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CbKOI Joporu, 40-A

MK 31 sminamu Nel-3 xo p/m UA/15526/01/02

HaHMEH}'BanIHﬂ Binioru MKSI Pesyabraru
IOKAZHHKIB BHIIpOOOBYBAHL
1 2 3
Onuc TabneTku Hinoro Koawbopy, IOCKOUMUIIHAPUYHOT TabseTku 6i10T0 KOJABOPY,
¢opmu 3 packoro. Ha ofHili noBepxHi TabnmeTKH JI0CKOUMJIIHAPUYHOL
HaHeCeHUN TOBAPHUH 3HAK NIANPHUEMCTBA, HA APYTIiH ®OpMU 3 Gackor. Ha oauii
[MOBEPXHI TabJIeTKHY ~ PUCKA AJIA IOy, NOBEPXHI TAOJNETKH
HaHeCeHHW TOBapHUH 3HAK
NiANPUEMCTBA, Ha IpYrin
NOBEePXHI TabJAETKU —
pPHCKA AJd o1y
lneHTUQIKaLiA A. YnprpadioneToOBHH CIEKTD HOTMHAHHA PO3YUHY Amax = 264 HM

penapaTy, OAePXKaHoro /4 KiIbKiCHOTO BU3HAYEHHS,
B oO1acTi Big 230 HM g0 350 1M noBUHEH MaTU
MaKCUMYM HNOTAMHAHHA 32 JJOBXXHHHK XBHJI 264 HM.

B. HYacu yTpuMyBaHHA NiKa NMpaMineKkcony Ha

XpoMaTorpaMax BUIIPOOOBYBaHOI0O PO3YMHY Ta
PO3YHHY NOPIBHAHHA, OAepKaHUX TIPYU BUNIPOOYBaHHI 2
«Ki/IbKiCHE BU3HAYeHHA», HOBUHHI CrIiBIagaTH.

CepegHda maca

Big 185,0 mr go 215,0 mr
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QAHOPIAHICTD
N030B3aHUYX OAHHUALE ¥

Bumoru Ofi0 BBakaorbcst BUKOHAHMMH, AKIIO
npuiManbHe yucao (AV) aasa nepuux 10 oguHHIB
MeHIe abo gopisHwe L1 (15,0}, y BigcoTkax. Akino
NpUHMaabHe Yucao 6iabiine L1, y BijcoTKax,
BUINPOOYBAHHIO NiNAAKTb HACTYNHI 20 OAUHUIS i
OOYHCITL IpUKUMaabHe Ynucao. Bumorn 040
BHKOHYIOTLCA, AKIIO KIHIEeBe IIPHHMaIbHe YUCIIO,
pospaxoBaHe i3 30 oaMHUNb, MeHLIe abo aopiBHwEe L1, y
BIACOTKAX, |1 XKOZEH IHAUBIAYaAbHUN BMICT ¥ J1030BaHIiA
OAVHALI He € MeHIIUM 33 (1 - L2x0,01)M i He ¢
OlrbwmM 3a (1 + LZx0,01)M. (L2=25,0).

PosyuHeHHA

Kpurtepiil HOpUHHATHOCTI Ha piBHi S1 MoBHHEH OYTH He
MeHe {Q + 5) % a4 xoxxHol 3 6 oAUHHMUb. AKILIO
OJepKaHl pe3y/IbTaTH He BIANOBIATE KPUTEPII
MIPUUHATHOCTI Ha piBHI S1, BUNIpOoOyBaHHHA
NPOACBKYHTL Ha piBHax 52 a6o S3.Q =75 %. Hac
DO3YUHEHHH 45 XB.

