L

©.08-18

MpuparHe akuioHepre TosapucTeo "TEXHONOM

eyn. Ctaps npopiana, &

fpyna $apMauesTHUHUX KoMNaHik

4. ¥YMaus, Yepxackkoi obn.
20300, Yrpaiva

Jliuensia na BUPOBHHITEO Nikapcrknx 3ace6is Cepia AB Ne 598079 2 14.02.2014 pory
Cepruirar xa cuctemy ynpasainng sxicro JICTY 1SO 9001:2015 MNe UA.MQ.026-087-2
Caizourso Jepxasnol cayxOun Yxpaiku 3 aixapesiux 3acobin Ne 119 npo arectanito naboparopii BKA sia 20.06.2012 p.

Kpaina Bupobuux
Howmep peecTpauiiiHoro mocBifueHHs Ta foro TepMin Al

Ceprudikar cepii Ne 1

ten.: (04744) 4.03-02
(04744) 4-03-01
(0474£) 4-03-09

haxe: {04744) 4-41-48

NPYAMENLHA

Bipain 36yTy

Amiioaunin, Tabaerku no S mr Ne 30 (10x3) y 6uricrepax

VkpaiHa

ynoeHosaweHs ncoba
BiAAin s hepmaroHarnagy

P. Ne UA/1427/01/01 tepMin mii 6e3CTROKOBO

Crna gii/akraedicts: | TableTka MICTHTE: aMIQNUILIHY GECIIIAT V TEpeDNaXVRaHH] Ha aMIONHIIH — 5.0 Mr

Howmep cepil
KinskicTs mpomyKuii B cepii (ym.. 1ot Ta in. )
Hata BupoOBHLTBE
Hara 3axingeHHs TepMIHY NPHIATHOCTI

10223/30

13076 vi

15.02.2023 poky

1o 02.2026 poky

Hazga ainerud IIpAT «Texuonaor»
Anpeca ginbanni TIpAT «Texnonory, 20300 Yepraceka o6, M. YVMaus gys. Crapa npopizua. §
Ceptudixar signosiznocti GMP _064/202 1/GMP 1o 03.09.2024 poky

PEIYJIBTATH BHHHPOEYBAHB

j:,:] IloxasHuKH SKOCTI BuMoru HOpMaTHBHA NOKYMEHTaLis Merom KOHTpoONI0 PesyanLTaTh
Onnomaposi T1adneTku xpyriol gopmu dinoro abo Bizyanpuuit. 3a
L Onme Ginore 3 GrakUTHUM Bi)ITincoM KONLOPY, BEPXHA T2 30BHiLL!Hi1§J BHIIAA0M Pianonine
HIDKHS NIOBEPXHS SKuX onyini . Ha poznami nix mynomo MAKOTh BIAMNOBIATH
BHIHO BiTHOCHO OTHOPIIHY CTPYKTYDY gaMorav 10V
A. Y{-cniekTp TOTIMHAHHA BHIPOOYBAHOTO POYMHY, Abeoplriiea .
TOPUTOTOBAHOIO [T KLIBKICHOIO BH3HAYEHHS, B 06nacTi cneKTpec];)fJTomeT['}ix.
Bix 230 #M mo 300 HM AOBHHEH MaTH MaKkCHMYM 34 = y}IBTpi?igJIOJICTOBlM 1 239 aM
JoRxHEH XBum (239+£2) uM B GORPTR
{19V, 22.25)
B. Ha xpomarorpami Bunpobysanoro posuuny (b),
olepxaHilt IpY BUSHAYEHHE]I CYNIPOBIAHUX AOMILIOK, Yac Pinunna
2, Inenrudixauin YTPHUMYBaHHS NiKa aMJIOUIIIHY Mac BIONIOBifaTy yacy xpoMarorpadia Bianorizae
YTpHMYBAaHHs [iKa aMIIOIMIIHY Ha XpoMmarorpagi (IDV,2.2.29)
pPO3YHHY NOPIBHARHA {€)
C. bapsnuk Innurokapumin (E132). Ha xpomarorpami
BHIPOOYB2HOTO PO3YHHY MaE BHSBIATHCA OCHOBHA MIsMa ‘ToHkoaposa
GJIaKHMTHOTO KOJILOPY Ha PIBHI OCHOBHOT IULIMH Ha xpomatorpapia Bianosizae
XpOMATOrpaMi po34HHY IIOPIBHAHHA, BIANOBINHA Ti 32 (A®V,2227)
3a0apBIeHHAM
3. Cepenns maca 150 Mr+=5 % JBVY,2.9.5 151 mr
He 6inbie mix 2 i3 20 Tabnetok MOXYTH BIIXMIATHCH Bil
cepenHbOl MacH Ha BEIHYUHY, HI0 epeBHuye £ 7,5 %. BurprmyoTs
4, | OpuopigHicTs Macu IIpy oMy x0IHA THIMBINyalbHA Maca He Mae JDVY,2.9.5 - 1,86 %
BIIXMAATHCH Bil CEPEAHBOT MACH HA BEJHYHHY, 11O +2,73%
nepeppuve = 15 %
5. Crupanictb He 6inpnre 1 % JoV,2.9.7 0,10 %
6. Poznamanns He 6insuwe 15 x8 HOVY,29.1 4 xn.
Kpemniro pioxcnn
v KOJOTOH M He 6insure 3,0 % i (o 0,5 %
Gespoaunii
Ha astomenm eunycxy: He pusBiieHo
Homiwrxa D: e Oinprue 0.3 %:; He BusaBneso
THomiuica A: ue 6insme 0.15 %; ™, He BusBNeHO
Homiuxa E, F: 113 koxnoi goMinrky He Gixbime 0.15 %; "He BHSBIEHO
Hecneyughixocani Qomiuacu: He 61apme 0.10 %; \ = 50,03 %
8 Cynposizni Cyma dominior: Be 6inbine 0.8 %
) AOMILIKH: Hpomazom mepminy npuoamuocmi:

