®-08-16
MNpusarye axiionepHe Toeapucteo "TEXHONO™

syn. Crapa npopisdz, '8 ven. (04744) 4-03-02  npuimanbHs
oy GApMALEETHHitK KoMTaRIT M. YMaH::, Hg;pxacaxos obn. (04744) 4-03-01  ynosHosaxeHa ocoba
20300, Yxpaina {04744) 4-03-09  sipain 3 hapmakoHarnay
paxe: (04744) 4-41-49  sigpin sByry

Hiucﬂsis_i Ha BUPOOHHUTBO Jixapcekyix 3acobis Cepist AB Ne 598079 3 14.02.2014 poxy

CemebmaT Ha CHCTEMY vopapainus sxictio JCTY 1SO 9001:2015 Ne UA.MQ.026-087-21

Cainourso Jepxasnol ciyxibn Ykpainn 3 Alkapesknx 3aco0is Ta KOHTPO:10 38 HapkoTHkamu Ne 551 mpo arecraniio saGoparopii BKS
Bix 31.10.2023 p.

Ceprudikar cepii Ne 1
KIHEHNPOH, xancyau teepai mo 150 mr Ne 21 (7x3) v Gaicrepax
Kpaina BipoGHUK YKpaiua
Howmep peectpaliiiHOro NOCBiIYenHs Ta #oro TepMid aiif P. Ne 1UUA/18908/01/02 no 18.08.2026 poxy
Cuna nii/axTupHicTb: 1 Kancyha MicTute: nperadanig 150,0 mr

Howmep cepif 10924/21
Kinexicre npomykiudi B cepil (yir. Wr. 18 iy, ) 874 yn

Hara BupoOHHITRE, 16.09.2024 poky
Hdara 3axinyeHHds TepMidy npuraTHocTi 10 09.2027 poxy

Hassa ninpuumi _IIpAT «Texnonory
Anpeca pinpauui IpAT «Texuonor». 20300 Yepkachka 06acts, M. VMane, Byn. Crapa npopisHa,8
Ceprudixar sinnosinHocti GMP _098/2024/GMP sio 14.06.2027 poxy

PE3YJIBTATH BUNPOBYBAHD

Ne Noxasuuku .
w/n SKOCTI Bumory HOpMATHBHOT JOKYMeHTAIH MeTol KCHTPOIIO PesyasTaty
Teep/i KeNaTUHOB] KANCyy UuNiHApYHOT Gopmur 3
1 Onuc HEPO30PHM KOPITyCOM Gil0ro Koabopy Ta Henpo3opoxo {1.1 MKXO Birosixae
KPHUIZEYKOIO TIOMaPaHYEeBOTO KOJIbODY, AKI 3aMOBHEH! BisyansHuit.
nopomKoM 6inoro abo Matixe 6iOro KoNTLOPY.
InenTudikania: A. Ha xpomarorpami BUTpoGOBYBaHOTO PO3UUHY, m.2 MK
Hperabanin onepaHiil Ipu KibKICHOMY BH3HA4eHH], 4ac PinnnHa
yTpHMyBaHHSA KA npezabaniny Mac BIANOBINATH 4acy xpomarorpadis Binnosinae
2 yrpaMysanss nika C3 npeeaéaﬂiny Ha xpoMmaTorpami Iy, 2229
PO34UHY NOPIBHAHHA
B. Bunpo6oBysanuii po3quH, IPUrOTOBACHYH Y posni 12 MK4 ' )
«CynpoBiasi joMiurku», TpH fofaBanHi ] M posuuHy KOHBO;OB& peakuis Binnosinae
Hampiio 2idpoxcudy 3a0apBMOETECS y YEPBOHUH KOJIp.
3 | Cepenna maca 200 M 5,0 % 3 MK 200 Mr
BMICTY KancyJs DY 295
He 6inpuie 2 inguBizyansHux Mac BMicTy is 20 xancyn
. MOXKYTh BIIXMIATHCS Bl CepenHbol Macy BMICTY
OlIHOplll}{lC’rb KANCyJIM Ha BeJIMIURY, 110 nepepurye + 10,0 %. Ilpu .4 MK - 7,00 %
4 Mz:(c:nlzm?y LbOMY XKOIHA IHIMBIAYabHA Maca BMICTY KarCyJiu He OOV 29.5 +5,25%
ya Ma€ BiIXWILTTHCA Bi cepeaHpo] Mach BMICTY KafiCysin Ha
BeNUYMHy, Mo nepepuuye + 20,0 %
Cynp‘o BULH Jlomiwka npezabaniny naxman — e Ginbue 0,2 % %5 MK ge BHABIICHO
DOMILKH i . . . : o oDiBHHa € BUABNIEHO
5 ByOv-axa neidenmughixogana 0omiuika — He 6inpme 0,2 % | s i
Cyma écix dominiox — se binbue 0,5 %. y ﬂfmw Bizcytas
Jirst 6 xancyn CTyneHb PO3YUHEHHA npezabaniny qep$ ¥ 7 Fen :
15 XB TIOBUHHO BiATIOBiNaTH BUMOraM pisus S1: He meduief,, ...
Q + 5 % nnst koxHoT Kancyiu (Q = 80 %). s Vgg’?é’?@?ﬁ{ﬁ?’g
SIKINO HE BHKOHYIOTHCH BHMOIM PiBHA S1, rIpOﬂOBﬁ(yrdfé e iticauiiing
BunpoGysaHus Ha piBHi Sa. : c\ 20029017 4
CepelHe 3HAYeHHA CTYTIEHS PO3HHHEHHS npeeabaniny M| o~ g
12 xaricyn uepes 15 xB Ha pissi Sz (S)+ S2) mae \\:n, JEEN
fopismosaty abo Gyu Ginbie Q, i ue oRUKHO OyTH L é" 179, Pigs S
OIHOT KATICYJIH 31 CTYNIEHEM PO3UMHEHHS MEHIIE inuHHA or
6 PozunHenss on Y (?— 15 % 'p xpomaTorpadis 96,9 /ci% 103,3
SIKILO He BUKOHYIOTECS BUMOTH piBHiB S 1 S2, TO oy, 2.2.29
POIOBKYIOTE BUpOOYBAHHA Ha pieni S;. CepenHe
SHAYEHHS CTYCHS POSYHHEHHS npezabaniny I
24 xancyn uepes 15 xB Ha pisHi S3 {S1+S2+Ss3) Mae
nopiBHIOBaTH 260 GyTH Ginbue Q, i He Ginplue 2 Kancys
MOXYTh MaTH CTYTliHb DO3YMHEHHA MERUIC Q—15%,
i HE TIOBUHHO GyTH XOAHOT KANCYId 31 CTYNEHeM
posuupeHns Menme Q —25 %
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- 3araipHe Yncio aepobuux Mikpoopraismis (TAMC):

