CEPTUDIKAT CEPII Ne 2021-15/229

Halimenysanus MEKCHKOP® Howmep cepil: 11359005
NpoRYKLIT:

Jlikapceka dopma: pO34uH AN i’ ekuin 50 mr/ma

Bamepiimui He Ginsuwe 1,4 OE/Mr Ha 1 Mr etwaMeTmarizpokcuni- Memme
€H0TOKCHHR PUAHHY CYKLMHATY EP, 2.6.14 1,4 OE/mr
CrepuabnicTs ITpenapar mae 6yTu cTepunsHuM EP,2.6.1 Crepunbruit
Kinbxicue
BHIHAYCHH
Erunsmerunrinpox- Bin 0,0475 r/mn no 0,0525 r/mn Crexrpodoro- | 0,0502 r/mn
CHITIPURNHY METPHYHKA
CYKUMHAT ,
Jlunarpiio B 1 ma poauuny mae 6ytu 0,000085 r-0,000115 ¢ Turpuberpuu- | 0,000103 r
ejerar IMHATPIIO efeTaTy Hui B I Ma
PO3HHHY
Ynaxkoska Binnosinae MKSs1.
Mapxyeanns Binnosiaxo no 3minu no Mapxysauns (id 10.12,.2020 p).
I'padiune Bisisan] , g . ’ i \ "
S0y BiAnosinHo 10 3aTBEPAKEHNX OPUTiHAN-MEKETIB, POSMILUCHHX B €AURIN ABTOMATH3OBAHI
indopmauiitaiit cucremi JeprorikenyxOu Yxkpainu (uunnuli sig 01.02.2021 p.)
YHAKOBKH
' KOMEHTAPI Ymosu 36epiranus:
f 36epirati B 3axHLUSHOMY BiA cBiTna Micui npy Temnepatypi Big 0 °C a0 25 °C.
£ st pm———
Buwauaamg_:_ o _ pHOBS wx | Hara 30.06.2021 p
Hawannnii BIGL: poTkix 0.0, | @ _2p op 2
2 i | 7 %= sp0e.

3ansa npo ceprudivaniro: L{nm 2 3acsizdyio, mo HaBesieHa uine indopmauis € Ho
Tounow. Lo cepito nponyxuii Gyno BupobneHo (BKMOYAIOUM NAKYBAHHS T4 MaPKYBaHHA AT
koHTposb 1T AKOCTI Ha HuXkue BKazanil AinbHuui y nosuill sianosignocti 3 BuMoramMu GMP.A
HMMH MICLIEBHM PEryATOPHHM OPFaHOM, 3rifHO 3 YHHHUM 3AKOHONABCTBOM YKpaiHH, frauog
ano po cneundikauifl, wo MicTaTeea y peccTpatiftnoMy nocee. IpoTokony supobuu
ananizis Gyno nepernsHyTo Ta BCTAHORAEHO Bianosianicts GMP.

¥

Cepin rorosol npoayknii 11359005 sianosinae pumoram MKS JI3 3i 3minamu gy, OO
(Haxaz Ne 2854 ¢io 10.12.2020) no Peeccrpaniiinoro nocsigueuns PIT Ne UA/497 IIOUQI T2
A03BOJIRETHCH 0 peanizanil.

o

Hupexropaaxocti/ | o - St
YROBHOBAKEHA 1B, Jitsinosa O.M
ocola; ' -

BupoGunua xiapmnus. Aapeca: 61115 Ypaiua, Xapxinceka o6, Micto Xapkis, ymus Cenepuna Hotouskoro, Gyausox 36
Jlinewsin: cepis AB Ne 501356 8in 08.02.2011 p.

Csigourso npo arectaniio BKA Ne 337 sia 09.03.2017 p. (nunauo Jepxasuoo cnyxbow ‘Ykpainu 3 nikapcskux 3acobis Ta KoHT-
POMO 33 HAPKOTHKAMH)

Ceprudixar GMP 019/2020/GMP sin 23.03.2020 p. (sunau Jepxanuon cnyxGoio Yrpaiuu 3 sikapchkux 3aco0in Ta KOHTPOMO 32
HAPKOTHKAMH)

Cel;)“ruéum'r 1SO 9001:2015 Ne 211QGHYS nin 01.06.2021 p. (suaanuit AQC MIDDLE EAST LLC) -



pyna dapmaneBTHYHMX KOMNAaHiH

D-LCOI-T-09-004:4

BATH iosepue T ; exxim — Xapxisy
61115, Yxpaina, Xapkiscska o6, Ten. (057) 7-147-790,
micto Xapkis E- mail okk@lekhim.net.ug

synutwi Cesepuna [orouskoro, Gyaunok 36 www. lekhim.ua

CEPTU®IKAT CEPII Ns 2021-15/229

Halimenysanns MEKCHKOP® Howmep cepii: 11359005

NPORYKLT:

Jlikapceka dhopma: po3uuH Jui iK' exuilt SO mr/mn

Peecrpauiiine PII Ne UA/4971/01/01 (mepmin Oil neobmedicenuil) Poamip cepil 10410

TNOCBIA4EHHH Braankn (Haxas Ne 231 i 30.01.2019 p.) (yn., wr. Ta YNaKoBOK

in.): Ne 10

Kpaina-BupobGHuK; Ykpaina

Cuna piifaktuBHicTs: 1 MJT PO3UMHY MICTHTS! Hara 4epBeHb
emunmemun2iopoxcunipuouny cyxkyunamy - 50 mz Bupobuuursa: 2021 p

Bun i posmip : Ilo 2 Mn B aMnyni; no 5 amnyn y KOHTYpHilt Hapyuko- | JlaTa 3akiHuen-

YNAKOBKH: Bifi ynakosuii; 1o 2 KOHTYPHI 4apyHKOBI YNaKOBKH B | HA TepMiHy 06 2024
nayii 3 KapTOHY 3 MAPKYBAHHAM YKPATHCLKOIO MOBOIO, | MPUIAATHOCTI: :

H‘posop
Onmue [Iposopa Gesbapsra abo 3nerka sabapanexa pinuxa Bizyansuuit 6esbapana
piauHa
Cnpapxnicrs: YO-criexTpy NOTNHHAHHA PO3YHHIB npenapary Ta cta- | Cnexrpodoro- | Binnosizae
Erwnmerwirinpok- HaapTHoro 3paska (C3) eTHAMETMATIAPOKCHIIIPUANHY | METPHUHHH
CHNIpUAUHY cykuuHaty 8 obsacti Bizt 250 o 350 HM nosuuHi MaTH
CYKL{HHAT MAKCHMYM NPH OHMX | THX CAMHX JOBXKHHAX XBH/Ib
OcHoBHa nnsMa Ha Xpomarorpami posunsy 1 nosumua | THIX
3HAXOAMTHCH HA PiBHI NAAMM Ha XPOMATOrpaMi pO3UHHY Binmosinae
A C3PC eTunMeTHAriAPOKCHIIPHANHY CYKLIMHATY
Juuarpito Yepsono-dionerose 3abapanenns nosuxHo nepexoauty | Skicua peakuia | Butpumye
ejerar B XOBTE :
Kuenora Poszunn nosuHen MaTh oparkene 3abaperenus 3 inTen- | Skicna peakuis | Butpumye (
BypurTHHOBa CHBHOIO 3eJieHo1 Qnyopicuenuieio !
Hpesopicrs Ipenapar mae GyTu nposopum EP. 221 [posopwit
Koasoposicrs Mae 6yra Gesbapsunm abo Horo 3a6apsnenna He mae | EP, 2.2.2 Burpumye
nepesuutypaty etanon R, BY, abo Y merop 11
pH Bix 3,5 5o 5,5 EP,22.3 4,4
Mexaniuni Hesuoumi vacmxu;
BKJIOYEHNS: ana gacrok 2 10 MM — ne 6insuie 6000 s amnyni; EP.2.9.19 ,
_ o , A il Burpumye
And 4acTok 2> 25 mkm — we Ginswe 600 B ammysni. meron |
Buoumi vacmru:
Mae 6yTH npakTH4HO BITLHHM BiJ HacTOK. EP,2.9.20 Burpumye
Croponsi
Aomimkn He 6insiue 0,5 % THIX Bincytni
Hominansuuii Y sianosinsocti 3 BUMoOramy EP, 29.17 Binnosinae
06’em BHMOraM
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CEPTM®IKAT CEPII Ne 2021-15/291

Hatimenysanns
NPOAYKLi:
Jlixapesxa dopma:

MEKCHKOP*

posumy A0 I8 ekt 50 mr/va

Homep cepii:

