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Jliuensia Ha pupoSuuuTBO siKkapchrux 3acobin Cepis AB Ne 598079 3 14.02.2014 POKY
Ceprndixar Ha cuctremy ynpasninas axicrio JCTY 18O 9001:2015 Ne UA.MQ.026-087-21

Ceinourso [epwannol coryxOu Vipainm 2 nikapeskux 3acofis ra KOHTPOIo 33 HaproTurkamu Ne 551 nipo arecraiiio naGoparopit BKS
Bi7 31.10.2023 p.

Ceprugixar cepii No 26

DoricBa KHCI0TA, TabaeTku 0o 5 mr Ne 50 y konTeiinepi

Kpaina sHpoOHHK YKpaina

Homep peecTpallliiHoOro nocBiiyeHHs Ta Horo TepMiH il P. Ne UA/4380/01/02 TepMin Kii 6€3CTPOKOBO
Cuna Ril/axTHBHICTh: OfHa TabaeTka MiCTHTL - KMcoTa donicsa y nepepaxysanni a 100 % DEYOBUHY - 5.0 mr
Howmep cepii 91123

Kinpxicts mpoayxuil B cepil (vo., uT. 1a id. ) 31564 vyn

Jlata supoOruuTBa 29.11.2023 poky

JlaTa 3aKiHYEeHHS TEPMIHY OPUIATHOCTI 10 11.2026 poky

Hazpa nqimpruul TIpAT «Texdonor»
Aapeca puisannl TIpAT «Texuosory. 20300 Yepraceka 061.. M. Ymaup By, Crapa npopizsa, §
Ceprudikar gingnosigrocti GMP _064/2021/GMP 510 03.09.2024 poky

PESYJABTATHU BUITPOGYBAHD

No . : ’ ;
g ITokasHuKu AKOCTI BMMOrd BOpMaTUBHOT XOKYMEH TR T Merox KOHTPOJIO PesyabTaTtn
Onnowaposl tabietku xpyrioi dopmu, Bin
KOBTOTO JIO TEMHO-XOBTOI'O KOJILOPY, BEPXHA BisyansHuil. 3a
Ta HIDKHSA NOBEPXHI SKUX ITUIOCK], Kpal CKOWIeH]. | 30BHILUHIM BUIVISIOM ; .
1. Onuc . T | o | . : Bixnosinae
Ha nosepxH! tabneTky NONYyCKArOThCH HE3HAYHI MalOTh BIAIIOBIAATH
BKpamyieHds. Ha poznami nig Aynoro BHAHO Bumoram JJPVY
BIJIHOCHQ OJIHOPIAHY CTPYKTYPY.
A. Peakiis 3 pO3YuHOM Kaniio nepManeananty B s
p , P 4 AbcopbuiitHa
nprcyTHOCT! 0,7 M pozuuny xucnomu - - :
| ) CHEKTPOOTOMETPIA B
XNOPUCHIOGCOOHEGO! 3 NONABAHHAM PO3YUNY GOOHIO ; iy o : :
o : & yILTPadIoNeTOBIM 1 Bixnosinae
neporxcudy. B YO-cpiTnl 3a JOBXHUHM XBUII 365 o
| : ~ | ) BHIAUMIM 00nacTax
HM CIIOCTEPITaEThes OIAKUTHA (IyOopecHeHUls
: (JIDVY, 2.2.25)
o (kucaoTa Goniesa)
2. Inenrudixagis _ -
B. Ha xpomatorpami eunpoOOBYBaHOI0O
po3uuny, (po3air «KibpKiCHE BH3HAYEHHD?) TP
qyac YTPUMYBaHHS OCHOBHOI'O NIKa Mac : , :
| ac yIpHuMy XpoMarorpadis Binnosinac
BIXTIOBIAATH 4acy YTPHMYBaHHS OCHOBHOIO (IDY. 2.2.29)
[1Ka Ha XpoMaTorpaMi po3uyMHY NOPIBHAHHA
I xucnotu Gonenol
3. Cepenns maca 100,0 Mr 45,0 % PV, 2.9.5 100,8 Mr
He 6inpiue 1bx 2 13 20 Ta0NETOK MOXYTH
BIAXMIATHUCS BiJl CEPEeHBOT MACH Ha BENMYHUHY, ] BUTpHMYIOT
B o nepesuye 7,5 %. Ilpy upboMy KonHa HDPY,2.9.5 139 %
4. OanopinHicTh MacH L e P s - 1,39 %
| IHOVBIAyaIbHA Maca He Ma€ BIAXMAATHCS Bl - 1.89 %
CEpenHLOl MAacH Ha BEJIMYHHY, e ¢
10 nepesunuye +15%
5. Po3nmapauns He Ginpime 15 xB Z[(I);Y a.?m%lﬁ I xB.
CynpoBiagi he
POMITTER ue Ginbie 0,5 % " _.;{\ He sugBieHo
4-aminobeHsoiita <)
{0 %
6 KHCJI0TA é&_
' N-(4-aminoGenso.)- 5
L-raroramigoga He Ounpine 1,0 % I ;; 0,2 %
KcrioTa i
: b 0
p.a!j*&la ﬁo RSO K He dinpwe 2,0 % 0,2 %
j £ CryriHb PO3YHHEHHS KHCITOTH POJIEROT, AKa
epeiiIa y po3uuH 3 BUNpoObOoByBaHUX
A030BAHMX OAMHULL yepes 45 x8 Ha piBHL S; (6
OIUHMUEG) Mae OyTu He MeHe Q + 5 % mns ooV, 2.9.3 93,7 % - 98,3
KOMCHOT OJIWHHII. KLU0 HE BUKOHYIOTBECH PiauHHa %
BHMOTH PIBHA S{, TO CTYNIHb PO3UNHEHHS xpoma'rorpadnﬂ
KUCHOTH QOIEBOT, AKa nepeliliia Y pO3uHH ¥ 3 (JIPY, 2.2.29)
BUIIPOOOBYBAHWX H030BaHUX OAHWHHMIL Yepes
45 xg wa pirxi S2 (6 0ZVHUUL), CEPENIRE
sHayeHHs i3 12 onuHuus (S -+ Sp)Mae