‘ o 10° KYO/r; 7 MKS Menze 100
7 Mmpo6zonorgqaa - 3arajibHe YHCNO APHKIDKOBUX Ta ILAICEHEBUX rpubiB IOV, 2.6.12 1a
HHCTOTA™* (TYMC): 10 KVO/r; 2.6.13 };Ogum 514 Mene 20
- Okpemi Buay MiKpooprauismie: BiacyTHicTs ’ o
Escherichia colis 1 1 He Busineno

st nepuinx 10 xancyn npuiimansye gucno (AV) Mae
SyTn menue abo gopismosaty 15,0 %.

OnmopinaicTs Sikuto AV. Suteie 15,0, TO BHHpOGyVBaHH}O NiInarTs 1. 8§ MK
8 030BAHNX Hactyndi 20 xancyn. Kinuere npulimansae 4ucno, JADY, 2.9.40 77 o
oxmxmma‘; pospaxosane i3 30 xancyn, Mae GyTy MeHIe abo PEM =0
nopisHoBatH 15,0 % i sxones inaueinyansuuit Bmict
xancynm mae 0yru ve MenwuM 3a (1-25,0 x 0,0 DM i re
G 3a (1+25,0 x 0,01)M
. . - . . 9 MK
Kinnxiche Buicr npeeaéfzrzzn) (1;3 onuil Karoxcym Mag ByTH Pimsa 102 %
9 Bix 95 % no 105 % .
BH3HAYCHHS . . xpomarorpadis 153,0 Mr
(Bin 142,5 mr o 157,5 mr) DY, 2.2.20
10 Ynaxoska 3a pospinoM «¥Ynaxoskay MK PIT Ne UA/18908/01/02 MK Bignmosinae
1 Mapxyeanss Texer mapiysanss go PII Ne UA/18908/01/02 ta 3aTBEpIKeHOro Binnosixae

OpHIiHAI-MaKeTY

*TecT pyTHHO HE IPOBOAUTHCA. KOHTPOIIOETHCS KOXKHA lecsTa cepis.
** KoHTpous DPOBORNTHCS BHOIPKOBO: NEPIIY Ta KOXKHY II'4TY HACTYIHY cepii.
Komenrapi: 30epiratu npu TeMnepaTypi He suuie 25 C.

Bucrnoeox. zaznavena cepis npodvruii KIHEHPOH, kancyu meepdi no 150 mz No 21 (7x3) v Gricmepax gionogidac

eumozam MK JI3 P. Ne UA/18908/01/02 ¢id 18.08.2021 poxy ma 3minay eid 25.02.2023 poxy, 6id 28.11.2023 poky ma 3mini
6i0 21.08.2024 poxky.

Miproatige arionepne To8aPUCTES L - /}/ /
Havanmsaux BKA CTEXHGHROM o7 5'((,/ // Ipusa IOPUEHKO (/» d g /j
BIOAN KOHTPONO (mianme) (,mra)
AKOCT!

3asaga npo cepmcbmauuo.
«11pM 5 3aCBimuyI0, 0 HaBEEHa BHIIE iHbOpMALIS € XOCTOBIPHOK Ta Tousoko. Lo cepiio npomykuii 6yn0 BUpoGIeHo
(BKITFOUArOYH HaKyBaHHﬂ/MapKyBaHHﬁ) Ta TIPOBEIEHO KOHTPON il AKOCTI Ha BUIIe3azHAYeH M AUThHUL] y NOBHIA BiINOBIXHOCTI 3
sumoraMu GMP, B¢ 'cueBnM DPErYISTOPHAM OPTaHoM, a TAKOX BIINOBIZHO A0 crienpdikaniil, mo MICTATECS Y

‘/) (nianudc) {aara)

peecTpanifiHoMy OGHUIITEA, NAKYBAHHS T4 aHANI3IB 6YJI0 NEPEIVISHYTO Ta BCTAHOBIEHO BIINOBIAHICTE
GMP». /f Cb \\
Cepiio zomogolft gﬁobym{u thgfzeuo\,ép uRyCKy (peanisayii). ~
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