11359006

Hakmenypannsg G T e3yALTATH
y PBumorn cuneundikaunii s .
NOKATHHKA o ke g .
Baxrepiaibui He 6iapae 1.4 OFE/Mr ga 1 Mr eTHaMeTHAriApoKeHIipu- Memnie
CHAOTOKCHHH JHHY CYKUMHATY EP,2.6.14 1.4 OE/mr
Crepuabnicth [Mpenapar Mae OYTH CTEPUIBHHM EP.2.6.1 CreprsibHUH
Kiaskicue
BH3AAYEHHNA
Ernamenwiriapoken- | Bia 0.0473 vy g0 0,0525 r/va Crexrpodoro- 0,0502 r/ma
MIPUAKHY MeTpUUHHH
CYKLHHAT
Aunarpio B | st posuuny mae Oyru 0,000085 r-0,000115 ¢ Turpumerpud- - 0000102 ¢
eaerar AMHATPHO €1eTary. Hu# B 1 Ma
POIUUHY
Ynaxkoska Bianosiziac MKSL
MapryBanus Bianogiano o 3minu g0 Mapxysauus (6io 10.12.2020 p).
I'padisine o - . . . . -
8 ¥ 2L p7s SIOFRW: 83 58 4 D, q S a PR 8 Sty ¥4 3. 3 g8 » & o] ‘ Mt 1 #1alsd
) BiAnoniano 10 32TBep/UKEHAX OPHMHAT-MaKeTiB, POIMILIEHUX B €NHIA aBTOMATH3OBAHIN
oopmicHHs . s b ; ; e gl " ~ A0S
indopmaniinii cuctemi Jepaaikcayxbn Yxpainn (aunnui gin 01.02.2021 p)
VIIAKOBKH .
" KOMEHTAPI Y\msu &i’%pir'amm
f Burouaneus: 1.1Lb. Cyupuona LC. A JlaTa 10.08.2021 p
- Hauansunk BKS: .15 Koporiux 0.0. /%2

3asisa npo ceprudiranito: v 1 3acinuyio. wo vaseaena suie indopmaiia € JOCTOBIPHOIO Ta TOHHOIO.
tho upxm NPOAYKUIT 610 BUPOBAEHO (BRIOUAIOUN NIAKYBAHHA TA MAPKYBANHA) T4 NPOBCACHO KOHTPOITL
i AKOCTI HA MMM BRAsAuTil ALALHUE v NOBHIN BLATOBIAHOCT 3 BUMOramMu GMP. BCTaHOBACHUMI MiCILE-
BHM PETYJTOPHHM OPIaHOM, ACEAHO 3 MHHHMM 32KOHOAABCTEOM YKpaiHH, & TAKOK BLATIOBIAHO A0 CCUM-
Gikauii, wo MicTaTHeR ¥ percmmumrow, aocke. TTporokonn sHpoGHALTEA, NAKYBAHUSA TA aHANI3IB Oyi0
HeperasiyTo Ta BeTanosieno sianosligicrs GMP,

Cepist rororoi npoaykuii 11359006 siznosizac savoray MK JI3 3i 3winavn
(Hawers No 2854 gio 10.12.2020) no Pecerpaniiinoro nocriguenns PIT N U A/4971/01/01 va

A03BOMCTLOY 10 peatizanil,

 Jtupexrop 3 Axocti/
| YnosHoBaKena
L ocoba:

LB, Jirsinesa OM

N//r/%/ 5 s ko)

BupoGunua aineuuus. Aapeca: 61113 Yipaina. Xapriscpra 00 smicto Xaprin, sy Ceseprna oroussoro, Oy ok 36
Jinensise cepis AB Ne 301356 niag 08022011 p.

Csinourse npo arecrauio BKA Ne 337 5in 9.03.2017 p. (miaauo eprannon ciyubow Yrpaiid 3 aikapg

30 HUPKOT Hh(]\ﬂ/”

HAPKOT mamn)

Ceprudisar 150 9001:2015 Ne 21HOGHYS 8ia 01.06.2021 p. Gaamnii AQU MIDDLE EAST LY E




DCOf-7 0900474

Ipusarue Axkuiovepue Torapuctno «lexxim — Xapxiny

MICTO Xapkis

pyauus Cesepuna [orouskoro. 8ynusok 36

61115, Ykpaina, Xapkisceka 00,

et {0573 7-147-790,
E- mail okk@@lekhim.net.ua

www. lekhim.ua

CEPTUDIKAT CEPIT Ne 2021-15/291

Ernavernnrigpoken- | aaprHoro spaska (C3) eTuaMeTHariApoKCHInpriMny Cy- | MeTpHynui
NIPHANHY kupHaty B obacti Big 250 10 350 um nopuuei MaTi Ma-
CYKLHHAT KCHMYM TIPH OZTHHX 1 THX CAMUN TOBKHHAX XBHIIh
OcHOBHA IIMa Ha XpoMarorpami pozuuny | nopunna | THUX .
SHAXO/AMTHCH HA PIBHI IUIIMH HA XPOMATOrpaMi posuny - Bianosizae
A C3PC eTrAMETHATTAPOKCHIIIPHANHY CYKUMHATY
Jiunarpio Yepaouo-dionerose safapBaeHns NOBUHHO nepexojmy ¢ AxkicHa peakiis | Burpuvye
eierar B JKORTE
Kucnora PosunH NOBUHEH MaTH oparsxese 3abapBieHus 3 iwres- | Skicha peakiis | Burpumye
SypuwitHnosa CHUBHOIW 3eJIEHOI0 (hrryopicueniieto
Hposzopicrs Hpenapar mae Oyru nposopum BP9 Hposopuit
Koaboposicrs Mac Oyru Gestapsanm alo Horo abapsaenns we mae | EP.2.2.2 Burpumye
nepesulysary erasion Ry BY. abo Y Meroa 1
pH Bin3.5 103,35 ER. 223 43
Mexaniuni Heguoumi yacmu:
BRIICYeN NN JUts 4acTok 2 10 mkm — He Siasiue 6000 B amnyai; EP.2.9.19 B
L o S SRt HIPHMYE
18 HacToK > 25 MKM -~ He Siape 600 B amnyai. Merton 1. prv
Budwwi vacmru. o
Mae & . . ‘. EP,2.9.20
Mae GyTH NPakTHUHO BiNLHHM Bi 4aCTOK. : Burpumye
Croponui
AGMIIKH He Gisbme 0.5 % THIX Biacyrtui
Hominaasnuit Y BiANOBIAHOCTT 3 BAMOFaMH EP.2.9.17 Bianosiaac
- 0b’em BUMOTaM

Halimeuysanns MEKCHKOP* Homep cepil: 11359006
IPOAYKILT:
Jlikapeeka popma: posuns st i1 ekuid 50 mr/ma
Peectpantifine PYI Ne UA/49TL/OL/01 (meparin Oif neobyesncenutl) Posmip cepil 10470
HOCBIAYCHHS | Broranww (Haxas No 231 6io 30.01.2019 p.) (yn.. w. 18 VHAKOBOK
H.) Ne 10
Kpaina-supolOHHK: Ykpaina
Cwaa JUV/aKTHBHICTD! [ MJT PO3UUHY MICTHTE! Hara HUTSIN
emusenuAiopokcunipuouny cykyunanmy - 30 ue BUPOOHHULITRA: 2021 p
Bua i posmip [To 2 syt B aMmyi; 110 S amnya y KOHTYpHIH vapyskosii | [lata 3akin-
VIAKOBKH: VIAKOBIL; 110 2 KOHTYPHI YAPYHKORI YIAKOBKY B rauli = ueHHs Tepminy 07 2024
3 KAPTOHY 3 MAPKYBAHHAM YKPATHCHKOIO MOBOIO. NPHAATHOCTI!
Haiimenypanss . \ STl Meromixn | Pesyrprars
Bumoru conenndikauil Ci
HORABHUKA KOHTPOIIO v
Hposopa
Ounue Iposopa 6exdapera abo saerka sabapsacua pianna Bizyaasuni Hezdappha
piuHa
CrupaxnicTs: VO-criekTpy NOrAMHAHHS po3unHis npenapary ta crab- | Crexrpodoro- | Bianosizac

v




D-COII-7-09-004/A
MpueaTne Axuionepue T M iy — KiB»

