(D NYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKQBO-BHPOEHVNMF‘I LEHTP
@ Bx 3 «BOPLUATIBCbKUM XIMIKO-®APMALEEBTUYHUNA 3ABO»

Ykpaina, 03134, m.Kuis, syn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 {¥YnosHosaxeHa ocoba)

CEPTU®DIKAT AKOCTI
nmneun

Tabnetku no 10 Mr, no 10 TabneTok y Gnictepi, no 3 Gnictepu B navui

Homep cepii 0551224 .KpaiHa Ykpaina
KinbkicTs B cepil 35046 wT PeccTpaliiiHe noceinueHHs Ne UA/6918/01/01
flarta BupoBHuuTBa 07.12.2024 TepmiH ail peccTpaLiiiHOro NoCBiQYeHHA ueone}eruﬁ

BunpobyeaHHs npoBefeHe 3rigHo MeTtoaiB kouTponio skocTi 113 Ne SFP-022-06

MNoka3HUKKM AKOCTI Kpurepil npuiAHATHOCTI (ApYU BUTTYCKY) PesynbTatn
Onue TabneTku KpeMOBOro KOMbOPY, NNOCKOLUNIHAPUYHOT
thopMHu 3i CKOWEHUMU KpasMu | puckoro. Ha nosepxHi Bignogigae
TabneTok AOMYCKAETLCA MaPMYPORICTb | BKpanneHHs
IgenTudikauin:
- mizuHoOnpUn A. Ha xpomarorpami BUnpo6oByBaHOro p-Hy, onepxaHin
Y p-ni "KinbkicHe BU3HauYeHHA", Yac YTPUMYBaHHA OCHOB-
; . . Binnosipae
Horo nika Mae BignoBigaTH Yacy yTpMMyBaHHA OCHOBHOTO
nika Ha xpomarorpami p-Hy NOPiBHSHHA
- mi3uHonpun B. Ha xpomarorpami sunpoBoByBaHOro p-Hy Ma€ BUABNA-
TUCA OCHOBHA MNAMa Ha pPiBHI OCHOBHOT NNIAMKU Ha XpoMa- . .
TOorpami p-Hy nNopiBHAHHA, BignosiaHa T 3a posmipom Ta HRoBlAs
iHTEHCUBHICTIO NOrNUHAHHA
- 3ani3a oKcMA XKOBTHIA (Fe“) C. Peakuin 3 kaniro hepouyianioom P (3'ABNAETLCH CUHE
Binnosinae
‘3abapBneHHs)
Cepenus Maca Bia 200 mr go 220 mr 209,6 mr
PosnapaHhn He 6inbwe 15 x8 5 xB
CynpogiaHi AOMILIKK Cyma aomiwok He Ginbiwe 2,0 % <2,0%
OpHopigHIcTE N030BaHAX OOQUHULbL Mae Bignosigatu BuMoram OJOY/ED, AV < 15,0 %, 3.4 %
MeToA NPAMOro BU3HAYEHHSA
Mikpo®Gionoriura yucToTa 3araneHe Y4cno aepobHUX MiKpoopraHiamie -
TAMC - He 6inbwe 10° KYO B 11 e
3aranbHe YMCNO APIHANKOBUX Ta NniceHeBUX rpubis -
TYMG - ne Ginbwe 10°KYO B 1T <10
BincyTHicTe EscherichiacoliB1r BigcyTHi
KinbKicHe BU3HaYeHHA: Bin 9,5 mr no 10,5 mr (£ 5 %),
~ mizunonpuny (Cz1H3N;0g) y nepepaxyHKy Ha cepedHI Macy oaHiel TabneTkn il 3
¥nakoeka NoeuHeH BignosigaTu BuMoram HY Binnosipae
MapkyeaHHa MNosuHeH BignoBigaTh BuMoram HO Bignoeigae
TepMiH npuaaTHocTi 3 poku Lo 12.2027
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«BOPIIATIBCBKHIT XIMIKO-OAPMATIEBTHYHA 3ABOI»
eyn. Mupy, 17, m. Kuis, 03134, Ykpaina
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnoruopaskeHa ocoba)

@ qu) IYBJIHE AKITOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYI [(EHTP
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15 Mpissuime, mixuuc i nocaaa

CEPTHU®IKAT CEPI{ JIJISI JIKAPCBKOI'O 3ACOBY

Jlinpun, Tadaerku o 10 mr

HajimenyBanas npolyKmii JINPHI
Jikaperka dopma Tabnerku no 10 mMr
Cuuna pii/akTHBHICTE | TabreTka MicTHTE Mi3uHONpHLY (y nepepaxysanHi va 100 %

Gespojuuit nizunonpui) — 10,0 Mr, 110 Bignosigae NisHHOIPHIY
jaurigpaty — 10,89 Mr

Posmip i THI YIaKOBKH no 10 Tabnerox y Guicrepi; no 3 Guicrepu y nadii
Kpaira-BHpobuHK Ykpaina

Homep peecTpaniiitoro UA/6918/01/01

HocBiAIeHAs

Howmep cepif 0551224

Po3mip cepii 35 024 naxk.

