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CEPTUDIKAT CEPII Ne 2024-15.3/309

HailimenysanHs AJIBHUMEPAT, Homep cepii: 41044006
NPOAYKII:
Jlikapebka dopma: PO3UMH 114 iH’ekuii, 250 Mr/Ma
Peectpaniiine PIT Ne UA/15056/01/01 (0ic ne obmesceroj Po3mip cepii 4078
AOCBiRUEHHA: (yn, WT. Taid.).  yNaKoBOK
Kpaina-BupobHux: Ykpaida N5 -
Cuna nii/axTUBHICTS: 1 smn pozuuny micmume xoniny aregocyepamy 250 mz Jlata
BUpOOHHKUTRA: 09 2024
Bun i poamip ynakosku:  Tlo 4 ma B amnyni; o S ammysn B Onictepi; JlaTa 3akiHueHHA
no 1 6nicrepy y nayui. TepMiHy
MapKyBaHHS YKpaiHCBKOIO Ta POCIACHKOIO MOBAMH. NPHAATHOCTI: 09 2027
Haiimenysauns Bumory ceuudircauy MeTtoanku PesyabTatn
NOKAa3HAKA KOHTpOA10
3an. 1 MKA. XosryBara
Onne be3bapBHa abo #0BTyBaTa MpPo30pa piiunHa. BizyanbHo. npo3opa
piauna
InenTdikanin
Xoniny aneghocyepamy | Ha xpomatorpami sunpo6oByBsaHoro posuuny b, orpuma- | 3an. 2.1 MKJL. Binnosinae
Hilf MpY BH3HAaYEHHI CYNpoBiAHUX NOMiuIOK, Mae BUsBas- | AOY, 2.2.27.
THCS OCHOBHA TUIAMa Ha PiBHi OCHOBHO! NAAMM Ha Xpoma-
TOrpaMi po3uHHy NopiBHAHHSA |, BinnosigHa ii 32 po3mipom
i 3a6apBneHHAM.
Docamu Konboposa peakiist 3 kucia0Tol0 a3oTHOW0. YTBOpIoeThes | 3a . 2.2 MK [losnTuBHA
ocajl XKOBTOIO KOAbOPY. APV, 2.3.1,
Mmeton b.
Tpumemunamin KonbopoBa peakuis 3 HaTpito rizpokcunoM. 3abapeneuss | 3a n. 2.3 MK Mosnrusna
iHAMKATOPHOTO nanepy Mae 6YTH CHHBOTO KOJbOPY.
Tipo3sopicTe Po3yuH Ma€ 6yTn ApO30OpHM. 3an. 3 MKA. Ipo3opwii
APV, 2.2.1.
Cryninb 3a6apBaenns | Po3unH Mae 6yTy Ge3bapeHuM abo He iHTEHCHBHIILE 3an. 4 MKA. He
eTajona Y. JA0VY,2.22, iHTeHCHBHIilLE
Mmeron 11 eTanona Yy
pH Bin 5,5 mo 7,0. 3a n. 5 MK 6,3
APV, 2.2.3.
Cynposiaui gomiixu | [niuepodocdar — ne Gibine 0,5 %. 3am. 6 MKA. BincyTHi#
[niuepun — He 6inbie 0,5 %. DY, 2.2.27. Bigcytniit
Byab-sika nomiluka — He Ginsite 0,5 %. BiacyTHs
0O6’em, 0 He meniue 4,0 ma. 3a n. 7 MKSL Binnosigae
BUTHIAETHCS JOV,29.17.
CrepniapHicTb Mae 6yTu cTepHIbHUM. 3an. § MKA. CrepunbHuii
APV, 2.6.1.
BaxTrepianabHi I'pannunnii BMicT eHOOTOKCHHIB - MeHlle 87,2 MO/M. 3an. 9 MKA. Meniue
EHAOTOKCHHH DY, 2.6.14. 87,2 MO/man
Mexaniuni ISt yacTok > 10 Mxm — He Ginbiue 6000 B amnyai; 3an. 10 MKAL. Binnosinae
BIJTIOUYEHHA: JNA 4acTOK > 25 MkM — He Ginbie 600 B ammyi. JADY,2.9.19,
Hesuoumi yacmxy meton 1.
MexaHiusi Mae 6yTH NpakTHYHO BINBHAM BijJ 4acTOK. 3an. 11 MK Binnosinac
BK/TIOYEHHS: APV, 2.5.20.
QuOuUMi yacmku
Kinokicne 3amn. 12 MKA. ]
;;:?H‘;“:;‘:;’J‘ocuepamy Bin 237,5 Mr/ma 10 262,5 M. Weson 2ol jﬂg‘]ﬁ‘ﬁ