61115, Ykpaina, Xapkiscbka 06.1., Ten. (057) 7-147-790,

['pyna q;uapmauen'ruqm{x KOMIIaHiH

micto Xapkis E- mail okk@lekhim.net.ua

Byauus Cesepuna Ilotouskoro, OyauHok 36 www. lekhim.ua

CEPTU®IKAT CEPII Ne 2021-15/527

HatimenypanHts MEKCHKOP* Homep cepii: 11359009
NPOAYKLIT:
Jlikapchka hopma: pO34KH 1A iH ekuii S0 mr/mi
Peectpauiiine PII Ne UA/4971/01/01 (mepmin Oii neobmesrceruii) Poamip cepii 10470
TIOCBIIMEHHS : Braankn (Haxaz Ne 231 gio 30.01.2019 p.) (yn., wr. T2 YTaKoOBOK
iH.): Ne 10
Kpaina-BHpoGHHK: VYkpaina
Cuna nii/akTHBHICTB: 1 MJI PO3YMHY MICTHTB: Jlata rpy/ieHb
emuamemun2iopokcunipuduny cykyunamy - 50 mz BUPOOHHLITBA: 2021 p
Bun i posmip ITo 2 ma1 B amnyai; no S amnyn y KOHTYpHil apyHkoBii | JlaTa 3aKiH-
YNaKOBKH: YNaKoBLli; MO 2 KOHTYPHI YapyHKOBi yNIaKOBKH B navui | yeHHs tepminy 12 2024
3 KapTOHY 3 MapKyBaHHAM YKPaiHCbKOK MOBOIO. MPHAATHOCTI:
noxas Buamorn cnenndikaunii xoutpomo | Pl
[1po3opa
Onuc Iposopa Gesbapsua aGo 3nerka 3aGapeieHa piauHa BisyanbHuii GesbapsHa
pimMHa
CupaBxHiCTb: Y®-cnekTpH NOrJIMHAHHA PO34YHHIB npenaparty Ta craH- | Cnekrpodoro- | Bianosinae
Erunmernariapokcu- | naprHoro 3paska (C3) eTHaMeTHariApoKCHITipHaMHy Cy- | MeTpHYHHIA
MipUIHHY KiMHaTy B o6nacti Bia 250 10 350 HM NOBMHHI MaTH Ma-
CYKLIHHAT KCHMYM MPH OIHHX | THX CaMHX JIOBKHHAX XBHJIb
OcHoOBHa nusiMa Ha Xpomarorpami pozuusy 1 nosunsHa | TLUX
3HAXOJMTHCH HA PIBHI IUISMK HA XPOMATOrpami poO34uHYy Bianosinae
A C3PC eTunMeTHIrAPOKCHITIPHAKMHY CYKIIMHATY
Jlunarpio YepeoHo-(ionerore 3abaprieHHs MOBHHHO nepexoauTH | SkicHa peakuis | Burpumye
e/leTar B ¥KOBTE
Kucnora Po3unH NOBMHEH MaTH opaHxkeBe 3abapBiieHHs 3 iHTeH- | SIkicHa peakuis | Butpumye
OypIUTHHOBa CHBHOIO 3e/1eH0I0 uryopicueHLieio
IIpo3sopicre [Tpenapar mae GyTH Npo3opuM EP.22.1 [posopuii
Koasoposicts Mae 6yt Ge3bapsuum abo Horo 3abapeienns ue mae | EP, 2.2.2 Burpumye
nepesuuLyBaTi ertanon R; BYs aGo Y Merton 11
pH Bin 3,5 n0 5,5 EP,223 4,3
Mexaniuni Heeuoumi yvacmku:
BKJIIOYEHHSH ans yactok > 10 mkm — He 6inbiie 6000 B amnyi; EP,2.9.19 Biititse
JUIA YacTOK > 25 MKM — He Ginbiue 600 B ammyJii. Meron 1, o i
Buoumi vacmxu:
Mae GyTH NpaKTHYHO BUILHUM BiJl YACTOK. Butpumye
Croponni
AOMIIKH He 6inbe 0,5 % BigcyTHi
Hominansuuii VY BIANOBIAHOCTI 3 BUMOramMu Bianoeinae
06’em BUMOTram
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CEPTU®IKAT CEPIi Ne 2021-15/527

HaiimeHyBaHHs MEKCHKOP* Homep cepii: 11359009
MPOAYKLIT:
Jlikapceka dopma: pO34MH g iH ekt S0 mr/man
TS ST Bumorn cnenndikaunii KOHTPOIO
Bakrepianbhi He Ginbiie 1,4 OE/Mr Ha | Mr eTHIIMETHIITIPOKCHITIPH- Memiue
€HIOTOKCHHH JMHY CYKLIMHATY EP, 2.6.14 1,4 OE/Mr
Crepuabnicrs Ipenapar mae GyTH CTEPHILHHM EP, 2.6.1 CrepunbHuii
Kinbkicne
BH3IHAYCHHS
Erunmerunrigpokcu- | Bin 0,0475 r/ma go 0,0525 r/mn Cnekrpodoro- | 0,0501 r/mn
MipHIHHY METPHYHUHA
CYKLMHAT
Junatpito B | ma posuuny mae 6ytu 0,000085 r-0,000115 r Turpumerpuu- | 0,000103 r
enerar JIMHATPIIO efleTaTy. HUH B 1 Mn
pO34HHY
YnakoBka Bianosinac MK5L.
Mapxkysanns Bianosiaso a0 3minn go Mapkysanns (6i0 10.12.2020 p).
I'padiune Bi ; : : : - i
olepuneuns _ mnosma_c; ;11_(;i 3ATBEP/UKCHHX qpurman-m;xer?, poamme;mf Boeingglzoazslromamsosaum
SRR indopmauiiiniii cucremi Jlepaknikeny:xou Yipainu (unnaui Big 01.02. p.)
KOMEHTAPI VmoBu 30epiranus:
30epiraTi B 3aXMIEHOMY BiJl CBiT/a Miculi npu Temnepatypi Bia 0°C no 25°C.
/
Bukonaseus: I.L6. Cmmnpuosa LC. Cé/,, Hara 17.01.2022 p
3acTynHHK

Hauyanbauka BKH:

I1.1.L6. Hikonosa JLJL

Hs, ||

/
3asiBa npo ceprudikauiio: LM s 3acBiauyio, 110 HaBeIeHa BULLE iHPOPMALLA € IOCTOBIPHOIO Ta TOHHOIO. _-
Liio cepito npoaykuii 6ys10 BUpoGaeHo (BKIIOYAIOUM NAKyBaHHs Ta MAPKYBaHHS) Ta NPOBE/ICHO KOHTPOJIH =
ii AKOCTI HAa HIDKYE BKa3aHil AiBHUII Y NOBHIH BianosiaHoCTI 3 BUMOoramu GMP, BCTAHOBIEHHMH Miclie-
BUM PEryJIATOPHHM OPraHoOM, 3riIHO 3 YHHHHM 3aKOHOAABCTBOM YKpaiHH, a TAKOXK BIANOBIAHO 10 CrieLH-
bikauii, mo MicTATLCA y peecTpauiiiHomy nocse. [IpoToKonH BHPOOHHITBA, TAKyBaHHA Ta anaisis 6yno
neperjisHyTO Ta BCTaHOBJIeHO BianosiaHicts GMP,

Yepaiva wicro Xapsis

Cepis rorosoi npoaykuii 11359009 sixnosizac Bumoram MKS JI3 3i 3minamn
(Haxaz Ne 2854 gio 10.12.2020) no Peecrpauiiinoro nocsinuenns PII Ne UA/4971/01/01 Ta
JAO3BOJIMETHCH 10 peaJizamii.

p

s e,

/ pliet= Sl N
4 S FEJ1W 7 >
& W ,

L poxkymen i

JlupexTop 3 sKocTi/ - M 1,
YnoBHoBakeHa ILLB. Jlirsinosa O.M. / HOava: 7 st *
ocoba: 1 T s,

1=/ Bn o

Jliuensin: cepis AB Ne 501356 sin 08.02.2011 p. &
Ceinourso npo aTecrauiro BKSA Ne 337 8in 09.03.2017 p. (snaano [lepxasnoio ey
33 HAPKOTHKAMH ) y
Ceprudikar GMP 019/2020/GMP Bia 23.03.2020 p. (Bunau JlepkasHowo ciyx6o e Yacpai
HAPKOTHKAMH)
Ceprudixar ISO 9001:2015 Ne 211QGH98 sin 01.06.2021 p. (Buaanuii AQC MIDDLE

=S = =S



D-COI-7-09-0044
[pusarue Axuiouepne Tosapucrso «Jlekxim — Xapkiny
61115, Ykpaina, Xapxiscexa o6x., Tea. (057) 7-147-790,
micro Xapkis E- mail okk@lekhim.net.ua
sysng Cesepuna [otoupkoro, Oyaunox 36

fpyua dapMaueBTHHHUX KOMNAHIH
www. lekhim.ua

CEPTH®IKAT CEPII Ne 2021-15/530

HaiimenyBaHnsi MEKCUKOP® Howmep cepii: 11359011

npoAyKuit:

Jlikapceka dopma: po3uuH and i ek 50 Mr/mn

Peectpauiitne PI Ne UA/4971/01/01 (mepmin Oil neobmencenutl) Posmip cepii 10468

HOCBIAYEHHS: Braankn (Haxas Ne 231 6io 30.01.2019 p.) (yn., wr. T8 YI4KOBOK

i) Ne 10

Kpaina-supoGHuK: Vkpaiua

Cuna pil/akTHBHICTS! 1 MJ1 PO3YHHY MICTHTE! Hara rpyAcHD
EMUIMEMUAZIOPORCUNIDYOURY Cykyunamy - 50 m2 BUPOOHMITBA: 2021 p

Bug i posmip ITo 2 Ma1 8 amnymi; o 5 aMnyn y KOHTYpHil yapynkosiit | [lara zaxin-

