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MpueatHe akuioxepHe Toeapucteo "TEXHONOM™

syn, Crapa npopisHa, 8 ten. {04744) 4-03-02

fpyna (prmaqesnwrm‘( ROMITEHIA

w. Ynare, Meprackrol 0B,
20300, Yrpaina

{04744) 4-03-01
{04744) 4-03-09
darc: {04744) 4-41-49

NpUItansHa
ynosHopaxeHa ocoba
BIAAIN 3 apuaioHarnagy
singin 36yTy

Jiuen3is Ha BUpOSHUUTBO Jikapcbkux 3acobiB Cepis AB Ne 598079 3 14.02.2014 poky

Ceprudyikar Ha cucremy ynpasiainas sxicrio JICTY ISO 9001:2015 No UA MQ.026-087-2
Cainoureo [depxanoi cnyxbu Ykpainu 3 aikapchKuX 3aco8iB Ta KOHTPOIO 32 HapkoTHkamu Ne 551 npo atecrauiio naGoparopii BKS
8ix 31.10.2023 p.

Kpaina Bupobuux
Howmep peectpamiifHoro noceigyeHHs Ta #oro Tepmid aif

CEPTHU®IKAT CEPII Ne 13

HAPAIIETAMOJI, Ta6xerkn, BKpUTi 060/108K010, 110 500 Mr Ne 10 (10x1) y 6aicrepax

Yxpaina

P. No UA/20020/01/01 no 04.05.2028 poky

Cuna gilfakTusgicrs: 1 TabdneTka MICTHTB: napaneramon - 500.0 mr

Howmep cepil
Kinskicts npoaykuii B cepil (vIL., 1T, 18 iH. )
JaTa BupoGHULITRA
Jlara 3aKiHYeHHs TePMiHY NPHAATHOCTI

Hasga nineanni TIpAT «Texsomory

120524

27 506 yn

20.05.2024 poky

1o 05.2027 poky

Anpeca nineruui TIpAT «Texsonor», 20300, Yepkaceka obnacts, MicTo ¥Ymanb. By CTapa npopisHa,8
Ceprudikar signoizgocti GMP _064/2021/GMP no 03.09.2024 poky