Homiwixa D: we 6inee 0.3 %,;
Homiwra A: ve 6insme 0.15 %;
Homiwxa E, F: pns koxsol goMituxy He Gineie 0.15 %;
Hecneyugpixosani domiwru: He 6inpue 0.20 %;
Cyma domiwor: Be dutpie 1.5 %

[P @ 4FLE 5, ﬁ{ ..




Crynine po3uHHeHHS aMA0ARNIHY, AKull Mepeiimos y
PO3YMH 3 BHOPOOOBYBAHUX  HO30BEHHX OAHWHHIL
yepes 15 xB. Ha piswi S; (6 ommmiue) vae OvTu He
neHwe Q + 5% ang KOKHOT oaMHHLG abo cTynigs
POSHMHEHHS aMIOIWNIHY, SKAH Hepeliliios v PO3UHHY 3
BHIPOOOBYBAHHX A020BANMX OIMHHLE Yepes 15 XB. Ha
pieni S; (6 ozuANUE), cepeaHe 3RaUeHHA i3 12 oOMHEIE
(S1+ Sz) mae mopirmoparu abo Ovru Oidwiue Q 1 Hemae
6yTH KOAHOT ONKHHULI 31 CTYACHEM PO3IYHHEHHS MeHUIe
Q~15 %, abo, SiGU0 OASPKAHI PE3VIILTATH HE ooV, 2.9.3

BIANOBIZAKOTE PIBHIM Sy T2 So BHOPOOYBAHHS
MPORORKYIOTH 10 piBHA Ss.

Ha pisni S5 (12 ofpHuIB), cepenHe sHaYeHHN 13 24
ofHHEULE (S; + Sz + S3) mae nopigmropatd abo Oyru
Ginsure Q 1 me Ginbiue 2 OAHHALDL MOXKYTh MAaTH CTYIHHL
posunHerss MeHme Q-15 %, 1 Hemae woanol OJHHHII 31
CTYTIeHEM PO3uMHCHHS MeHmie Q-25 %.

Q - U€ CTYTHHE PO3YMHEHHS AII0U0] PEROBHHH, 1O
CTAHOBHTE He MeHine 80 % Bix HOMIHALHOTO BMICTY
TalAeTKH.