YIIaKOBKH: YIAKOBILi; 110 2 KOHTYpHI YapyHKOBI YIIAKOBKY B nauili | ueHHs tepminy 12 2024
3 KAPTOHY 3 MAPKYBAHHAM YKPaiHCHKOIO MOBOIO. NPUAATHOCTI:

ru cnenngika
) Tposopa
Onue [Iposopa Gesbapsua aGo 3nerka 3abapanena pinuua Bisyansnuif Gesbapeua
piauHa
CnpagxpicTs! Y®-criexTpu NOIIMHAHHA PO3UKHIB fiperiapaty Ta crad- | Cnexkrpodoto- | Binnosinae
ErwiMernnrigpokcu- | AaptHoro spaska (C3) eTHIMETWITAPOKCHITIPHIMHEY Cy- | METPHYHHIA
NipHAHHY kunaty B obnacti Bin 250 po 350 uM noBuHHI MaTH ma-
CYKIMHAT KCUMYM NIPH OLHHX i THX CaMHX JIOBXKHHAX XBHIIb
OcHoBHa ruisMa Ha xpomarorpami posuuny 1 nosunna | THIX
IHAXOAUTHCH Ha PIBHI IUIIMHU Ha XPOMATOrpaMi posUMHY Bignoeinae
A C3PC eTWIMETHIN APOKCHITIPUANHY CYKUMHATY
Junarpito Yepsono-pioneTose 3abappieHns nosuHHO nepexoauty | SkicHa peakuis | Butpumye
eferar B JKOBTE
Kucnora Posyun nosunen MaTty oparbkene 3abapenenHs 3 iHTeH- | Skicua peakuis | Burpumye
GypuwiTHHOBa CHBHOIO 3CCHOIO PayopicueHLico
Hpozopicts [Ipenapar mae 6ya npozopum [Mpozopuii
EP,2.2.1
Kouasoposicts Mae Gyru Ge3bapsuum abo ioro 3abapenenns He mae | EP,2.2.2 Butpumye
nepesutysaTi etanod R; BY, abo Y Meron 11
pH Bin 3,5 no 5,5 EP, 223 43
Mexaniuni Heeuoumi vacmxu:
BIJNOMCHHS 1 9acToK 2 10 MM ~ He Gisnbie 6000 B ammysni; EP,2.9.19 By .
JUISL HACTOK 2 25 MKM — He Ginbite 600 8 amnyai. Meron 1. HTpHMYy€
Budumi vacmxu: i
Mae GyTH NPaKTUYHO BINbHUM BiJ{ YaCTOK. EP,2.920 Butpumye
Cropouuni
Aominiku He Ginsie 0,5 % THIX Bigcyrni
Hominanennii Y BiAnoBiAROCTI 3 BUMOraMn EP,29.17 Bignosigae
006’em BHMOTaM
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CEPTUDIKAT CEPII Ne 2021-15/530

HalimenyBarns
NPORYKLIT:
Jlixapcwxa dopma:

MEKCHKOP®

PO3YMH Juist i exuii 50 mr/mn

Howmep cepil:

11359011

Bax’repmnbm He Ginbiue 1,4 OE/mrna 1 Mr éfunme’rﬁﬁri,aponmu« Mermwe
€HAOTOKCHEH AMHY CYKUMHATY EP,2.6.14 1,4 OEfmr
CrepunnnicTs Ilpenapar mac OyTH CTEpHABHEM EP, 2.6.1 CrepuabHnit
Kiabkicne
BHIHAYEHHSA
Eruamerunriapoxeu- | Bin 0,0475 v/mn no 0,0525 r/ma Crextpodoro- | 0,0500 r/mn
nipuauHy MeTpHYHUi
CYKUMHAT
Hunarpio B 1 M2 posuuny mae 6ytu 0,000085 r-0,000115 ¢ Turpumerpuu- | 0,000103 r
emerar JIMHATPIIO cAeTaTy. HHHA B I Mn
PO3YMHY
Ynaxoska Bianosinae MKSI.
Mapkysanus Bianosigno a0 3minu ao Mapkysanus (sio 10.12.2020 p).
I'padiune s ’ , ; . g 5ad g
Bianosizno no 3aTBep/KEHAX OPUiHAT-MAKETIB, PO3MILICHUX B €AMHIA aBTOMATH30BAHIA
DARMIER inpopmaniinii cucremi Jepanikenyx6u Ykpainu (uunnnit Big 01.02.2021 p.)
YNAKOBKH : ’ - )
KOMEHTAPI Vmosu 36epiranus:
36epiraTy B 3aXHILEHOMY BiJ cBitna Micui npu Temneparypi Bia 0°C mo 25°C.

B. CuupwosalC. . | 4 | Jlara 18012022p

TUEKOLDT
(.. 2287804

A DY 2 Rapeis

8"&:»

3ansa npo ceprudirauiio: Llum 1 3acBiguyio, o HaBeieHa suie iHGopMaLis € JOCTOBIPHOIO Ta TOF
Hoto. Lo cepito nponykitii 6yno Bupobneno (BRIOYAOYH NAKYBaHHA Ta MAPKYBaHHA) Ta NPOBEACHO
KOHTPONb i1 AKOCTI Ha Hibkue BKazaHilf aineRKUI y nosyil Bianosianocti 3 Bumoramu GMP, Bcranopne-
HHMM MICHEBHM DEryJIRTOPHHM OPraHOM, 3riZIHO 3 YMHHIM 3a8KOHOAABCTBOM YKpainy, a TAKOK Biamno-
BiAHO o cnenwmdianii, wo MicTHThCH ¥ peectpauilinomy xocke. ITpoToKoNH BUpOOHAITEA, IAKYBAHH
Ta aHanisis Oyn0 nepersiaHyTO Ta BCTAHOBICHO BinnoBinmicte GMP.

Cepin rorosoi npoayxuii 11359011 sianosinae sBamoram MK JI3 3i 3minamu
(Haraz Ne 2854 610 10.12.2020) no Peecrpanifinoro nocsiguenns PTI Ne UA/4971/01/01 Ta
AO3BOJIRECTHCH 10 peasizanii.

Aupescrop 3 sxoeri/
 ¥HopHOoBaeHa
acofa;

I'HB Jlirsinosa O.M.

Jhinemzin: cepis AR Ne 501356 in 08.02.2011 p.
Cainourso npo arecraniio BKH Ne 337 8in 09.03.2017 p. (susano Jepxasuoio ciayxboio Yrpain 3 fligapCexuy;
34 Hapxnmxamu)

Hapmmxam ")
Ceprudixar 18O 9001:2015 Ne 21HQGHIS ein 01.06.2021 p. (suaamii AQC MIDDLE EAST LLC)



I'pyna dpapmauestrunnx koMnauii

DO 700 8 4

Hpuasatne Axuionepue Torapucrso «Jexxiv — Xapgin»

sicto Xapkis

CEPTH®IKAT CEPII No 2022-15.1/127

61115, Yrpaiua, Xapkiscbka obi.,

T,

0373 7-147-794).

