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TOBAPHUCTEBO 3 JOIATKOBOIO BIIATOBIIJAJIBHICTIO «IHTEPXIM»

T1B « I HTEPXIM»

Yikpaina. 65080. Oxecwka 001.. Mm.Oneca. Jlioctnopdebra nopora, oy 86
Ten. (048) 7772950, ¢axe (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

CeprudikaTt gxocti Ne 276

Hasga Jikapcebkoro 3acooy
Jlikapcbka popma, 103yBaHHS

PeccTpauiiine nmocBituenHs

BiA 14.12.2023 poky

AJIKOJE3® IC

TadaeTrku mo 0,5 r

UA/12717/01/01 3i 11€ 10 P.

Jlinen3sis

Micue npoBasKeHHS TiIJILHOCTI

Ceprudgikar GMP

Homep cepii

Po3mip cepii

dara BupoOHHITBA

AHAaJII3 NPOBe/IeHO0 3TiTHO 3

IMIHAMH

BupoouuuTBo JdikapcbKux 3aco0iB cepist AE Ne295499 gig
20.02.15 p., 65080, Oxecbka 061acTh, M. Oneca, JlocTaopdepka

nopora, 6ya.86

024/2023/GMP nie no 23.12.2025 p.
2761223
10 598 nakos Neq
11.12.23  p.

MKH 31 sminamu Nel-6 1o p/m UA/127

65025, m. Oneca, 21-ii kM CtapoxkuiBebkoi goporu, 40-A

17/01/01

HailimenyBaHus

Bumorn MK

PesyabTarn

INOKA3HHKIB BHIPOOOBYBAHb
1 2 3
Onuc TabseTkn 6isoro abo 6is10r0 3 KpeMyBaTuM BigTiHkOoM | Ta6JIeTKH GijOTO 3

KOJIbOPY, MJIOCKOLIMUIIHAPUYIHOI popMH, 3 pacKoro Ta KpeMyBaTHM BIATIHKOM

PHUCKOI. Ha moBepxHI 0HOr0 3 O0KIB TabJieTKU KOJbOPY,

HaHECeHHH TOBapHHUH 3HAK NiANpHEMCTBA. MJIOCKOLMJIIHAPUYHOI
bopmu, 3 packoro Ta
pHUCKOr. Ha noBepxHi
OJIHOTO 3 OOKIB TabJIeTKHU
HaHEeCeHU! TOBAPHUM 3HAK
MIANIPUEMCTBA

[nenTHOiKaLidA A. YnprpadioieTOBUI CIIEKTP MOTJIMHAHHSA PO3YMHY A max = 290 um

npenapary, 0JepKaHoro AJid KiJIbKiCHOTO BU3HA4YeHHs,
B obJsiacTi Big 240 HM 10 340 HM NOBUHEH MaTH
MaKCHUMYM 3a LOBXHMHHU XBUJII 291 HM.

B. Ha xpomaTorpami BUnpo60oByBaHOr0 pO34MHY
MOBHHHA OYTH OCHOBHA IJIsiMa Ha PiBHI 0CHOBHOI
IJIAMH Ha XpOMaTOrpaMl pO34YUHY NOPIBHSAHHS,
BIAIOBiAHA 1M 32 p03MipOM Ta iIHTEHCHUBHICTIO.
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OJHOpIAHICTD [TpuiimanbsHe yuchao (AV) ang nepuux 10 ofMHULB
N030BaHUX OJITHHUIb * NOBHHHe OyTH MeHIIe abo gopiBHOBaTH L1 (15,0).
Ao npuiManbHe 4Kc/io 6isiblie L1, BUTIpOOYBAHHIO
OiAJarTh HACTYNHI 20 OAUHULL | 004K CIIITH
npuiManbHe 4Hcao0. Bumorn O[O0 BHKOHYIOTBCS, AKIILO
KIHLIeBe IpUUMaJibHe Y1 CJ10, po3paxoBaHe 13 30
OJMHUILb, MeHIIIe abo aopiBHIOE L1 i Ko/leH
IHAYWBiAYaJIBHUU BMICT ¥ 030BaHIA OAUHHULI He €
MeHIIMM 3a 2 (1-L2x0,01)M i He 6isibiimm 3a (1 +
LL.2x0,01)M npu 064K C/IeHH] IPpUKMMaJbHOI0 YUCIa
(L2=25,0).