102,3 % - 1043
| %
9. Po3unHeHHSA

Jins mepurux 10 tadrerok npuiivaisHe 4ucio Mae OyTH
smenme abo gopismmosatu 15,0 (AV < 15,0). Jxmo
AV > 15,0, sunpoboByBanHIO MiIAar0Th HacTyki 20

OasopinicTh tabneTok. Kiniese npuiiMansie 9HCIo, pospaxosate i3 30

[030BAHHX ONMEHIL | Tabnerok, Mac 6yTH MeHe abo mopieniosatu 15,0 (AV <

15,0) i xozen inappinyansHuii BmicT v Tabnerim Mac 6yTH

He MenuaM 3a sHavennst (1 - 25,0 x 0,01)M, 1 He 6L1b1okM

3a 3HageHHs (1+ 25,0 x 0,01)A

ooy, 2.9.46,
Memod npamvozo

16. SUFHAYEHHI 4.0

3aranpHe uncio aepobuux mikpoopranmizmis (TAMC): OV 1.4, 2.6.12;
| ; 3 He Ginsme 10° KVO/r. 2.6.13, posain 5.1.4. Meume 100
Mixpofionoriyna 3 N { ; M 20
roira® AranbHe YHCHO APLKIAOBHX Ta MTICEHEBHX rprbie Menuze 2
B (TYMC): ue diaeme 107 KVO/r. He BusIBIEHO
Biacyraicte Escherichia colip 1 r**

11.

Buict CaoHasCiNROs (avmomnniny) y Tadnetui mae

OyTH: AGcopbuitina

o DR = M ) cnexTpodoTOMETPiA c F
Kinsxicre - HG MOMEHM GUNYCKY: BIJL 475 mrao 525 mr, ¥ 5 yabTpadionerosil i 5,03 mr
BH3HAYCHHS TiepepaxyBaHui Ha CepENHI0 Macy TableTKy; "
; : ; BHANMIN 00NacTix

- npomazom mepminy 36epizanns: BiL4.5 Mr 10 525 MT, ¥ (IDY, 2.2.25)

DEpepaxyRanii Ha CepesiHi0 Macy TA0NCTKH P
13. Ynaxoeka 3a posninom «Vnakoskay MK PIT Ne UA/1427/01/01 MK Binmosifac
14. Mapxysanns Texer mapkysanns go PIT Ne UA/1427/G1/01 Ta 3aTBepIPKEHOTO OPHIiHAM MAKeTy Binmosizae

* KoHTpO/Ib IPOBOARTECS BUGIPKOBO: FEPILY T KOXKHY [T ATY HACTYIIHY cepil.

% MeTonMKa PUNATHA Al BHSBIREHHA CTiliKoi Mikpoditopy.

Komerrapi: 36epiratu B opariBamsHill ynakosni mpH Temmeparypi He zunte 30 °C.
BHCHOBOK: 3a3H@YeHa cepia npodykuii Amnodunin, mabnemxu no 5 e Ne 30 (10x3) p gricniepax siongeioae eumozas
MK JI3 P. No UA/1427/01/01 gid 28.05.2019 poky ma 3mini ¢io 21.04.2021 poxy.

12.

FIpHBATHE 2AUIOHEPHE TORAPNCTED g J 7 K;ﬂ;‘ Q&/, e
Hauansauk BKA STEAHORO™ A el Ipuna OPUYEHKO g f g o
Sgﬂﬂlﬂ K{}HWGQ?‘Q { riarme) {nata)
FROCT

«Lliv 7 3acEj VIO MaBSnena srnle iHGopMania € Z0CTOBIPHOW T2 Tounoi. Lo cepiro npoaykuii Gyno Bupobaero (BRIOYAHK
“Fa AROBEIEH0 KOHTPOIB i AKOCTI Ha EMiesa3HaueHii AinbHuLi y MOBHIH Binnosignocti 3 paMoramu GMP,
{{OpHIIM OPra’oM, a TakoK BIIIOBIIAO 70 cremuixali#, mo MICTATLCH ¥ peecTpaliiiHoMy HOCBE.
k9 Ta ananisis YN0 NEPErTARYTO Ta BCTAHOBIIEHO BiANOBIIHICTE GMP».
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