1

www, lekhim.ua

Hatimesveanus MEKCHKOP* Howmep cepit: 21359601
| IpOAYKLT:
. Jlixapchbka dopma: PO3UMH Juis i ekt SO mr/ma
Peccrpauiiine PII Ne UA/4971/01/01 (vic ne odmenceno) Poaumip cepii 10400
HOCBIUEHHS: Braagxu (Haxas Ne 231 sio 30.01.2019 p) (yn.. wr. ta YIAKOBOK
1H.): Ne 10
Kpaina-supoBGuux: Ypaina o
Cuna gifakrusnicrs: | mn PO3UHHY MICTHTh: Jlara JAMNEHL
CMUIME MUALIOPORCUNIPUAUNY CyRyunamy - 50 me BUPOOHMLITBA: 2022 p
Buxa i posmip Ho 2 mn B amnyni; no S amnyn y KOHTYPHIA wapynkosit | Jlara 3akin-
YTaKOBKH: YNAKOBUI; MO 2 KOHTYpHI HapYHKOBI YITAKOBKY B Ayl | YeHHS Tepminy 07 2025
3 KapTony 3 MapKYBaHHAM YKPATHCLKOIO MORBOIO. APHAATHOCTT
- Meroguxn | Pesyasraru
KOHIpoJo '
Hposopa
Iposopa GesGapsua a6o snerka sabapesieHa pinmua Bisyasnsuuii tesbapsua
| piimna
Cupasmuicrs: Y®-criekTpu norauHanns posunmis npenapaty ra crau- | Crnexrpooro- | Binnosiaae
Erunvervnrinpoken- | napraoro spaska (C3) ermsiMeTwiriapokenni PHIMHY CY- | MeTprYaMi
MipuAHHY KuuHaty 8 o6nacti Bin 250 10 350 um nosuuni Maty Mma- ;
CyKLUMHAT KCUMYM FIPH OJHHMX | THX CAMHX JOBKMHAX XBU/Ib |
OcHoBHa 11sMa Ha Xpomarorpami posuuny | nosusna | TIIX
3HaXOAUTHUCH Ha PIBHI MASMH Ha Xpomarorpami po3uuHy Binnosinac
A C3PC ETHIMETHIN IPOKCHITIpPHAMHY CYKUHHATY
Hunarpio Hepsono-pionerose 3abapsienns nopHHHO NEPEXOAMTH | AKiCHa peakitis  Burpusye
| eaerar B 2KOBTE
Kucnora Posunn nosuuen maru OpamkeBe 3adapssieHns 3 inren- | Skicua peakuis | Burpumye
DypLITHHOBA CHBHOIO 3€IEHORO (DIIyopicLieHLliero A B
posopicrs Ipenapar mae GyTn npozopum . Tpozopui
EP,22.1
KoasoposicTs Mace 6yTu Gesbaperum abo ioro 3abaperienns we mac | EP,2.2.2 Burpuwmye
nepesuutysaTi etanon R: BYs abo Y, Meroxa 1
pH Bin 3,5 50 5,5 EP, 223 4.4
Mexauiuni Heeuoumi wacmru:
BRIHOMEH S At MacToK 2 10 Mkm — sie Ginbiue 6000 B amnyai; EP.2.9.19 Burnmve
- . . = T el BHUTRDHMYC
AUTH 9ACTOK 2 25 MKM ~ He Ginblie 600 B aunyi. MeTtox 1. PAM
Buoumi vacmxu: non
Mae 6yTH NpakTHUYHO BinbHUM BIJl YACTOK. EP,2.9.20 Burpusmye
Croponni
AOMIMIKH He 6insie 0,5 % THIX Bineyrui
Hosminannnni Y BiAnoBiaHOCTI 3 BUMOramMu EP.29.17 Bianosizac
06’em BUMOTAM

j



CEPTU®IKAT CEPII Ne 2022-15.1/127
Halimenysanuy MEKCHUKOP® Howmep cepit: 21359001
NPOAYKLET

. Jlikapeska dopma: posumy s i e 50 Mr/mn

HalimenyBanns . Pesyartarn
HOKAIHUKA o Rimory £ ‘*“*““’3;*"5‘5*“ e =
baxrepiaabui He 6inbwe 1,4 OE/mr va 1 Mr etunMernarinpokeumipy- Menwe
CHAOTOKCHEHE IHHY CYKLBUMHATY EP,2.6.14 1,4 OE/mr
Creprisricts Ipenapar mac 6yTh crepuibHum EP,2.6.1 CrepuiabHnii
Kiaskicne
BH3NAYEHHA
Eruamervarigpokeun- | Bia 0,0475 r/ma 10 0.0525 v/ma Crextpodoro- | 0,0498 r/ma
NipUanHY METPHYHHH
CYKUMHAT
Hunarpiio B 1 ma pozauny mae Sytu 0,000085 r-0,000115 ¢ Turpumerpuy- | 0,000100 r
eaeTaT AUHATPIO enerary. HUid B 1 Ma
PO3YHHY
Ynakoska Bianosinac MKSI.
MapkyBanns Bianosiano 10 3minn 1o Mapkysanns (6io 10.12.2020 p).
I'papiune ' : . . : -~ "
_ Bianosiano 10 3arBepokeHuX OPHIiHAI-MAKETIB, POIMIILEHNX B €AMHIH ABTOMATH30BAHIMN
odopmiennn . Sns . iag A i o " s PO
nopmauiiiniit cucremi Jepxknixenyx6n Vpainm (uunnmii sig 01.02.2021 p.)

YUAKOBKH

- KOMEHTAPI Ymosu 36epiranus:

‘ | 30epiraTn B 3axuineHoMy Bij CBITIA Micui ipu Temneparypi Bin 0°C o 25°C.
Burounagenn ILLB. Csmupuora L.C, Cé/, Hara 21.07.2022 p

v : »f&’f Hara

Hauaasank BKS ILLB. Koporxux 0.0, L AL LCE ALAKL

3asia npo ceprudixauio: LiuM 1 3acBinuyio, wio Haeaera BHuLe indOpMALis € JOCTOBIPHOIO T2 TO
oo, Lo cepito npoaykuil 6yn0 BUpoOIeHO (BKNIOYAIONY NAKYBAHHS TA MapKyBAHHS) Ta NpoBefeHo.
KOHTPOG 1T SKOCTT Ha HUKHE BKA3AHIT AinbHAL y NOBHIN BianosinnocTi 3 BuMorami GMP, BeTanose-

HUMH MICUEBHM PETYIATOPHHM OPraHOM, 3TAHO 3 YHHHHM 3aKOHONABCTROM VKpaiuy, a Takox Bigno-
BL1HO 20 cneundikauif, Mo MICTHTLCH Y PeecTpPaLifiHOMY H0Che. [IpoTtokonu BupoSHHLTRA, MAKYBAHH
T4 aHani3ip Oy0 NEPerIARYTO Ta BCTAHOBACHO BiANOBIANICTs GMP.

Cepist vorooi npoayruii 21359001 sianosinae sumoram MKSI JI3 3i 3minamu
(Haras Ne 2854 6io 10.12.2020) ro Peecrpaniiinoro nocsizyenns PTII Ne UA/4971/01/01 ta
AO3BOANCTLCH O peajizaniy,

g 4
o o A 4 : ;
| YnoBHOBAaMeH L5, Timuenxo H.B. e;“‘i% lera A8, 04 ALAA
| ocoba ' = - e
Bupofuuua alanwmus. Anpeca: 61115 Yipaina, Xapxizcuka o6, Micro Xapkis, syauus Cenepaua [MoToubkoro, Gy gy
7

Jhueusis: cepis AB Ne 501356 8ix 08.02.2011 p.

Csigourso npe avectaniio BKH Ne 337 8in 09.03.2017 p. (sunano Jepxanyoio ciyx6010 Yepaitu 3 SIKApCIAR

1 HAPROTHKAMM)

Ceprudivar GMP 019/2020/GMP sia 23.03.2020 p. (suian Jlepwanioo cayudoio Ypaium 5 ﬁikapcx, :

HAPKOTHKAMHU )

Ceprudirar 1SO 9001:2015 Ne 21 FQGHI3 Bix 01.06.2021 p. (suaawnit AQC MIDDLE EAST LLC)
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i CEPTH®IKAT CEPII N 2022-15.1/131

Haiimenysansia MEKCHKOP* Howmep cepii: 21359003
. NpoayKuii: .
{ Jlikapceka dopma: pO3YMH IS ik ekuii SO mr/va _
Baxtepiatbai " He Ginswe 1,4 O e |
| eHAOTOKCHHH AWHY CYKUHHATY EP,2.6.14 | 1.4 OE/mr
CrepuasnicrTs [Mpenapat Mac GyTH CTEPHIIBHUM EP, 2.6.1 tfepﬁnumﬁ
Ciana i i
Kixskicue '
| BHIRAYMCHHR !
Etmamerwarinpoken- | Bin 0.0475 r/mn no 0,0525 r/mn Crextpodoro- | 0.0500 r/ma
NipHAHHY MCTPHYHWA
cyKuMnat
Jlunatpio B 1 ma posummy mae Gymn 0,000085 ¢-0,000115 ¢ Turpumerpuy- | 0,000100 r
eaerar AHHATPIIO CACTATY. HHHA Bl Ma
s pO3UHHY
Ynakonka Bianosigac MKS. .

—— - JI'
| Mapxysanus Bianosiano ao 3winu xo Mapxysawust (sio 10.12.2020 p). '
. l—m:‘:";lm BianosiAHo A0 3ATBEPLKCHHX OPHITHAN-MAKCTIB, POIMITLICIIHX B C/AMMIH ABTOMATHIOBAHIH

i ifHi i iKes y ; 202
e indopmauifinii cueremi epactikeayx6u Vpailu (unmnnit Bin 01.02.2021 p.)

''Vmoss 3Gepivasma:
| 36epiraT! A 10XHILEHOMY BiJ CBITAA Micui nph TemmepaTypi 8ia 0°C a0 25°C.

" KOMEHTAPI

e

| Baxomaseus | TLLB. Crmpiona 1.C. Eé(.- Imn 20720229 -
. T o e
lll!qml.umrnltﬂ I.1.5. Koporxwx 0.0. | *’% | L OF KR

3aapa npo ceprudikanio: LM A 38CBIAIYIO, U0 HABEACHA BiE indopmalis € AOCTOBIPHOIO T2 TO ’l‘;—-— e
now. Lo cepito npoaykitii 6y.10 BHPOGIEHO (BKAIOHAKOYH [IKYBAHKA T4 MapKyBaHHA) Ta NpoBeaenT '
KOHTPOB T1 AKOCTI Ha MMKME BRA3AHIiT ALILHAUT Y NOBNIM BIANOBIAHOCTI 3 BAMOTAMH GMP, acranopne-
HHMH MICLEBMM PEry;ISTOPHIM OPrAHOM, 3MIAHO 3 YMHNHM JAKOHOAABCTBOM YKpPAIHM, & TAKOX Biano-
Bian0 20 cneundixauiil, WO MICTATLES ¥ peccTpauifinomy aocse. TpoToxoau BEHPOOMHIITRA, NAKYRAHHA
12 AHENi3iB GYJI0 NEPErnANYTO Ta BCTaHOBNEHO BianoniaHicTs GMP.