PE3YJIbTATHU BUIIPOBYBAHb

Ne Hoxkazauku -
5 Bumoru HopMaTHBHOI JOKYMEHTA L MeTox KOHTPOJIIO Pesyabratn
n/n SAKOCTI
Tabnerk, BKPUTI 0G0I0HKOI0, BHAOBKEHOT Popm, 01 MKSI
i pxe 610 BOPY 5 . Binmoginae
1. Onuc 6inoro a69 maibie 611oro KONLopY, Bisyansii
TOpUEBI NOBEPXHI AKX OTYKII
iraui n. 2 MKA
Tpengpueantia A. Y@ - cniexTp NoruHaHHs BAIPOOOBYBAHOTO DY 2.2.25
Hapaneramon ; DY, 2.2.2
posumiy B 061acTi A6copGuitina
in22 3 : fAKCUMYM . 257 sM
Bim 220 uM 1o 320 M nosv;x;fnﬂ T{a;:ﬂ; : KCHAMY CHeKTPOBOTOMETPif B
nomnnam;;;;ainzo 1 yasTpadioneTopii i
- = BHMMIl obsiacTax
B. Ha xpomarorpami BUNpo6OByBaHOTO POYHHY, .2 MKSL
ofepKaHiit mpu KibKiCHOMY BH3HAYEHHI, 4ac DY, 2.2.29 - '
2. YTPHUMYBaHHA TiKa nApayemamony Mae BiloBiiaT! Pil{HHHa Biaoosinae
yacy yTpUMYyBaHHA MiKa napaz;e.mayo.fzy Ha xpomarorpadis
XpOMaTorpamMi posuuHy NOPIBHAHHA
Kauiii copbar C. Ha xpomaTorpaMi BUPoOOBYBAHOTO PO3UMHY,
ofepkaHiil Ipy BU3HAYCHH CYNPOBIHUX AOMILIOK, n. 2 MKA
yac yTpUMYBaHHA 11ika kanijo copoamy Mae oY, 2.2.29 T T —
BiANOBizaTH Yacy YTPUMYBAHHS TiKa Kanio Pinunna
copbamy Ha XpOMAaTOTpaMi POSUHHY 1A xpomarorpadis
inenTndixauii xayiro copbaty
n. 3 MK
. Cepenns maca 599.0mMr+5% DY, 2.9.5 586,1 mr
He 6inbmme wix 2 i3 20 TabneTox MOXKYTh
BiOXuATHCS BiX Cepc/IIpoOl MaCH Ha BeJWUMHY, 10 B BHTPUMYIOTS
OauopinricTs nepepuitye = § %. IIpu npoMy xoxHa . 1,55 %
4. MacH iHIMBiNyanEHA Maca He Ma€ BIAXIITHCS Bin JAdVY, 295 147 %
cepeiHbOi MacH Ha BEJIHYHHY,
iHa *
mo nepesuuye = 10 % &19 /70 L
i 3 P 4 xB
5. Po3nanaHHs He 6inpue 30 X8 ﬁ‘?/ /ﬁ @lw g 1\% 4
4-aminogpenon — e Ginpue 0.1 % Jg‘ & BUSBIICHO
. Xnopayemaninio — e Ginpie 10 ppm = He pusiBneHO
6. Cyrxpp B Byov-sika inuta domiuka ~ He inpime 0.1 % > 4 0.019%
DOMILIKY
; ; ; 0,019 %
Cyma scix domiuiox — ne Ginpue 0.5 % )
Jlnst 6 TabneToK CTYMiHp PO3HHHCHHSA
napayemamoiy 4epe3 15 XB Mae BiAnOBifaTH it (DY 203
puMoram pisHs Si: He Menue Q+5% wist KOKHOT NV, 2.2.25 —
7 Po34yyHEeHHS raGnerk (Q=80 %). ; Abcopbuiiina 90,6 % - 101,1
. SIx110 He BUKOHYIOThCH BHMOTH glfgﬁﬂcsl, CHeKTPOGOTOMETPif B %
MPONOBXKYIOTh BUNPOOYBaHHS Ha PIBHL Sp. LepelHe yBTpabioNeTOBIH i
3HAYEHHs CTYTIeHs POSYHHEHHA napayemamony i A AP I—
12 tabnerox uepes 15 xB Ha pisHi Sz (Si+S,) Mae




AopisrioBaTi ado Gyt Ginbie Q, | Hemae GyTy
KoAHoT TabNeTKY 31 CTYTNEHEM PO3YMHEHHS MEHLUE
Q-15%. SIKuIo He BUKOHYIOTHCSA BHMOTH PIBHIB S i

Sa2, TO IPOAOBXKYIOTE BUIIPOGYBaHHS HA PIBHI S;.

CepepHe 3HaUYCHHS CTYTIEHS POIYHHEHHS
napayemamony 1is 24 Tabnetok depes 15 xs
(81+82+Ss5) mae nopismiosatn abo GyTu Gisiie Q, i
ne Ginblie 2 TabneToX TTOBKMHHI MaTH CTYHiHb
posynHenus MeHue Q — 15 %, i He noBUHHO GyTH
KOZHOT TabIETKH 31 CTYNCHEM POSYMHEHHS MEHILE
Q-25%

Jas nepmx 10 tabnetox npuitMansie yrcno (AV)
Mae 6yTu MeHLue abo
nopiexroBatH (5.0 %. Sxmo (AV) 6inswe 15.0 %