Jara BupodunnTEa 07.12.2024

JlaTa 3axingenns Tepminy e 12.2027

NPHAATHOCTI

Hazemn, agpeca Ta noMep Byn. Mupy, 17, M. Kuie, 03134, Vkpaiua;
Jinensii Beix AibHELS 3 niuensis AB Ne598003;

BHpPOCHHITBA Ta CRiZOITBO Mpo atecraiiiio naboparopil BKA NeS6
KOHTPOJIX0 SIKOCTI

Ceprudirvarn GMP -

OUIbHAIB, BKa3aHKX B .10

PesynnraT BUOPOOYBaHb Hagepeni B cepTudikaTi srocti

KomenTapi -

3asiea npo cepradikaiio LluM & 3acBiguyro, o HaBegeHa Buie iHdopManis € nocToripHomo Ta

Toqmoto. Lljo cepiio mpopykuil ©yno BHIOTOBIEHO (BKIIOHAIOHH
JIaKyBaHHA/MAPKYBAHHA) Ta MPOBEACHO KOHTPONb i Axocti nHa
BUIE3a3HAUeHiH JinpHAI Y TOBHIH BiAUOBiAHOCT 3 BHMOTAMH
GMP, BCTaHOBMACIIMMHE MICIEBHM PErY/IATOPHUM OPTaHOM, & TaKowM
pianosizHe jo crenudixauii, o MicTATeCA Y peecrpalidiHOMY
nocee. [lpoTokonu BupoGHuLTBA CYNIO MEPEryisHyTO T4 BCTAHOBIICHO
Bigmosianicte GMP.

@_ ia"raﬂisx AHTOHEIL

0colH, AKAa Haxaaa o3RI noBHOBAKena ocoba

HA BHIYEK cepil




MNYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYANA LIEHTP
«BOPLIATIBCbKUHN XIMIKO-PAPMALIEBTUYHUW 3ABO»

10

Yupaina, 03134, m.Kuis, syn.Mupy, 17 Ten. (044) 206-03-10, (044) 205-41-10,

(044) 205-03-83, (044) 205-03-14 (VnoBHoBax®Ha ocoba)

CEPTUODIKAT ﬂKOCTI

nneun

TabneTtkn no 10 Mr, no 10 Tabnetok y 6nicrepl, no 3 Gnicrepu B nauui

Howmep ceplf 0210824 Kpalna YkpaiHa
KinbkicTk B cepll 35260 wy PeecrtpaulitHe nocBiguenna Ne B UA/6918/01/01
Aara BupoGHuuTBa 07.08.2024 Tepmin Alf peecTpaulithoro nocelaYeHHA HeoGMexeHui
BunpobysaHna npoBegeHe 3riguo Metoais konTponio Axkocti N13 Ne SFP-022-06
MokasHuku AKoCTI KputepiT npuitnaTHoCTI (npu BUNYCKY) PeaynsraTu
Onuc TabneTku KpeMOBOro KONLOPY, NNOCKOUUNIHAPHYHOT
opmu 3l croWeHUMH Kpaamu | puckoro. Ha nosepxsi Bignoslpac
TabneToK A0NYCKAETLCA MapMypoBICTL | BKpanneHHs
lopenTudpikauin:
- nlaunonpun A. Ha xpomatorpami BUnpoGoByBaHOro p-Hy, onepXaHii
y p-ni "KinbkicHe Bu3HayeHHA", yac yTpPUMYBaHHA OCHOB-
Bignoslpac
Horo nixa Mace BlanoBlaaTH Yacy yTpuMyBaHHA OCHOBHOTO
nika Ha xpomavorpami p-Hy NOpIBHAKHA
- nlaunonpun B. Ha xpomatorpaml BUnpo60ByBaHOro p-Hy Mac BURBNRA-
Tﬁca OCHOBHA NNAMa Ha pladl ocHoBHOT ﬁnnuu Ha xpoma-
) Bianosigae
Torpami p-Hy nopiBHAHHKRA, BianosigHa Tk 3a poaMipom Ta
IHTENCHBHICTIO NOrNUHAHHA
- 3ani3a okcua xoeTwii (Fe™) C. Peaxuin 3 xanlo gepouylarldom P (3'ABNAETLCA CUKE
Bignosiapae
3aGapBneHHRn)
CepenHA Maca Big 200 mMr no 220 mr 211,0 mr
PoanapaHkn He 6inbite 15 x8 2 xB
Cynposiaui goMlwku Cyma aomluwok He 6lnLwe 2,0 % <2,0%
OnnoplaHicTs Ao30BaHUX OAHKHUL Mac Bignoslaatu Bumoram QOY/ED, AV S 15,0 %,
o Bianoslaae
MeTOA NPAMOTC BU3HAYEHHA
Mixpo6ionoriyHa ynucrota 3arannHe YMcno aepoGHUX Mixpoopraul:mla - o
TAMC - He Ginbiwe 10° KYO Bn1tr
3aranbHe YHCNo APHKAKOBMX Ta NNicCeHeBHX rpuSIB - &b
TYMC - He Ginbwe 10°KYO B4 r
Bincyrulcts EscherichlacoliB1r Bigcyrsi
KinbkicHe BH3HaYeHHR: Bla 9,6 mr no 10,6 mr (2 5 %), o,
- nlaunonpury (CyHyN;O4) y nepepaxyHKy Ha cepenHio mMacy onnlel Tabnerku
Ynakonka NosuHen BlanoslaaTu Bumoram HO Blanoslpace
MapkyBanna NosuHen slanosinaTu Bumoram HO Bianosinac
Tepmin npugaTHocTi 3 poku Ho 08.2027