Tl METLRprie

R ST e ~orh

Cepis rovosoi apoayxuii 21359003 sianosisac sumoram MK JI3 si Iwinamn
(Haxeas Ne 2854 aio 10.12.2020) no Pecerpauifinoro nocsiauenns PTI Ne UA/4971/01/01 1a

103BOARCTBCR 10 peaizauil.
M b ik “ﬁ

i e Ll
Bupobumia alasnnun. Aapeca: 61115 Yxpaina. Xapxinchxa o061, smicto Xapxin. B m:ﬁ,ﬁ (’fémmfg
Jlinewsia: cepin AB N 501356 st 08.02.2011 p. s -
Cuizourse npo avecranito BKS| ¥e 337 83 09.03.2017 p. (snzano lepaamons ¢y E){?{ﬁ.’? PR
12 HAPKOTHKAMM) .

Cepingikar GMP 019/2020/GMP nia 23.03.2020 p. (snaun JlepRaBnoid Eayx w0 Y Ky 3 ik

Vnonwosaxena | TLLE. Tiwuenxo H.5. |

orolkKof Gyamidk 36

ofiin T3 KOWTPOIK

iR T2 KOHTPONC 32

HAPKOTHKAMHM) W% 7208 /&)
Ceprudixar 1SO 9001:2015 M 211QGHI8 pin 01.06.2021 p. (wiravni AQC MIDDLE : _"I’f LIC _ij/
T v oz 212



I'pyna papMALEBTHYHAX KOMNAHIH

61115, Vkpaina, Xapxiscbka 061.,

micTo Xapkis

gyt Ceseprna TloToubKOTO,

CEPTU®IKAT CEPIT Ne 2022-15.1/131

}7/

@-( ‘O}'J~ F-(39-0004-4

Ten. (057) 2147790

E- mail okki@@lekhim net.ua

SyauHok 36

www. lekhim.ua

HalimeHyBaHHs MEKCHKOP* | Homep cepii: 21359003 |
npoAyKuUii: } :
Jlikapceka dopma: pO3UMH ANA iH €KLiH SO Mr/mn
PeecTpauifine PII Ne UA/4971/01/01 (die ne obmedrceno) Po3smip cepii 10400
HOCBIAMEHHA" Bicnaaku (Haxaz M 231 6io 30.01.2019 p.) (yn., wiT, T2 YNaKoBOK ;
in.): Ne 10
Kpaina-sBHpoOHHK: Ykpaita |
Cuna Aii/aKTHBHICTb! | M pO3UMHY MICTHTB: Nara AuneHs
CIIUIMEMUARIOPORCUNTPUOURY CYKYUHamy - 50 me Bupo&mmna 2022 p
Buga i poamip [lo 2 M1 B amIiyai; no 5 amnyan y KOHTYpHIiH qapyuxomn Jlara 3aKin- o
YNAKOBKH: YNaKOBILi; 110 2 KOHTYPHI 4yapyHKOBi YNAKOBKH B nauui | 4CHHA tepminy 07 2025
3 KApTOHY 3 MapKyBaHHAM YKPailCbKOIO MOBOIO. NIpYIATHOCTI:
I
[pozopa
Onuc INposopa GezbapeHa abo ierka sabapenena pianna BisyaneHuit Besbapsia
pigHa
CnpapaHiCTH: YO-cnexTpy NOTSIHHAHHA postmmn npenapary Ta cTak- Cnexrpodoro- | Binnosisac
ETunMeTWIriipokc- | AapTHOTO 3pa3ka (C3) ermmemnrmpoxcumpnuuny cy- | MeTpHUHMP
MIPHAKHKY KUMHATY B 00/1acTi Bid 250 no 350 HM MIOBHHHI MATH Ma-
CYKLMHAT KCHMYM NpPH OJIHKX | THX CaAMHX AOBXKHHAX XBHITb
OCHOBHa TUIAMA HA xpoma'rorpam posunsy | nosunna | THIX
AHAXOAMTHCD HA PIBHI [LIAMM HA XPOMATOTPAMi PO3HHHY Binnoerinae
A C3PC errIMETHIM APOKCHIIIPHANHY CYKIIHHATY
Iuuarpito YeproHO-(ionerost 3a6apsieHHA MOBHHHO NEPEXOANTH Slkicua peakuin | Burpumye
eaeTar B JKOBTE
Kucnora PO3uUMH NOBUHEH MaTH OpaHxese 3a0apBleHHS 3 inTen- | SkicHa peakiuia | BuTpumye
6ypLITHHOBA CHEBHOIO 3€JICHOI0 (ITyOpiCLEHLLIeO
IIpo3opicTs [Ipenapar Mac GyTH NPO30PHM £p.2.2.1 [Ipozopuii
KoasopoBicrs Mae Gytu GesGaprinm abo dioro 3aGapenenta He mae | EP, 2.2.2 Bwrpuw)r
nepeeniiyBaTH cranol Ry BYs abo Ye Meroa 1l
pH Bia 3,5 20 5,5 EP,2.2.3 44
Mexanivuni Hegudwmi wacmxu B
BKIYCHAN: suts wacTok = 10 mxm — He Ginbe 6000 B amnym EP, 2.9.19 R
ZU18 9ACTOK = 25 MKM — He Ginbe 600 8 amryi. Meron 1, HEEAN
Budumi wvacmru:
| Mae 6yTH IPaKTHIHO BiALHHM B1JI YACTOK. EFH’,‘2920 Burpumye
'| ; : as e
| Croponni 4
“:'wminmu He 6inbiue 0,5 % Bincyrhi
Hominanbuni VY BiAMOBIAHOCTI 3 BUMOramMH
| 06°em

E "51-. xop 34603398

[enw‘djmau.lhﬂﬂ



CEPTH®IKAT CEPII Ne 2022-15.1/182
HalimenysanHs MEKCHKOP® Homep cepii: 21359004
NpOAYKUIl: '
Jlikapceka (opma: PO3UMH Ang iH’eknii 50 mMr/Mn
EOX a -
Baxrepianbni He Ginsue 1,4 OE/Mr Ha 1 Mr eTHIMETHWITi APOKCHITIPH- MeHnine
€HIOTOKCHHH JHHY CYKLUHATY EP,2.6.14 1,4 OE/mr
Crepuasbhicrn IIpenapat mMae 6yrTu crepunbHUM EP, 2.6.1 CrepunbHuii
Kinsxicne
BH3HAYEHHSA
Ernnmerwnrinpokeu- | Bin 0,0475 r/ma go 0,0525 r/mn Crnextpodoro- | 0,0500 r/mn
NipUOUHY | METPHYHUI
CYKUMHAT
Hunarpiro B 1 Mt posumny mae Gyru 0,000085 r-0,000115 r Turpumerpuy- | 0,000098 r
eferar JNUHATPIIO efeTary. HIH B 1 mx
' PO3UYUHY
Ynakoska Binnosimac MKS1.
MapkyBanus Binnosiaxo no 3minu xo Mapxysanus (si0 10.12.2020 p).
T'padiune ; : ; ; : . -
otiopmurenna Bianosigso 1o 3aTBEpIKEHNX OpHUTiHAT-MaKeTiB, PO3MILICHUX B €AMHiN 4BTOMATH30BAHIMN
e ingopmauiiiniii cucremi Jepxtikcnyx6u Vkpainu (uuHBui Big 01.02.2021 p.)
KOMEHTAPI VMoBH 36epiranss:
36epiraty B 3aXHIIEHOMY Bif CBiTJIa MicHi rpy TemniepaTypi Big 0°C fo 25°C. N

Tata 06.092022p

g re gl

3assa npo cepTuidicauiro: L{um 1 3acBinyIo, MO HaBeaeHa BAIIE indopmaLiis € nocrosipHoOIO Ta TOY-

Hotwo. Lo cepito npoayxuii 6yno BHPOGICHO (BKIMOYAIOYM NAKyBaHHS T2 MAPKYBAaHHA) Ta TIPOBENEHO
KOHTPOJIb ii AKOCTI Ha HUXKYE BKasaHiM AiNpHUII Y NOBHIN BianosiHOCTI 3 BUMOTramMu GMP, BcranoBe-
HHMH MiCLEBHM DEryNATOPHUM OPraHOM, STiJHO 3 YHHHHM 3aKOHONABCTBOM YKpaiHH, 2 TAKOX Biro-
BiZHO 0 cnewdixauii, o MicTATECA y peecTpaniiHoMy nocke. [IpoTOKOJIH BUPOGHHITBS, TIaKyBaHHSA
Ta aHani3iB 6yJ0 NEPErIAHyTO Ta BCTAHOBJIEHO Bignosinxicts GMP.

