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.Aﬂmij 'ﬁ'pénéﬁéﬂa 3TIAHO 3 . MKSI 3i EIMIH&IME No 1-3 o p/a UA/8579/01/02

HaiimegvBanHs | o | - PelwwJsTaTH |
HMEHyBat Bumoru MK | HesyabTaTH
. HOKAIHHKIB ) ~{ punpoboByBaHEK .

- 10muc | | | TaGaerku 6ioro abo 6inoro 3 kpemyBaTHM BigTIHKOM | TaGneTky 6i0r0 3
REE KOJILOPY, NJIOCKOHHAHApUYHOT PopMH 3 Ppackorn. Ha | KpeMyBaTHM BiaTiHKOM
‘OAHIE HOBEPXHi Tab/eTKH HaHEeCeHHH TOBADHUIT 3HAK KOJLOPY,
nianpueMcTBa. I TOCKONMAIHADHYHOT |
| i dpopmu 3 dackorwo. Ha oasin |
| HoBepxHi TabAeTKH 1
| HaHeceHHH TOBapHUY 3HAK |
1N PHEMCTBA

N ¥ XpTpadiosleToBH M CIEKTD MOTVIMHAHHA PO3YHHY Amax =231 am
@ paTy, OepPKaHoro A KibKICHOTro BH3HaYeH s, | Bianosinae
f e;,_; '{:Ti-B"i,'zx 220 8M 10 :3{}0"511&& H'{'}BHHEH 'Ma'TH

Peaﬁmﬂ Ha 6eH3,aza3emH Ho3uTuBHa

_:' C. Peaz{uiﬂ Ha FiJipa3nHOBY rpyny HozutusHA

1D.Ha xpoma'mrpamz BUIIPODOBYBAHOI'O POSYUHY Bixnogizae
{moBuHHA 6yTH OCHOBHA NIAMA HA PiBHi 0CHOBHOI |
| JIsIMU Ha XPOMATOTPAMI PO3YHHY HODIBHAHHS,

| BiADOBiAHA 11132 po3MipomM.




| OpHOpiAHICTD. {TIpuiimansue yncno (AV) gna nepmux 10 oguHuns 2,6
AO30BAHKMX OJUHHUIL *  |NOBHHHe O6yTH MeHuie abo gopisHoBaTtu L1 (15,0).

| ki npuitmansie yucno 6iibiue L1, BunpobysanHio

{niagganTs HacTynsi 20 oAMHHITb | 064NCIINI0Th

| npuiManpae grcio. Bumori 040 BHKOHYIOTHCH, AKIH0

| KiHIleBe IpHHUMa/IbHe YUCA0, po3paxosaHe i3 30

| OZMHALE, MeHLIe abo aopisHe L1 i xoaeH

1HAUBIAYVAABLHUN BMICT ¥ A030BaHId 0AHHULI He €

imenmum 3a (1 - L2x0,01)M i He 6inbiruM 3a (1 +

1 L2x0,01 )M npu o6y caexni npiiMaibHOro YHca.

1{L2=25,0).

Posyunennsa | Kpurepiii npuiinatnocrina piBni S1 nosunen 6ytune |99,2.%

| iMmenme {(Q +.5) % a1a KoxHOI 3.6 OAUHHHE. FKIIO

| ofteprxani pesysbTaTH He Bi/IHOBIAI0TE KpUTEpio

| mpuHHATHOCTI Ha piBHi S1, Bunpo6ysaHHA

| IIPOAOBAKYITH Ha piBHAX 52260 53. Q = 75 %. Yac

{ pozunHeHHs 15 xB

Cynposiani fomimxn | HaxpomaTorpami BUITpo60BYBaHOr 0 po34uHY 6yab-fka |Menme 0,5 %
% 1 IIsiMa, KpiM OCHOBHOI; He Ma€ 6y TH IHTEHCUBHILIOK 33

| AAMY Ha XpoMaTorpami posuuny nopisusun (0,5 %).

|  lJlonyckaeTncsa JOAATKOBA IJISIMA HA CTapTi.

_Fi,&pagm}j He 6inbmie 0,1% (1000 ppm). Mene 0,1 %

_'Kiﬁhﬂi{:ﬁ%&rﬁnsHaqEHHﬂ- Bmict C17H1sBrN,O; (rizasenamy) mae 6yt Big 0,0462 10,0491 r
5 o 8 0538 I, V IEpepaxyHKy Ha CepeiHK Macy

‘Mikpobionoriyda _'HpenapaT HAJIEXKUTH ,a{} HEBU,H,HI/IX HECTEPHHBHHX
yuctoTa ** JAiKapChKUX 3ac00iB Ji/isi 0pa/bHOIO 3aCTOCYBaHH!.

3araieHe yuca0-aepobuux Mikpoopranismis (TAMC): |50KYO/r
KpuTepiit npuitHaTrocTi - 10° KYO/T.

3arasibHe YHC/I0 APDKDKOBHX Ta IVIICEHERHX Ipubin Megmre 10 KYO / r
(TYMC): kpuTepiil IpuHHATHOCT - 102 KYO/r.
. |BincyrsicTs Escherlchza colip 1 I Ipenapary. Bianosinae
HaKyBaHHH o ITo 10 TaGueroxy 6}11{:‘1‘&;}1 nol 6J11CTepy B Haqul _Bi,zﬁnoﬂ,ﬁ,ae.
'Mapz{yﬁaiiﬂﬂ 'SI‘I,[{HG 3 TEKCTOM MapKyBaHHA 10 p/n 31 3miHaMu Bignosigae
Tepmin H;)H,E;ElTI—I(}ﬂTl 4. poku '_ - A0 04.2028 p.

* .- KoHTpO/IE JaHOPO TeCTY NPOBONATE IS KOSKHOT T1 1701 cepu FOTOBOTO npeﬂapmy y 3B’ 331@ 3 THUM, IO UeH TecT K{}HT}){}H}O}OTL B |
Hecbawﬁaﬂﬂx Taﬁﬂemax I{GHCHOI CE]JH npeﬂapaTy FH KUHT;}{}HL RBHDFD Tec:Ty HpﬂBﬂﬂﬂTE JUTA KOKHOT 1T AT01 Cepii TOTOROTG i

B“CH{*B‘E’? [1JJA3EIIAM IC®, tabaeTxn mo 0,05 T Ne10 (10*1) y 6aicrepi B mayni cepii 21330324
 Bianosimae uMoravt MK 3 sminavu Ne 1-3 1o p/n UA/8579/01/02

3asiga npa cep’rm})ucaulm* Tl 5 3acBinuyIo, LIo HaBeneHa Buile THHOPMALIIA € JOCTOBIPHOIO Ta TOHHOKO.

1o {:epm TPORYKIIT 6yﬂ0 BHpOﬁHEH{) (BKJIFOUAIOYM MAKYBAHHS 1 MApKyBAaHHSA) T4 NPOBEAEHO KOHTPOIb 1T SKOCTI Ha
BUlle3a3HAYCHIH AUTGHUI vV NoBHIE BIANOBIZHOCTL 3 BUMoramid GMP, BCTAHOBICHUMHM PETYAATOPHUM OpraHoM
VipaiHy, a TakoXK BLANOBIAHG A0 cnenmdixauiil, mo MicTsThesa y peectpaniiinomy Aocke. IIpoToKomH BUPOOHANTEY,
'_naﬁyaaﬂﬂg Ta AHATI3IB OYII0 HEPEMIARYTO Ta BCTAHOBIECHO BIANOBIAHICTEL GMP:




3aCTYHHUK reHepaibHOTe AUPEKTopa 3 kocTi
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