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MpusatHe akiioHepHe TosapucTeo "TEXHONOM™
Ten.: (04744) 4-03-02
(04744) 4-03-01

(04744) 4-03-09
axe: (04744) 4-41-49

syn. Crapa npopizHa, 8
14, Yuiane, Yeprachroi o6n,
20300, Yxpaina

npriimansHg
ynosHOBaxeHa ocoba

8ingin 3 chapmaroHarnagy
aingin 3byry

PR

Tpyna dapmauesTuusmx koMNaRiH

Jliuensis na BRpoGHMUTRO HiKAPCLKUX 33c0BiB Cepia AB Ne 598079 2 14.02.2014 POKY
Ceprudixar na cHeTeMy YNpaBAiHES sxicTio ACTY 1S0 9001:2015 Ne UAMQ.026-087-21

Cainoureo Jepxasuoi cyxbu Yxpaiuy 3 AiKapCKKX 3ac0BIB Ta KORTPOIIO 34 HapkoTHkamu Ne 551 npo arecrauiio naGopatopii BKS
Bin 31.10.2023 p.

Kpaina Bupobuuk
HoMep peectpaniitnoro mocsimaenss ta oro TepMiH mif

Ceprudixar cepii Ne 23

Kap6amaseniu, TaéaeTks mo 200 mr Ne 50 (10x5) y Gaicrepax

Yipaina

P. Ne UA/8040/01/01 Tepmin ail 6e3cTpokoBo

Cuna nii/akrupricTs: 0nHa TABNeTKA MICTHTL - xapbamazeniny — 200.0 mr

Howmep cepii
Kinexicts nmpogyxuii g cepif (viL. 1. Ta i, )
[Hara supobruursa
Hata 3akindeHHs TepMiny npuaarHocTi

220824

§ 026 yu

28.08.2024 poxy

10 08.2027 poky

Hasea ainsrpui [IpAT «Texuonor
Anpeca nimbruui OpAT «Texnonor, 20300 Yepkachka 061acTh, M. VMaHs. Bys. Crapa npopizua.8
Ceprudixar sixnosizsocri GMP _085/2024/GMP 5o 14.06.2027 poxy

PE3YJIbTATU BHIIPOBYBAHD
Ne Hokazuuks . Merop
. Bumorn sepmaTaeHOi JOKyMeHTail Pesynwraru
n/x SIKOCTI KOHTPOJIO
Onnomapogi TabneTku Kpyrioi Gopmu, 3 BisyansHuii,
NIIOCKHMHE BEPXHBOIO Ta HIDKHBOIO TTOBEPXHSIMHU, 3a 30BHILUHIM
1 Oume Kpai AKHX CKOLIEHI, 3 pHcKoto, Binoro abo Ginoro BUIIIAAOM Binnosizae
: 3 JKOBTYBAaTHM BIATIHKOM KoIbopy. Ha poznami MaroThb
TIPH PO3TIIAAAHHI TiJ JIYTIOK BUAHO BiXHOCHO BiITOBigaTH
OIHOPIOHY CTPYKTYPY Bumoram IOV
A. IndpayepBoHmit COEKTP NOrMMBAHHS giiigggl:;%
InenTadikauis Bﬂnpo6OByBaH9ro 3paska, 3 o6p96xoro y IHCKAx 3 MeTpix B . .
Kaniio 6pomioom, Mae BiATNIOBIIATH CIIEKTPY T —— Binnoeinae
(apmakoneHHoro crannapTHOro 3paska (PC3) o6nacti
2 xapbamazeniny (IDY, 2.2.24)
B. Ha xpomarorpami BunpoGoByBaHOro posuusy
(b), onepxaniii npu KiNBKICHOMY BU3HAYEHHI, Yac Pinnuna
YTPHMYBaHHs OCHOBHOTO ITIKa Ma€ BiroBinaru xpomarorpadis Binnosinae
4acy YyTPHUMYBaHHS OCHOBHOrO ITiKa Ha 10V, 2.2.29)
XpomaTorpami posuuHy nopisussus (b)
3. Cepenns maca 250,0 Mr+35% JddVY, 2.9.5 250,6 Mr
He 6inpre Hix 2 i3 20 TabaeTok MOXYTE
BIIXMASTHCA Bil CEPENHBOT MACH HA BENMUHHY, Burprmyiors
4 Onpsopinnicrs 1o nepepuigye = 5 %. [pu LBOMY KOJHA IOV, 2.9.5 ~1.55 %
: Macuy [HIUBIyanbHA Maca He Mac BiAXHMNATHCS Bi + 147 %
CepelHbOI MACH HA BENIHUHHY,
o nepesumye + 10 %
5. Posnapasss He Ginpiue 15 xB DV, 2.9.1 5 XB.
6. Crupanicrs He 6inpine 1 % d?y 29.7 0,2 %
Homimxa A, E — ne 6inpie 0, éA\ _ gz iﬁiﬁiﬁ:
7. Cg:,‘fi(z:fﬂm Bynp-gka iHwma nomitka — e 6ins He BpaxoByemo
CymMa noMilok — ge Giasie d 0 Bincyrai
CryniHb pO3UMHEHHS KapbaMaserriny
NEpeHUIOB y PO3UMH 3 BHIIPOOORYBAH Pigens S
8. Pozynuenns [O30BaHUX OJMHHLB uepes 60 xB Ha piBHI" 96,1 % - 98,6 %
(6 omuuuue) Mac 6yra He menme Q + 5 % max
KOXHOI OAMHMUI. SIKUIO He BHKOHYIOTECH BUMOIH
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piBHs S, TO CTyMiHb PO3YUHEHHS
kapGamaserniny, AKuH NEPEHLIoB Y PO3UHH 3
BUNPOBOBYBAHUX [O30BAHUX ONMHMUB 4epes
60 xB Ha piBHi S2(6 opuHMUB), CepefHE
3pauenHs i3 12 omuHMub (S1+ S2) mae
nopisHioBath a60 Gytu Ginbie Qi He mac
GyTH >KOAHOI OAMHHIII 3i CTYTIEHEM PO3IUHHEHHS
menie Q-15 %. Sxuo onep:xaHi pesyabTaTH He
BiANOBiAAIOTE piBtaAM Si Ta Sy, BUNPOOYBaHHSA
TIPONOBXYIOTH 10 piBHs S3. Ha pigHi
S3 (12 OnMHUIE), CEPelHE 3HAYeHH 13 24
opunnp (St + Sz + S3) mae popiBHroBaTH ab0
6ytr Ginpine Q i He Ginbue 2 OQMHNLL MOXKYTh
MaTH CTYMiHb PO3YMHEHHS MEHIIe
Q-15 %, i Hemae KOAHOT ONMHHIL] 31 CTYTIEHEM
posunnenss Mexue Q-25 %. Q — ue CTyTiHb
PO3YMHEHHS Jif0HO0T Pe4OBHHH, IO CTAHOBUTE HE
meHme 75 % Bif HOMIHATBHOIO BMicTy TabneTku