Po34MHeHHS Kpurepiii npuHHATHOCTI Ha piBHL S1 noBrHEH OyTH He | 83,3 %
meHire (Q +5) % AJig KOXKHOI 3 6 OJAMHHUL. AKIIO
oJiep:KaHl pe3yabTaTH He BiANOBIJAI0TE KPUTEPIIO
NPpUHHATHOCTI Ha piBHi S1, BUNIpoOyBaHHA ?
| NPOAOBXKYIOTh Ha piBHAX S2 ab0 S3. Q =75 %. Hac
po3yuHeHHs 60 XB.

CynpoBiHI AOMILIKH Ha xpomaTtorpamMi Bunipo00ByBaHOTO PO3YUHY CyMa Menie 1,0 %
IJIONL YCIX MIKIB, KPIM OCHOBHOTO, HE MaE€
MepeBUIYBATH IIJIOLLY OCHOBHOTO MIKY Ha

; xpoMaTorpami posumHy nopisHaHHA (1,0 %)

[siyTamMiHOBa KUCJI0TA He 6inbie 1 % 10,24 %

KifbKicHe BU3Ha4YeHHSA Bmict CgH;1NO5:CsH;NO5 [MET&,&OE’EHH}W] B Ta0JIeTIi 10,503 T
mae 0yTH Big 0,475 r 70 0,525 1, y nepepaxyHKy Ha
Cepe/iHI0 Macy TabJIeTKH.

MikpoOioJsorigHa [IlpenapaT Ha/IeKUTb /10 HEBOAHHUX HeCTEPHU/IbHUX
yucrora ** JIIKapCbKHMX 3ac00iB /114 0paJibHOr0 3aCTOCYBaHHI.
3arajbHe 4KCcI0 aepobHux Mikpoopraniamis (TAMC):
KpUTepii npuitHaTHocTi - 10° KYO/r.

- 3ara/ibHe YHCJIO0 APLK/KOBHX T njiceHeBUX IpubiB

(TYMC): kpuTepiii npuitaATHOCTI - 10% KYO/T.
e Y

| BigcytuicTh Escherichia coli B 1 r mpenapary. |
[lakvBaHHA [To 4 TabsieTku y 6JicTepi; o 1 OuicTepy y nadiil. BiznmoBizgae
EMEEJI{}FBHHHH 3rigHO 3 TEKCTOM MapKyBaHHSA Bignosigae
TepMiH IPUAATHOCTI 3 POKH Ho 01.2027 p.

* - KOHTPOITb 1aHOTO TECTY MPOBOAAThL 4151 KOKHOI M STOT cepil TOTOBOTO Npenapary y 3B A3Ky 3 THM. IO LIEH TECT KOHTPOIIOOTE B |
HedacoBaHHx Tab1eTKax KOKHOI cepii mpenapary. *# - KOHTPOIb JaHOTO TECTY MPOBOATH IS KOKHOT 11 ATOI cepli npenaparty v
3B 43Ky 3 BianosianicTio BupodHuuTsa [JI3 sumoram HBIT (GMP).

BucHoBok:  AJIKO/ZIE3® IC, TabneTxku mo 0,5 r Ne4 (4*1) y 6aicrepi y maqui cepii 2761223
B11MOBiJa€ BUMOTam MEKS 31 3minanmu Nel-6 o p/m UA/12717/01/01

3asia mpo ceprudikaumio: LM 5 3acBinuy1o0, WO HaBEICHA BHLLE 1HDOPMALLIA € JOCTOBIPHOIO Ta TOYHORO.

[[io0 cepito mpoayKuii 0y10 BHPOOIEHO (BKIIOHAIOUH [AKYBAHHA | MAapKVBaHHs) Ta TMPOBEICHO KOHTPOIb 1I SIKOCT1 Ha
BHIe3a3HaueHili JiaIpHHLI vy noBHill BigmosianocTti 3 BiMoramu GMP, BCTaHOBACHUMH PETYAATOPHHM OPraHOM
VikpalHH, 4 Tako:k BiAnoBiaHo 10 cmeundixauiif. 110 MICTATBCA ¥ PeECTPalliiiHOMY 10CBHE. [TpoTokoa1 BUPOOHULTBA.
MaKkyBaHHs Ta aHaTi3iB OyJI0 MeperisHyTo Ta BCTaHOBIeHO BianosiaHicTs GMP.
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