94,7 %

CynpoBlgHl AOMIIIKH

Ha xpomaTorpami BUIPOOOBYBAHOT O PO3YHHY:

- JOMIIUKH A, B, C: jionia nika KoxHol JOMIIIKH He Ma€
MEePeBUIYBaTH 0L OCHOBHOIO NNiKa HA
xpoMaTorpami posduHy nopisuadHg (1,0 %)

He AETCKTYETBbCH

- [IJIO1IA ITiKa 6yAb-9KO0I iIHI0T JOMILIKK He MaEg 0,10 %
nepepuniyBaty 0,4 0L OCHOBHOIO ITiKa HA
XpoMaTorpami posuuny nopisusaass (0,4 %);
- CyMa IJIOUL YCIX MIKIB, KPIM OCHOBHOIO IMiKa, He MaE 0,10 %
nepepulllyBaTu 3 IJIOL OCHOEHOTO NTiKa HA
XpoMarorpaMi po3uuHy nopiBHAHHSA (3,0 %).
KinbkicHe BU3HA4YeHHA BMicr C1oH19Cl,N3S-H,0 {(npaminekcoay 0,95 Mr
JHUTIAPOXJIOPHUAY MOHOTIApATY) B TabJeTUl MaE€ 6yTH
Bij 0,90 Mr g0 1,10 Mr, y iepepaxyHKy Ha CepejHI0
Macy TabJeTKH.
Mikpobiosoriyda 3ara/ibHe YHCA0 aepo0HUX MikpoopraHiamis (TAMC):
yyucToTa ** He Giapure 10° KYO/r. ;
3arajibHe YUCA0 APLKIKOBUX Ta [JIiceHEeBHX IpUOiB
(TYMC): He 6inbLie 10° KYO/T.
BigcyTHicTe Escherichia coli B 1 r mpenapary.
YInaxkoBKa [To 10 TabneTok y 6aicTepi; o 3 OJICTepH B Iavili Bignosigae
MapkKyBaHHSsI 3rifiHo 3 TEKCTOM MapKyBaHHA A0 P/I1 31 3MIHAMH Bianosigae
Tepmin npuAATHOCTI 3 pOKU o 11,2026 p.
* - KoHTposib AGHOTO TECTY MPOBOARTE A5l KOAKHOL 7470 CEPIl rOTOBOIO [Ipenapary y 38 13Ky 3 THM ST e KOHTPOSIIOH0TH B
HedacoBaHMX TabNEeTKaX KOKHOI cepll npenapaty.™™ - KOHTpoas 1aHoro TCCTY MPOBOAATE A KOZaRy %gﬁu CEMINRTOBOTO
npenapary y 38 A3KY 3 BLANOBLIHICTHO BHpoOHuuTEa [JI3 sruvoram HBIT (GMP). e ) Dq?;@
_3 *\0 at ) 50'
3.0 OE
BucHoBOK:  [[PAMITNIEKCOJI [C, Ta6neTku o 1 Mr Ne30 (10*3) y 6aicTepax B M2 (o wﬂiﬂ.ﬂ%‘?} "
B1ITTOBLAA€ BUMOIaM MK 31 3mivamni Nel-3 g0 p/m UA/15526/01 \z;;- ¢ w1;1641'11 ﬁ‘:
2 ‘«i’%b?ﬂ cuﬂﬂg‘f;h
OJQQ-O*“ o

3agapa npo ceprudirkamio:  L{um g 3acBiauyvio, Lo Hare1eHa BMLIE iH(OPMALis € TOCTOBIPHOKD Ta TOYHOIO.

Hio cepilo mpoayxuii 0va0 BupobneHO (BKIOYAIOUH TAKYBAHHSA | MapKVBaHHs) Ta MPOBEIEHO KOHTPOIb 11 AKOCTI Ha
BIlIlE3a3HaueHlil AITBHHLI ¥ TOBHIA BIAMOBIAHOCTI 3 Bumoramu GMP, BCTaHOBIEHHMM pPEry.isTOPHHM OPraHoM
Vkpaiun, a Takox BLANOBIMHO A0 creurdixailiifi. o MICTIThCS Y peecTpallliiHoMy A0cke. TlpoTokoan spoOHNLTEA.

MakyBaHHA Ta aHali3iB OYJI0 NepersgHyTe Ta BCTAHOBICHO BIANOBIAHICTE GMP.
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