Ilna nepuux 10 TabneToK MpHHMANbHE HHCIIO
(AV) mae 6yTy MeHuie abo NOPIBHIOBATH 15.0
(AV < 15.0). ko AV > 15.0, BUNpoBOBYBAHHIO

nigpaTs HactynsHi 20 TabeTox. Kinuese DY, 2.9.40
npUiiMabHE YHCIO, PO3PaxoBaHe i3 30 TabneToxK, P

9. OnuopingicTs ~ . Po3paxyHKOBO- 4,9
Mae 6yTH MeHuie a00 JOPIBHIOBATH 15.0 -
AO30BARMX ) . ] L Barosui MeTON
(AV < 15.0) i xoneH IHIMBIAYAIbHIN BMICT Y
OXUHHIb .
tabnerii Mae OyTH HE MEHIUMM 32 3HAUCHHS
(1 —25.0 x 0.01)A, i He BitpiIAM 32 3HAUCHH
(1+25.0x 0.0HM
Kpurepii TIPUHHATHOCTI:
- 3arapHe IMCIIO aepOBHIX MIKpOOPraHizMiB . -
. . . (TAMC): ne 6inpure 10° KYO/r; ADY, aiioue
Mixkpobionoriuga . Lo BupaHus, 2.6.12
16. aEcToTa® - 3arajibHE YHCIIO APDKKOBUX Ta IIICCHeBHX w8 2.6.13
rpubis (TYMC): ne Ginbiie 102 KYO/r. 514 ' -
- OKpemi BUIM MiKpOOpraHizMiB: o
pincyraicTs Escherichiacolis 1T 3
Bwmict CisHN2O (xapbamazeriny) y Tabnerui Pi
C . inmuHA
Kinpkicae mae 6y Big 190,0 Mr oo 210,0 mr, y .
1. . - xpomatorpadis 196,6 Mr
BH3HAYCHHT niepepaxyBaHHi Ha CepelIHIO Macy OIHIEl (IO, 2.2.29)
TabNeTKH >
3a posHlIoM «Y IaKOBKa» . .
12. Yuaxopxa MKS PTI Ne UA/8040/01/01 MK Biaroeinae
Texcr mapkysanss no PIT Ne UA/ 8040/01/01 Ta 3aTBEPAKEHOTO Bixnosizae

13. MapxyparHsa . P
OpUTiHAT-MaKETY

* KOHTpONb MPOBOAMTHCA BUOIPKOBO: NEPIILY T2 KOXNKHY I’ ATy HACTYOHY cepil. s
Komenrapi: 36epirat B OpHTiHATLHIN YTaKoBL TPH TempepaTypi He Bue 25 °C'y HEMOCTYNHOMY LT nited Miciil.

.M N 0(10x5) Bricniepax
T6i 13.12.2017 poxy, 6i0 15.07.2021
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BHCHOBOK: 3a3Hayenda cepia npoo kuii Kapbamazenin, mabiemxy no 200
gionogidae eumozam MKA JI3 P. Ne UA/80460/01/01 8id 28.09.2017 p. IMIH
poxy i 6id 16.05.2022 poxy.
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3asipa npo cepTHiKanio: :
SISO, HABeleHa puile iHpopmalis € pocTopiproio Ta Touno. Lo ¢ npomykuil Gysno Bupobreso
ARIYBAHHA) Ta TPOBEACHO KOHTPOIb i KOCTi Ha BUILE3a3HAYEHIM NinbHRALI Y [OBHI BINTOBIAHOCTI 3

7% . . . . .y .
"~%MI’I MiCUeBUM PEryJIATOPHAM OpraHoM, a TAKOX BATIOBIOHO 4O CHCUK(I)IK&LHM, O MICTATLCA Y

peec gj {HOMY ‘ftegbe. IIpogoxonu BupoGHuliTEa, MaKysaHus 1a anani3ie Gyyo TIeperisHyTO Ta BCTAHOBICHO BIATIOBIXHICTB
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