OpUTiHAI-MaKETY

Onauopinnicts BUNpoOyBaHHIO NMiAna0Ts HacTymHI 20 TabneTox. n. § MKJI
8. JO36BAHUX Kinuese npuiimaibHe 9HcHo, po3paxosaHe i3 30 JADY, 2.9.40, 1,1 %
OAHHUIb TabneTox, Mae OyTH MeHwe abo NopiBHIOBATH PBM
15.0 % i xonen inpmBinyansHult BMicT B Tabnerui
mae OyTH Be MeHImM 3a (1-25.0 x 0.01)M i He
Gimpiopm 3a (1+25.0 x 0.0 DM
- 3aranmpHe Yucno aepoGHUX MikpoopraHisMis
(TAMC): ne 6imsime 10° KVO/r; . )
S ; : . n. 9 MK
9, MixpoGionoriyna - 3aranblﬂe YHCJIO APDKIDKOBHX T2 ILTICEHEBHX DY, 2.6.12, 2.6.13 )
qucrora® rpu6is (TYMC): we Ginbue 107 KYO/r; s 4 ’
- OxpeMi BUAM MiKpOOpraHismis: o B
BincyTricTs Escherichia colip 1 T
. - . n. 10 MK
Kirnsciene Buicr napauequaﬂ_\; B OJtHIH T%GH@TU.I Mae OyTH DY, 2.2.29 100 %
L BH3HAYCHHSA , B 95 % no 105 % Pinunsa (501,7 mr)
(Bin 475.0 mr 10 525.0 M1) xpomarorpadis
YnaxkoBxa 3a posninom «YraKkoBkay : .
s MKS1 PIT Ne UA/20020/01/01 MES Clpesi
12. MapxyBaHHsi Tekcr Mapkysanns o PIT Ne UA/20020/01/01 Ta 3arBep/OKEHOTO Rimasine

* KOHTPONB TIPOBOANTHCS BI/IGlpKOBO HEpUIy Ta KOXKHY II'STY HacTYMHY cepil.
Komentapi: 3GepiraTi B OpHriHanbHii ynakoBui npu Temneparypi e puie 25 °C.

BrcHOBOK: 3a3naueny cepig npodykuii HAPALIETAMOJI, mabneniky, expumi 00010HKQI0, N0 500 m2 Ne 10 (10x1) y
pricmepax, gionoeidac sumozam MKA JI3 P. Ne UA/20020/01/01 ¢id 04.05.2023 poxy.
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3asiBa npo ceprudixaniio:
«H,mvx s 3aCBiMYIO, MO HaBeJeHa BUIE iH(OPMALlis € IOCTOBIPHOKO Ta TOYHOIO. lro cepiro npoaykiii 6yno BupoGieHo
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®-09-16

Mpueartue akyioHepse Torapuctso "TEXHONOM

syn. Crapa npopizna, 8

Tpyna $apMayeBTULRIY KOMNAaHI#

M. Yraanb, Yeprackyol obn.
20300, Yipaiva

takc: (04744) 4-41-49

J'Iiuen3ig Ha BupobHHUTBO KapchKHX 3acobis Cepis AB Ne 598079 3 14.02.2014 poxy
Cep’rmbmaT Ha chcTeMy ynpasainag axictio ICTY 1SO 9001:2015 Ne UA.MQ.026-087-21
Csinourso Jlepxapuoi cayxbu Yxpainu 3 aikapceskux 3acoBis Ta kouTpomo 3a gapkotuxkamn Ne 551 npo arecrauiio nadoparopii BICT

Biz 31.10.2023 p.

CEPTU®IKAT CEPII e 63

ten.: (04744) 4-03-02

(04744) 4-03-01
(04744) 4-03-09

npuitMantHa
yNOBHOBAXEHA 0c0ba
BIAAIN 3 apuakoHarnaay
sinain 36yry

MMAPALIETAMOJI, Tabaerku, BKpUTI 00010HK0K0, 10 500 Mr Ne 10 (10x1) y 6aicrepax

Kpaina BupoOHux

Yxpaiza

Homisp"peecTpatifiioro nocsixaenns ta H0ro TepMin aii

P. Ne UA/20020/01/01 10 04.05.2028 poky

Cuna nii/axtysnicts: 1 Taferka micturs: napaueramon - 500.0 mr

Howmep cepil

591224P2

Kinexicts npoxykiil B cepii (yIL. Jur. 12 iH. )

27376 yu

ara BupobHMIITEE

17.12.2024 poky

Hata 3axingenns TepMiny IpUIAaTHOCTI

110 12.2027 poky

Haspa ninpunui TIpAT «Texuonor»

Anpeca ginpunni TIpAT «Texnosory. 20300. Yepkackka 061acThb. MICTO Y MaHb, BYIUIA Crapa mpopizHa.8