TUTPYBaHHA.
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CEPTUDIKAT CEPII Ne 2024-15.3/309
HaiimeHyBanHs AJBUMEPAT, Homep cepii: 41044006
IpoayKuit:
Jlikapcobka popma: pOo3urH IR iH’ekuiii, 250 Mr/ma
YnakoBka Binmnosiguo a0 MKSL.
MapkyBaHHus Binmnosiano no 3minn go MapkyBanns (8i0 23.04.2021 p.)
I'padiune : : : : ; e -
BianosinHo 00 3aTBEPHKEHMX OpUriHai-MaKeTiB, PO3MIilleHUX B €HHil aBTOMaTH30BaHIH
opopmeHHs indopmauiitnii cucremi Hepxutikenyx6u Yxpainu (yunnuii 8in 01.07.2021 p)
ynaxkosKi T
KOMEHTAPI VMoBH 30epiranus:
B opwuriHanbHiit ynakosLi npy TeMrepatypi He Buiue 25 °C.

L

Bukonaseun: Fanna MOPTAYOBA I @7{7 - Jlata 16.10.2024 p

Hauanbuux BKS: | Onena KOPOTKHX L2 Data /8. #0024

3assa npo ceprudixauiro: Llum 1 3acBindylo, 1o HapeaeHa Bulle iHpOpMaLiis € JOCTOBIPHOIO Ta TOUHOIO.
o cepiro npoaykuii 6yno Bpo6aeHo (BKNOYalOUH [akyBaHH: T2 MAPKYBAHHS) Ta IPOBEACHO KOHTPOND Ti
SKOCTi Ha HWMIE BKa3aHii ALNLHULI Y MOBHIM BianosiaHocTi 3 BuMoramu GMP, BCTAHOBICHUMH MiCHEBUAM
PErynATOPHUM OPraHOM, 3FiIHO 3 YHHHHM 3aKOHOAABCTBOM YKpaitH, a TAKOX BiANOBiAHO A0 cneundikauii,
WO MIiCTATHCS y peecTpauifiHoMy aocke. TIpoTokony BUpOOHMUTBA, NaKyBaHHA Ta aHani3iB Oyno neperas-
HYTO Ta BCTAHOBIEHO Bianosianicts GMP.

Cepin rotoBoi nponykuii 41044006 Bianosinae sBumoram MK JI3 3i 3minamu
(Haxaz Ne 937 gid 23.05.2023) no Pecctpauifinoro nocsinuenns Ne UA/15056/01/01 Ta 4
A03BOJAETHCS A0 peaizanil.

z'c':)"ﬁz‘:“’“‘“'“a Hatasis TIMUEHKO /ﬂﬂ)/c/”/ flara ,/f (O A0l 3,‘

Bupo6ruua ninbunus. Aapeca: 61115 Ykpaina, Xapkiscbka 061n., micro Xapkib, sBynuus Cepepuna Iorousk
Jlinensin: cepist AB Ne 501356 sin 08.02.2011 p.
Caigourso npo arecrauito BKSI Ne 337 sin 09.03.2017 p. (Bunano Jlepxasroto cnyx6010 YKpaiHu 3 nikapchbkux 3acodis Ta KOHTPOIIO
32 HAPKOTHKaMK)
Ceprudicar GMP 057/2023/GMP pin 30.06.2023 p. (sunaHo JepsxaBHoio ciyx0010 YKkpalHi 3 1K, 3aCO0IB Ta KQ
HapKOTHKAMM) i

Ceptudixat ISO 9001:2015 Ne23EQLY24/R2 Bin 06.07.2023 p. (Bunanuii Assurance
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I'pyna drapmateBTHUHUX KOMTIaHiH