Cepis rorosoi npoxyxuii 21359004 sixnosinac Bumoram MKSI JI3 3i 3minamn
(Haxas Ne 2854 gio 10.12.2020) po Peecrpauiiinoro mocsinuenns PII Ne UA/4971/01/01 Ta

soe

A03BOJAETHCH A0 peatizamii.

Jlinensis: cepis AB Ne 501356 Bix 08.02.2011 p.

BupoGuuya ainbaung. Aapeca: 61115 Ypaina, Xapxiscsia o6it., Micto Xapkis, Bysus Cesepuna IloTouskoro, 6y auHOKS

Csinourse npo arectauito BKA Ne 337 sin 09.03.2017 p. (Bunauo JlepasHoro ciyx6ot0 Vkpainu 3 TikapchKux 3ac06is Ta KOHTPONIO

32 HApKOTHKaMMU )

Ceprudicar GMP 019/2020/GMP pix 23.03.2020 p. (ruznam JlepxasHoo cryx60i0 Ykpaiin 3 Nikapchkux 3acobiB Ta KOHTPOJIIO 32

HapKOTHKaMH)
Ceprndirar ISO 9001:2015 Ne 211QGHI8 Bin 01.06.2021 p. (sunannit AQC MIDDLE EAST LLC)

22



I'pyna (apMaleBTHYHHX KOMMNAHiH

MicTo Xapkis

Byauis Cesepuna [Totouskoro, 6yauHok 36

CEPTU®IKAT CEPII No 2022-15.1/182

61115, Yxpaina, Xapkisceka o611.,

D-COI-7-09-004/4

HpusaTne Axnionepue TopapuerBo «Jlexxim — Xapkie»

Ten. (057) 7-147-790,

www, lekhim.ua

HaitmenyBsanus MEKCHKOP® Howmep cepii: 21359004

TpOAYKLT: P

Jlikapcbka dopma: PO34HH fuis in’ekuid 50 Mr/mn

Peecrpauiitne PII Ne UA/4971/01/01 (0ic ne o6medceno) Poamip cepii 10270

NOCBiAYEeHH: Brnanku (Haxaz Ne 231 6i0 30.01.2019 p.) (ym., wt. T8 YHaKOBOK

iH.): Ne 10

KpaiHa-supoBruk: YKpaiHa

Cuna aii/akTuBHicTS: 1 M1 po3uHHY MICTUTB: Jata CEpIICHb
emuMemun2iopokcunipuduny cykyunamy - 50 mz BHPOGHULITBA: 2022 p

Bun i posmip To 2 mn B amnyni; o 5 ammyn y xouTypHii yapyHKOBiif | Jfara 3aKiH-

YIaKOBKH: YTAKOBL; 110 2 KOHTYPHi 4apyHKOBi YITAKOBKM B Na4lli | YeHHS TepMiHy 08 2025
3 KapTOHY 3 MapKYBaHHNM YKPaiHCHKOIO MOBOIO, NIPUATHOCTI:

miig

Hposopa
Onnuc Iposopa Gesbapeha a6o 3nerka sabaperena pinuxa Bisyansumii 6e3bapBHa
. pianna
Cnpasxknicrs: YO-criekTpy MOMIMHAHHS POUMHIB npemnapary Ta ctas- | Cnektpodoro- | Binnosinae
Erunmernnrinpoken- | maprHoro 3paska (C3) CTWIMETHWITAPOKCUNPHIUHY CY- | METPHIHHUIL o
HipUaHHY KUMHATY B o6nacti Bix 250 20 350 um noBuHHi MaTi Ma-
CYKLIMHAT KCHMYM IIpH OJIHHUX i TUX CAMHX JIOBXUHAX XBHJIb
OcHoBHa niaMa Ha xpomarorpami posuuHy | mosunna | THIX
3HAXOAMTHCD HA PiBHI IUIAMH Ha XPOMATOIPaMi pO3UHHY Binnosinae
A C3PC eTnaMeTniri ApoKcHnipuuty CyKUHHaTY -
Hunarpiio UepBoHo-(ionerose 3a6apBICHHS IIOBUHHO nepexoputy | SkicHa peakuis | Butpumye
ejaerar B JKOBTE
Kucnora Po3uun nosuneH mMatn opamxene 3aGapBienns 3 inTen- | SkicHa peakuis | Butpumye
GypuTuHOBa CHBHOIO 3e/1eHOIO duryopiciienuiero :
IIpozopicre TIpenapat Mae GyTv npozopum Tpozopuii
EP,2.2.1 ;
KoasoposicTs Mae Gytu Gesbaperum abo ioro 3a6apenenHs He Mmae EP,2.2.2 Butpumye
nepeBHIyBaTH eTanoH, R BYs abo Y Merox IT
pH Bin 3,5 n0 5,5 EP,2.2.3 4,3
Mexaniuni Heeuoumi vacmwu:
BKJIIOMEHHS Ans 4acTok > 10 Mkm — He Ginbuie 6000 B ammyi; EP, 2.9.19 ;
: o) > &7 - Butpumye
As1sl HaCTOK 2 25 MKM — He Ginslire 600 B amnysri. Merox 1,
Buoumi vacmrcu:
Mae 6yTH npakTHYHO BiNLHIM BiZ YacTOK. EP,2.9.20 Burpumye
Croponui .
AOMIiLIKH He 6innine 0,5 % ff’:"f ; Bincyrni
oyl h'}‘ =X
Hominanbuui V Bianosizuocri 3 BuMoramu Noo Binnosinae
06’em E BUMOraM
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Hpuearne Axuionepne Tosapuereo «JIekxiM — Xapkie»
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61115, Yxpaina, Xapkiscsxa ofi,,

Teq, (057) 7-147-790,
E- mail okk@lekhim.netus

pynnug Cesepuna foroupxoro, Syannok 36

www. lekhim.ua

CEPTU®IKAT CEPII Na 2022-15.1/184
Hafimenypanus MEKCHKOP® Howmep cepit: 21359005
npoayxuii:
Jlikapcoka Qopma: PO3YHH JUts 11 ekl 50 MM _
Peecrpaniiine PIL Ne UA/4971/01/01 (0ie ne ofimeorceno) Poaumip cepii 10260
NOCBLAYeHHS: Brnanxn (Haxaz Ne 231 6id 30.01.2019 p.) {yn., urr. Ta YTAKOBOK
im.): No 10
Kpaina-gapofuuk: Yxpaiua
Cwna Mi/aK THBHICTE: 1 Mrt posunry MicTUTE: Hata COpIIcHb
EMULMEMUAZIOPOKCUNIDUOUHY CyKyutamy - 50 m2 BUPOCHHILITRA! 2022 p
Bun i poamip TMo2mne az\imyﬂi; no 5 aMnyll y KORTYpHiH yapynkopiit | Jlata 3akid- : :
YITAKOBKH: YNAKOBLI; 10 2 KOHTYPHI YAPYHKOBI YITAKOBKM B 1L | YeHHs Tepminy 08 2025
3 KAPTOHY 3 MapKyBaHHAM YKPaiHCHKOIO MOBOIO. TIPHAATITOCTI:
Meéronukn : Pesyaeraru
KOHTPOJHQ. :
_ [Tpozopa
Ounuc Iposopa Hesbappia abo 3nerxa sabapsaeHa piguna Bisyaneuuit Besbapena
: piavaa
CrapapiHicTn; Y@-criekTpy fOMTHEAHHS PO3YNHIB nperapary Ta cran- | Cnekrpodoro- | Binnosinae !
Erunmerniriapoxen- | aapruoro spaska (C3) eruitMeTHIIT XPOKCHIIPUAMHY CY- | METpHEHMEIL
MPHEHY KIMHATY B o0jacti Big 250 1o 350 HM NOBHHHEI MATH Ma-
CYKLMHAT KCHMYM [P OAHHX § THX CAMHX JOBXKHHAX XBU/h
OcHopHa MisiMa Ha Xpomartorpami posunny 1 tosuunz | TIIX l
3HAXOAUTHCE [HA PIBHI IITAMM Ha XPOMATOTpami pozumiy Bianosinae
A C3PC eTunMeTHATIAPOKCHITIPHIHHEY CYKIANATY :
Jlunatpiro Hepeoro-giojieTore 3a6apsnesna NOBHHHO nepexoauty | SIkicka peakiis Burpumye
cnerar B ACOBTE
Kuecsora Pozuuy nosnpen Matu oparskese 3abapenenns 3 iHten- | Skicua peakiis Burpumye
BypLITHHOBA CHBHOIO 3eleHOI0 QuyopicueHiiero
Tlposopicrn [Ipenapar mac SyTH posepEM IMposonmii ‘
3 EP,2.2.}
KoasoposicTn Mae 6yTH 6e36apsHuM aGo Horo sabapnienHs He mac | EP, 2.2.2 BHTpﬁ]\ij-'é
HepeBHULYBATH eTanod Ry BY; abo Y Meton 1 .
pH Bin 3,5 10 5,5 EP 523 43
Mexaniuni Hesudumi wacmru: -
BEJIIOYEHH: Ans wacrox =10 mxM — e Gizswre 6000 B amuyni; EP, 2.9.19 B |
A1 9ACTOK =25 MKM — He Ginbiue 600 B ammysi. Meroy |, TRIRE
BuOwmi vacmiu:
Mac GyTH IPAKTHNEO BIILHAM Bijl 4ACTOK. EP, 2.9.20 Burpunye
Croponni ;[ S~ T
. . . £ 1 5 A |
noMimxn He 6inbie 0,5 % “TIOX BiacytHi
; o\ 8 ‘T\% A Yo \ i
Hominannuuii Y BignoBLAHOCTI 3 BuMoramu B & RI-EP, 2.9.17 Binrosinac
06'em L% £ ud

