical ltem Current Specification Mercury
6nictepu B nakyBaHHs, Max. 3 pg/g; Analytical Item Proposed Specification

KapTOHHI nauui

TecTyBaHHs, [03BiN
Ha BUMYCK cepil:
CantoTtac dapma

v6X, HimeuyunHa,;
nepBrHHE Ta
BTOPUHHE
naKyBaHHs:
Knoke ®epnekyHrc-
Cepsic, HimeuunHa

Mercury Max. 1 mg/kg
Q-AE IA Spez HS B.Il.c.1 b) Addition of specification
parameter Appearance for Iron oxide yellow and Iron
oxide red:

Analytical Item Current
Specification yellow --

Analytical Item Proposed
Specification yellow

Appearance yellow
powder

Analytical Item Current
Specification red -- --;

Analytical Item Proposed
Specification yellow

Appearance red powder

Q-AE IA Spez HS B.Il.c.1 c) Deletion of a hon-
significant specification parameter of Identity:

Analytical Item Current
Specification yellow

Analytical Item Proposed
Specification yellow

Characters A vyellow | ----

crystalline powder

Analytical Item Proposed
Analytical Item Current | Specification

Specification red
yellow
Characters A  red
crystalline powder -

Q-AE IA Spez HS BL.Il.c.1 b) Addition of specification
parameter Cadmium for Iron oxide yellow and Iron




Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)

oxide red: Analytical Item Current Specification -- --;
Analytical Iltem Proposed Specification Cadmium Max.
1 mg/kg

Q-AE IA Spez HS B.ll.c.1 b) Addition of specification
parameter Chromium for Iron oxide yellow and Iron
oxide red: Analytical Item Current Specification -- --;
Analytical Item Proposed Specification Chromium
Max. 100 mg/kg

Q-AE IA Spez HS B.Il.c.1 b) Addition of specification
parameter Nickel for Iron oxide yellow and Iron oxide
red: Analytical Item Current Specification -- --;
Analytical ltem Proposed Specification Nickel Max.
200 mg/kg

Q-AE IA Spez HS B.Il.c.1 b) Addition of specification
parameter Copper for Iron oxide yellow and Iron oxide
red: Analytical Item Current Specification -- --;
Analytical Iltem Proposed Specification Copper Max.
50 mg/kg

Q-AE IA Spez HS B.ll.c.1 b) Addition of specification
parameter Zinc for Iron oxide yellow and Iron oxide
red: Analytical Item Current Specification -- --;
Analytical Item Proposed Specification Zinc Max. 100
mg/kg

Q-AE IA Spez HS B.Il.c.1 b) Addition of specification
parameter Assay Fe for Iron oxide yellow and Iron
oxide red: Analytical Item Current Specification -- --;
Analytical Item Proposed Specification Assay Fe NLT
60%

Q-AE IA Spez HS B.ll.c.1 c) Deletion of specification
parameter Assay FeO for Iron oxide yellow and Iron
oxide red: Analytical Item Current Specification Assay
FeO 97.0 - 100.5%; Analytical Item Proposed
Specification -- --

Q-AE IA Spez HS BL.Il.c.1 c) Deletion of specification
parameter Acid insoluble substances for Iron oxide
yellow and lIron oxide red: Analytical Item Current
Specification Acid insoluble substances Max. 1.0%;
Analytical ltem Proposed Specification -- --.

Currently the registered specification of Iron oxide




Ne

Hassa

3assHuUK

doNakoHi

o ®opma sunycky KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka Bionycky peecmpayjiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
yellow and Iron oxide red is in compliance with USP-
NF.
The Applicant would like to add the reference to
current Commission regulation (EU) No. 231/2012,
accordingly the changes are adopted in the
specification as per current valid directive.
2. NIKOHON TabneTkn, BKpUTI M.BIOTEK Benuka KoHkopg BioTek IHais 3MiHV 3 6e3neku, |b - BHECEHHS 3MiH [0 IHCTPYKLIT Ans 3a UA/18173/01/01
060/10HKOI0, NIMITEL BputaHis Nimiten MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby fo peyenmom
KMLUKOBOPO3YUHHI po3giny "Ocob6nBoCTi 3aCTOCyBaHHA"
no 180 wmr; no 120
TabneTtok y
doNnakoHi
3. NIKOHON TabneTkn, BKpUTI M.BIOTEK Benuka KoHkopg BioTek IHais 3MiHM 3 6e3neku, |b - BHECEHHS 3MiH [0 IHCTPYKLIT Ans 3a UA/18173/01/02
060/10HKOI0, NIMITEL BputaHis Nimiten MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby Ao peyenmom
KMLIKOBOPO3YWHHI po3ziny "OcobnnBocTi 3acTocyBaHHA"
no 360 mr; no 120
TabneTtok y