Ceprubikar sixnosignocti GMP _098/2024/GMP 1o 14.06.2027 poky
PE3VJILTATH BUIIPOGYBAHb

e Tefeasiic BuMory HOpMaTHBHOI AOKYMEHTALIT MeToA KOHTPOJIIO PesyasTaTh
n/n SIKOCTI p Aoxy i A P 4
Ta6eTky, BKpHTI 060JOHKOK0, BHIOBXEHOT GOpMH, . 1 MKSI
1: O e BLIOTO-200 MAHKE OITOTO KONBOPYy - - emrmemf e B.iw_ | Bimmopimae__|.
. : : 3yANGENH
TOpHEB] IOBEPXHI AKX ONMYKJi
Taenrudikauis . n. 2 MKA
A. Y@ - CriexTp NOriMHaHAg BUIPoGOBYBaHOTO :
Ilapauetamon P = B A0V, 2.2.25
po34HHY B o6nacti s
. AGcopbuiina 5
Biz 220 HM o 320 HM NOBMHEH MaTH MaKCHMYM . 257 BM
TIOTTMHAHHA 32 JOBXKHHM XBUJI CHeKTPOGOTOMETPIS B
yabTpadioneTosil i
257 +£2 um S =
BupuMill 00nacTIX
B. Ha xpomMarorpami BUIpoOOBYBaHOI0 PO3HHUHY, 0.2 MKSL
oeprKaHii MpH KLIbKICHOMY BU3HAYEHHI, 4ac e -
, A - ooy, 2.2.29 . ;
2. yTpUMYBaHHA [iKa napayemamony Mae BIADOBLIATH o — Bimnosinae
i MOy Ha ‘ .
wacy yTpAMYBaHHS Nika napayemamory xpomatorpadis
XpOMaTorpami posuuHy TOPIBHAHRS
Kauniik cop6at C. Ha xpomarorpami BUnpoGOByBaHOr0 pO3UKHY,
omepKauiit Py BU3HAYCHHI CYTIPOBITHAX JOMIIIOK, n. 2 MKA
i j 2.2.2 : s
. wac yTpHMYBaRHA Iika Karnio capéamy mae I[d)y, 2.2.29 BinhoRime
BifnoBizaTy wacy yTpUMYBaHHS KA KAl Pinpxua
copbamy Ha XpoMaTorpami posuuHy 1A xpomarorpadis
inmenrudikauii kaniro copbary
. 3 MKA
K 585,0 Mr
3. Cepenust maca 599.0Mr=5% oY, 2.9.5 s
He 6inpime gk 2 i3 20 TabneToK MOXKYTH
BiAXMIATHCA Bil CEpeIHbOT MacH Ha BENM4uHY, WO BATpHMyIOTS
4 OnpopinuicTh nepepuiye * 5 %. [lpn uboMy xoaxa . 4 MKA -2.55%
: M2aCH {HJIHBI IyadbHa MAca He Mae BIIXUIATHCA BIN OV, 295 +129%
2
cepeHpol Macy Ha BENMYNHY,
o nepesuiye = 10 %
5. PosmanaHus He 6insue 30 xB
4-aminoghenon — ne Ginpwe 0.1 %
P Xnopayemaninio — se 6igpuse 10 ppm
6. Cynp.o S Bydv-aiKa inuia OoMiuka ~ He Glubne 0.1%
JOMIIKH
Cyma scix domimox — ve Oinpue 0.5 %
st 6 TabneTok cTynidb PO3YHHCHHA
napayemamony uepes 15 xB Mae BiANOBIHATH
: ’ : 0, i .
BUMOTaM PIBHA S61. He M?ngOQ"ji % IUTS KOXKHOT DY, 2.2.25 Pisexs S,
tabnetku (Q=80 %). s o/ _
i RozantcHis pt ' o rorng BUMOTH PiBBA S AcopouiEa. 943 A:)
KINO] HE, RHKORY A0 S, C > cnexTpodoTOMETPIS B 101,6 %
TIPONOBXKYIOTH BUMPOOYBaHHA Ha PIBHI S2. epellmz yBTpadioneToBi i
3HAYEHHS CTYTIEHA POSYMHEHHS napayemamorny UL M 06IACTAX
L 12 TabneTok uepes 15 XB ya pisui Sa (S1+5,) Mac




AOpiBHIOBaTY 200 6yTH Ginblue Q, i Hemae 0%y
KOAHOT TabNeTKH 31 CTYNEHeM PO3YUHEHHS MEHILe
Q-15%. SIK110 He BHKORYIOThCS BUMOTH piemis S, i

S2, TO MPONOBKYIOTH BUMPOGYBAHAS Ha pisHi Ss.