.................

A0opiBHIOBaTH ad0 byTH Oumbue Q 1 Hemae Gyru
KOAHOT OJMHKLI 31 CTYTICHEM PO3UKHEHHS
Merwe Q-15 %.

JAKII0 onepxKan! PE3VILTATH HE BIAMTORIAAIOTH
PIBHSAM S| 1a S2 BUNPOOYBAHHS NMPOIOBIKYIOTE
A0 pisHg S;. Ha pienl Sz (12 oannuie), cepeiHe
3HavYeHHA 13 24 omuBaulk (S + S + S;3) Mae
nopieHrosaTh abo 6yru Ginswe Q 1 ve Ginpiue 2
OJIUHALL MOXXYTh MaTH CTYIIHbL PO3UHHEHHSA
Merwe Q-15 %, 1 Hemac KoIH01 OAWHHMUI 31
CTYTIEHEM po3yuHeHHs Menme Q-25 %. Q — ue
CTYIIHb POSYHHCHHA HIFOYOT PEYOBHHH, LU0
CTAHOBMTH HE MeHILE 75 % BIA HOMIHANIBHOIO
BMICTY Ta0NETKHK.

Jns nepwiux 10 rabnetox npuiiMansie YUcno
Mae OyTu meHiue abo popisHioBati 15.0
(AV <15.0). Axino AV > 15.0, BunpoSoByBaHHIO

ninnarTs Hactynni 20 tabnerok. Kinuene

" 5 _ DY, 2.9.40,
8 OaHOpIAHICTE NpUHMAansHe YHUCHo, po3paxorane 13 30 TableTox, ¥ — 44
' HO30BAHMX ONMHHIL | Maec OyTy MeHIue abo aopigHioRat 15.0 (AV < anarimﬁ ’
15.0) 1 0488 IHAMBIAYANBHKE BMICT v TabneTui |
Mae OYTH HEe MEeHW KM 3a 3HadeuHs (1 ~25.0 x
0.01M, 1 He BLNBLILIMM 32 3HAYEHHS
(1+25.0x0.0DM
Kpurepli npulHATHOCTI:
3aranbHe YUCNO aepobHHX MIKPOOPTAHI3MIB
9 Mixpobiosoritina (TAMC): ge 6inpuwe 107 KYO/T. NPV, 2.6.12; 2.6.13 o —
' YHCTOTA™ 3aralibHe YMCHo APIKIDKOBUX TA TUTICCHEBUX Posmin 5.1.4 :
. R PO 5 Binnosipae
rpubis (TYMC): we 6inse 10- KYO/r. g :
; ; _ i . Bianosiaae
BipcyTHicte Escherichia coli | 1
Bumict CisHioN70s (xncnotn donieroi) Mae
. | 6}{71’1: Piaynna | 512 mr
Kiaskicue - na momenn gunyerky: Big 4,75 Mr no 5,25 mr, y XpomaTrorpadis
10, BU3HAYEHHS fiepepaxyBaHHl Ha CepeIHIO Macy TabJIeTKU; (J1DY, 2.2.29)
-~ BPOMA2OM MePpMIHy 30epicanis’ MeTtonuka pipmu
Bin 4,50 Mr 10 5,25 Mr, y nepepaxyBaHHi Ha BHpoOHUKa -
CepeHIO Macy TabneTky
11 3a po3ainoM «Y nakoBKay MKCST RinrOE]
g ; Binnosina€
# T MKSI PTT Ne UA/4380/01/02
| Ne UA/4380/01/02 Ta 3aTBEPIKEHOTO ; ,
12. MapkyBaHHs Texct mapkyBanss o PII Ne U PA Binnoeinae

OPUTIHAT-MAKETY
* KOHTPONb NPOBOAUTECS BUGIPKOBO: NEpUly Ta KOKHY I Ty HACTYIHY cepil.
Komerrrapi: 36epiraTu B opurinaibHil ynakoBui npy Temnepatypl ve suie 25 °C.

BHCHOBOK: 3aziauena cepis npodyruii_®onicea kucnoma, mabpemxy 5 M2 Ne 50 v Konmegnepr gionoeioac sumozay MK
TI3P. No UA/4380/01/02 6io 22.02.2021 poxy ma 3smini ¢io 29.03.2021 poxy.
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