[pusarie Axuionepue Topapucrso «lexxia - Xapiipy

61115, Vpaina, Xapkischia 001.,
micro Xapkis

D-CON-7-09-004.4

Tea. (057) 7-147-799,

E- mail

synnus Cesepuna [ToTouskoro, Oyaniox 36

okk! i
www, lekhim.ua

CEPTU®MIKAT CEPIT Ne 2024-15.3/440

HafimenyBanHs AJBUMEPAT, Homep cepif: 41044007
ApOLyKUit:
Jlikapcbka Qopma: pO3UMH uif i ekuii, 250 Mr/mn
PeecrpattiiiHe PIT Ne UA/15056/01/01 (dic ne obmednceno) Pozwmip cepii 16748
NOCBIAUEHHS: L (ym., miT. T2 iH.): YIIAKOBOK .. -
Kpaina-BupoGHuK: Yxpaina N5 o
Cuna pii/akTuBHICTS: 1 M posuuRy micmume Xoniny aneghocyepamy 250 mz JlaTa
BUpOOHHMLITBA: 12 2024
Bua i posmip ymaxoski:  [To 4 it B ammmyati; no 5 amnyn B Gaictepi; Jlata 3aKiH4eHHA
no 1 Guictepy y mauui. TEpMiHy
MapxyBaHHA YKpaiHCLKOIO Ta POCIIChKOIO MOBAMH, MPHJIATHOCTI: 12 2027
HaiimenyBannsa 5 . ST MeTonsKH Pe3yabTaTtu
_MOKA3HHKA - Hawgrn cneqmpu\aun KOHTPOJIIO
3an. 1 MK Bez6apsHa
Onne BesbapsHa abo KOBTyBaTa Npo3opa piauHa, BizyanbHo. npo3opa
pinxHa
InenTudirauis
Xoniny anvpocyepamy | Ha xpomarorpaMi BUTpOGOBYBaHOIO PO3UHHY b, OTpHMa- 3amn. 2.1 MK Bianoainac
Hiit npu BU3HAYEHH] CYTNPOBITHMX JOMIlUOK, MAE BHARMA- by, 2.2.27.
THCS OCHOBHA IUIsIMA Ha PiBHI OCHOBHOT [JIAMY Ha XpoMa-
Torpami posuusy nopissAHHEA 1, BiAnoBinHa i 3a poamipom
i 3a6apBIEHHAM. :
®ochamu Kofbopopa peakiis 3 KMCHOTOI a30THOW. YTBOPIOEThEs | 3a I, 2.2 MK TTosuTusHa
ocai }KOBTOI0 KONbOPY. Jdby,2.3.1,
meton b.
Tpumemunanin Konboposa peakuis 3 Hatpilo rigpokchuoM. 3abapsnesns | 3am. 2.3 MKSL. TNozwruBHa
{HAMKaTOPHOTO nanepy Mae 6yTH CHHLOTO KOJILOPY.
IposopicTe Po34un Mae OyTy NpO30pUM. 3an. 3 MK TMposopuii
DV, 2.2.1.
Crynins 3a6apeaenns | Posuny mMae 6yTn Gesdapeym abo He iHTeHcuBHimE 3amn. 4 MICL Be3bapBHuit
eranoHa Y. by, 2.2.2,
meton 1L
pH Bin 5,5 no 7,0. 3a . 5 MK, 6,5
Py, 2.2.3.
Cynpogiaui aomimin | Dniuepodocdar — e inbwme 0,5 %. 3an. 6 MKA. BincyTHii
niuepnH — He Ginbwe 0,5 %. Joy,2.2.27. BincyTHil
Byas-sxa goMimka — He 6ineme 0,5 Y. BigcyTHst
06’em, 10 He menuie 4,0 mMn. 3an, 7 MKA. Binnosinae
BUTATAECTLCH by, 2.9.17.
Crepunbaictn Mae 6yTy CTEepUNBHAM. 3an. 8 MK4L. CrepunsHuii
Y, 2.6.1,
BakrepianbHi TpaHuu Rl BMICT HIOTOKCUHIB - MeHille 87,2 MO/MIL 3an. 9 MKA. MeHe
CHAOTOKCHHH eV, 2.6.14. 87,2 MO/Mn
Mexauniuni 118 uacTok = 10 MxM — He Ginsiue 6000 B ammyni; 3an. 10 MKA. Bixnosinae
BKJIIOYEHHSA: TS 4ACTOK = 25 MKM — He 6inbiue 600 B ammyJi. oY, 2.9.19,
HeaguduMi YacmKy meros, 1.
Mexauniuni Mae 6yTH IPaKTHYHO BINILHHM Bill 42CTOK. 3an. 11 MKSL Binnosinae
BKJIIGUEHHS: Oy, 2.9.20. i
GUOUMI HACKY !
Kinbkicue 3am. 12 MKsL. tx
BU3HAYEHHA : MeTton o g
Xoainy anvghocyepamy Bin 237,5 mr/mn 20 262,5 Mr/w. THTPYBaHH} 24779, MriMA i
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CEPTH®IKAT CEPI Ne 2024-15.3/440
HatiMenysaHHs AJILIIMEPAT, Homep cepii: 41044007
npoayKuii:
Jlikapebka dopma: po3umn s in'ekuift, 250 Mr/ma
Ynakoska Binnosinno o MK,
MapkyBaHHs Bianosinuo 1o 3minu xo Mapkysatus (6id 23.04.2021 p.)
I'padivne : : . . . 5