YmoBu 36epiraHHs:

BucHoBok BKA:

B opuriHaneHii ynaxoBui npu TemMnepartypi He Buwe 25 °C.

Bianosigae

HauanbHuk BKA:

Mepewko O.N.
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«BOPLIATIBCBKHA XIMIKO-PAPMAIIEBTHYHHN 3ABO/I»

@ qu) [IYBJIYHE AKIIOHEPHE TOBAPHCTBO «HAYKOBO-BAPOBHNYMIT EHTP

Byn. Mupy, 17, M. Kuis, 03134, Ykpaiua
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (Y nosHoRaxeHa ocob)
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CEPTH®IKAT CEPII VIS IIKAPCBKOT'O 3ACOBY

HajiMenyBaHHS IPOTYKIIT

Jikapcbka opma

Cuna git/aKTHBHICTb

Posmip i THI ynaKkoBKH
Kpaina-sHpoGuux

Homep peecTpanifiHoro
MOCBiAUEHHHA
Homep cepil

Poamip cepii
JlaTa BHpOOHHLTBA

JMarta saxindeHus TepMiHy
npHIAATHOCTI

Ha3zBn, agpeca Ta HOMepH
JineH3id BCIiX AinbHHIL 3
pHpOOHHUTEA TA
KOILTPOJII0 AKOCTI
Cepradikatn GMP
RiJIbHHIB, BKa3aHux B 0.10
PesyabTaTh BHnpobysanb

KomenTapi

3asBa npo cepradikanio

MpizBuue, nignue i nocana
ocobu, AKa HaJa a N03BiI
Ha BHIIYCK cepil

Jlinpua, Tabaerkn mo 10 mr

JITIPHAJI

Ta6nerku no 10 Mr

1 TaGneTka MicTuTE Ji3HHONpHNY (y nepepaxypanHi Ha 100 %
Geapomuuii mizgHonpun) — 10,0 Mr, 10 BiANOBIAAE Ni3MHONPHIY
jurigpaty — 10,89 Mr

no 10 TabneTok y 6ricTepi; no 3 Gnicrepu y mauui

Yxpaina

UA/6918/01/01

0210824

35 238 nak.
07.08.2024
o 08.2027

By/1. Mupy, 17, m. KHiB, 03134, Ykpaina;
ninensig AB Ne598003;
ChiZOLITBO Mpo aTecTalio aGoparopii BKS Ne96

Ne 015/2022/GMP no 10.12.2024

Hapenieni B ceprudikari sxocTi

LIuM s 3acBifuylo, 10 HABEJICHA BHINES indopmalis € JOCTOBIPHOO T
tounow. 1o cepito mpomykuil Gyno BHIOTOBNEHO (BKIOHAIOYH
NaKyBaHHA/MapKypaHHA) Ta IIPOBEJSHO KOHTPOJb i1 skocri Ha
BHINEe3a3HaycHil AiMbHMUI Yy MOBHIM BiAMOBIAHOCTI 3 BHMOTaMH
GMP, BCTAHOBJEHMMH MICLIEBHM PEryJIATOPHHM OPTaHOM, a TAKOK
BinmosigHo mo cncuudikamii, o MicTATECH y peecTpalifHOMY
nocke. [TpoTokonn BUpOOHHLTBA GyNO NEPErisHYTO Ta BCTAHOBJICHO
gignosigaicTs GMP.



http://www.tcpdf.org