Cepellne 3HAYECHHS CTYNIEHS PO3YHHEHHS
napayemamony nias 24 rabnetok uepes 15 xp
(81+52+83) mae nopissiosatn 260 6yTH Gimbure Q. i
He Binpie 2 TabneTok MOBHHHI MaTH CTYTHB
posuuHenss Merwe Q ~ 15 %, i ve nosnHuo 6yTH
HONHOT TabNETKA 31 CTYNEHEM PO3UHHEHHS MEHIIE
Q-25%

s mepurux 10 TaBnetox mpuitvansse yucno (AV)
Mae OyTH MeHine abo
aopisHioBatu15.0 %. Skmo (AV) 6inswe 15.0 %

OPHUTiHAJI-MAKETY

Ozmopiszéfb BHNPOOYBAHHIO NiAKAIOTE HAcTYNH] 20 TabieToK. 8 MKS
8. NO30BAHWX Kinnese npuilMamshe 1uciio, pospaxopane i3 30 A®Y, 2.9.40, 1,6 %
OAMHHIEL Tabnerok, mae 6yTa MeHme abo JOpIBHIOBATH PBM
15.0 % i xonew innuBinyansHai BMicT B TabreTui
mae §yTu we MenunM 3a (1-25.0 x 0.01)M i ne
Gimprmm 3a (1+25.0 x 0.01)M
- 3aranbHe YHCI0 aepoGHUX MiXpoopraHisMip
(TAMC): ne Ginsme 10° KYO/r; )
5 ; . - . n. 9 MKA
9, MleO6lO.HOI?l‘{Ha - 3aram;.He <HCNO IPDKIKOBUX Ta TUHCEHEBHX IOV, 2.6.12, 2.6.13 B
YHCTOTA™ rpudis (TYMC): ue Ginsine 10° KYO/r; ? 57 4’ ’
- Oxpemi BHIN MIKpoOpraxizmis: U )
BigcytHicte Escherichia colin 1 ¢
1. 10 MKA
Kinekicxe Bwmicr napayemamony B ORHiA Ta6nem1 Mac | 6y'm DY, 2.2.29 100 %
16. BiN 95 % o 105 % p A
BU3HAYEHHS Pinunuba (498.,3 m1)
(in 475.0 Mr no 525.0 mr) xpomaTorpadis
Ynaxopka 3a posainom «Ynakopxay , :, .
1L ML PIT Ne UA/20020/01/01 MEA Binose
12. MapxyBaHHSA Texer mapkyBasnsa no PIT Ne UA/20020/01/01 Ta 3aTBEpIKEHOTO Binmosinac

* KOHTpOJS NPOBOMUMTECS BUGIPKORBO: HEPLIY Ta KOKHY I'ATY HAaCTYIHY cepil.
Komeunrapi: 36epiraty B opuriHainbHii ynakosii npy TeMnepatypi He Buiue 25 °C.

BucHoBoK: 3a3nayena cepia npodvruii ITAPAITETAMOJI mabaemiy, expumi 060100K010, B 500 m2 No 10 (10x1) v

Oricmepax. eionogioac eumozam MI(}I JI3 P, Ne UA/20020/01/01 ¢io 04.05.2023 poxy.

3acTynuuk HavanpHuka BKS

3asiBa npo cep’rmbixaui}o'

JOHSPRE Toaaf
EXMOT C’Si
H O

i A%b;%ggi ﬂjg}/ p /////(nmnm)
§ ROCT

b [

.;';“’«»':',,/

Onexcanp TIVIIIK (29 2202005

(nara)

«Llum s 3acmzmy10, 0 HaBeAeHa puile indopmalis € nocroalpuom Ta TOYHOIO. Liro cepiro nponyxuu Byro BupoGneHo
w

S
peecrpaniit {xgy/ﬁu%.,ﬂpor 09191 BApOOHULTRE, TIa}(yBaHHSI Ta aHamsz SYJO NeperIsHyTO Ta BCTaHOBIICHO BiNOBINHICTL

GMP».
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