v BiuToBinHO 10 3aTBEPKEHHX OPHIiHa-MaKeTiB, PO3MILLEHNX B €AHAIH aBTOMATH30BAHIN
B OpMACHTH indopmauiitniit cuctemi depxaixenyx6n Vipaiun (unanni sin 01.07.2021 )
YHAKOBKM b P Y P o P B
KOMEHTAPI YMoBH 30epiranHa: -

B opurinalbHii ynakosui npy remnepatypi e Butue 25 °C.

Bukonasels: 10aist THOTIOHHHMK M, Hara 10.01.2025 p
Hasansuui BKSI: | Onena KOPOTKUX G |\ gy py g 5 £5

3asBa npo ceprudiraniio: LM s 3acBingy0, WO HABEACHA BUILE inpopMaLlis € ZOCTOBIPHOIO T4 TOYHOIO.
1o cepiro npoayxuii 6yno BupobieHo (BKIOUAIOUHM NIAKYBAHHA Ta MapKyBauis) Ta MPOBEIEHO KOHTPOb ii
SKOCTI Ha HuKYe BKasaHii Ainpruui y mopuiit Bignosigwocti 3 sumoramu GMP, BcraHOBREHUMY MicuesuM
PErynSTOPHUM OPTaHOM, STIAHO 3 UKHHMM 3aKOHOAABCTBOM Y KPaiHH, a TAK0K BiANOBIAHO 10 crienudikaui,
10 MicTATBEA ¥ peccTpauiftHoMy Jiocke. [IpoTokonH BUPOGHULTEY, 1aKyBaHHS Ta ananisis 6ysno neperna-
HYTO Ta BCTAHOBJICHO BianoBixHicTs GMP.

Cepisi rorosoi npoaykuii 41044007 sianosinac sumoram MKS JI3 3 3minamu
(Haraz Ne 937 ¢id 23.05.2023) po Peccrpauiiinoro nocsinuenns Ne UA/15056/01/01 ta
A03BOJIETLER RO Peastizantil.
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Bupo6uuua aitsauus. Aapeca: 61115 Vipaina, Xapkisceka o6, micro Xapkis, nyauus Cesepuna I‘lomubxor?»*;»s
Jlinensis: cepis AB Ne 501356 win 08.02.2011 p.

Csinourso npo arectauito BKS Ne 337 8ix 09.03.2017 p. (sunatio [lepxasroio cyx6010 Ykpaitu 3 1ikapehkux 3acofis Ta KOHTPOMO
32 HAPKOTHKAMM) T
Cepyudikar GMP 057/2023/GMP sin 30.06.2023 p. (sraano Jepasnoto cnyxGo10 Yipainu 3 JiKapchkux 3z ~'6’§isﬁ?a KOHTPOIIO 3
HApKOTHKAMH) A7 A
Ceprudikar (SO 9001:2015 Ne23EQLY24/R2 sin 06.07.2023 p. (supanuit Assurance Quality Certification 'h}
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