BUMOT 0 [
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CEPTUGIKAT CEPI Ne 2622-15.1/184

Halimenysanis
NPOAYKELE:
Jikapceka dhopma:

MEKCHKOP®

DOZYMH AN QX eKUH 50 Mr/mm

Howmep cepit:

2135%6G05

Haiime

HyBaRN |

. ROHTPOMIO.

P'esjmh TATH:

L5, ~Cmupronra

Jlata’ 06.,69.2022 p

Hauansnar BEKS

-ILLE. Koporkny 0.0

o

s r9 2

3awuBa npo cepradhiranie: LA  3acsifuyro, Iio HaBeileHa Biille iHdopMalia € FOCTOBIPHOI T TOU-
Horo, Llio cepito OpoayIlii Gyno BApOGNEHO (BKIONAYH N2KyRAHAH T4 MapKyBaHH:a) Ta APOBENeHO
LHUIL Y TOBHIA BianosinnocTi 3 Bumoramy GMP, scTaloB/Ie-
3THING 3 9MHHAM 3AKOHONABCTBOM YKpaiHu, & TAKom BiIro-

KOHTpoNL T AKOCTL Ha HEKYE BRKAZARIN AiN
HHMI MICLIEBAM DETYINTOPHAM OPraHoM,

Biano Ao crenudixauill, mo micTaTees Y peectpauifiomy nocse. [IpoTokoaH BUpoSHEITER, naKyBaHHz
¥a aHamizis 6yJI0 OeperRaHyTO Ta BCT&HOBHEHO Bignosinnicts GMP. ;

Cepin roroBol mpoaykuii 21339005 sinnoninac samoram MK JI3 3i 3mina
{Heoxeas No 2854 gio 10.12.2020) no Peeerpauifinore nocsiguenust PTI Ne UA/

AC3IBOJRNETLCA 1o peatizanil,

Vnommmmena
ocofa

. 1_ HIB . TEM"“&];K .: H,];

o7

Jinensis: coply AB Ne 501356 Bin 08.02.2011 p.
Crinoureo npo arectauito BEH Ne 337 Bm 09.03.2017 p. (anyaro JeprcaBHOO mymfioro Ykpaiiu 3 AiKaperknx 320001 T4 K0U TP

3 HUPROTHRAMHK)

CNOKAZHAKA - ; j G g (S
Baxrepiansui He binbime 1, OEer Ha ] Mr emnmemnrmpoxcnmpu- Menrre
CHIEOTOKCHHK JHHY cyxunHaTy EP,2.6.14 1,4 OE/mr
CrepnibHicTs Tpenapar mag GyTH ¢TepHIEEM EP,2.6.1 Creprnbauii
Kinkxkicue .
BH3HAYCHHSA
Erummerunriapokcu- | Bin 0,0475 r/mn zo 0,0525 r/n CrekrpodoTro- 0,0302 r/mn
THPHAHAY METPHYHUH
CYKIIMHAT
lIHHanifo Blwmn poaqniﬂy mae Gyru 0,000085 r-0,000115 Tutpumerpu- 0,000098 r
eNeTaT OUHATPIIO €ACTATY. HUit Bl Mn

' POILHIY
Ynakoeka Binnoeipae MKSI
Mapxysanus BigmogigHo ;:éo 3minn o Mapkysanna (gid 10.12.2020 p).
'padiune . . ‘ ; ; ; - -
BianmosigHo 1o sarBepameHnx OpUTiHAI-MAKETIR, PO3MIIEHHX B &/UHIA aRTOMAaTHIOBAHIN

. il{qaopnqauiﬁﬂii’i cuctemi Hepratikeay:xOu Yikpainu (dudunii sin 01.02.2021 p.)

| YIRKOBKH : o B
KOMEHTAPI Ymosu 30epiranna: 7

b 30epiraTH B 3aXHMIIICHOMY Bift CRiTNA Micii npu TeMneparypi Big 0°C no 25°C.
BuxoHageun L.C

Bupobumua ginsnius, Aapeca: 61115 Yicpﬂma, Kapkiscsra 064., MicTo Xapkin, Byauny Cesepusa ITeToupxore, 6yaHHOK 36

Ceprugirar GMP 019/2020/GMP siy 23 (}3 2020 p. (supau Jepxasnois cnyxdo1o Ykpainu 3 nikapopkux 3aco6in Ta KONTPONH 34

HAPKOTHIAMU}

Ceprupirar [SO 9001:2015 Ne 21IQGH93 pig 01.06.2021 p. (znaaunit AQC MIDDLE EAST LLC)
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CEPTUDIKAT CEPII No 2022-15.1/185

61115, Vapaind, Xapkiscnka o6,

Tem. {357} 7-147-7940,
E-mail ghkailekhinnesus

www. lekhim.ua

Halimerysauns

3 KAPTOHY 3 MAPKYBAHUEM YKPATHCLKOK MOBOW,

IPHAATHOCTI!

MEKCHKOP® Howmep cepii: 21359006
TAPOTYKLEE
JHikapobra(opMar  DORMHH JUSLIH ekt 50 MriM _ _ o e
Peecrpanifine PILNe UA/MOTI01/0L (die ne obmenceno) Posmip cepii 10243
NOCEIAYEHHN: Broraeen (Haras Ne 231 6io 30.01.2019 pj {yn., 0it. Ta YIAKOBOK
: AN Ne 10
Koalaa-supobriii: Yrpaina _
Cuna piifaxtrpnicrs: 1 i posusny MicTvTh: Hara cepreH:s
enumMennzioporcunipuduny cyxynmamy - 50 me supofnuurear 2022 p
Bua i poaumip Ho 2 ma B amnyi; mo 5 aMriysl y KoHTYpHii aapyRkosiit | Jara saxin-
YIAKOBKH! FTAKOBL; 110 2 KOHTYPHI MapyHKoBi yIIAKOBKM B niauui | wenna tepminy - 08 2025

. {Iposopa
Onne TTpozopa 6036&'{33?{& abo snerxa 3abapsrieHa pinuna Bizyanenu#t Gesfapria
: N . .| pinyaa
Cupasscuicrn: Y@-cnem"pn NOFHHANNS PO3YKIIE npenapary Ta ¢Tad- | Crexrpodoro- | Binosigac
Erunmerinrifpoxcu- | aprTHOro 3paska (CB) CTHIMETHIITAPOKCHITIPHANEY CY- | MetTpryiui
nipujiugy Kupmary B obyacti iy 250 no 350 my nopuEHI Mati Ma-
CYKITHHAT KCUMYM TIPH OFHHX | THX CaMAX NOBKUHAX XBUITE
Ocnosna. us'i';i'ma H& XpoMaTorpani posunny | noswwua | THIX _
SHAXONMTHCH Ha DIBAI (LM HA XPOMATOIPEMI po3HrHy Bigmos i
CAC3PC G’THHMGTHI!FE,EL[’)OKGHHI]JH}IKH}/ CYKIHHATY
Numarpio ‘-Ie;morro—@ammmae sabappnenss NOBHHHO Hepexonty | Sxicia peakuis | Burpumye
eHerar B JKOBTES
Kucnora Pozumn HGBHHGH MaTH Oparene sabapenenns 3 inven- | SAkicia peaxiia | Buipuvye
SypiTusosa CHBHOK 38515110}0 dutyopicuenticto
Hposopicrn Hpenapar mae 6ytH npozopam [posopuii
EP,2.2.1
Koaneposicre Mae Oyrn GesdapeHuM abo Horo 3aGaprnenns ue mac | EP, 2.2.2 Burpumaye
pepeBunLysati etaron Ry BYs aGo Y Meron 1l
pH Bia 3,500 5,5 EP,2.23 4,3
Mexaniuni Heeudumi uacmcu:
BRICHeHER ! IUist gacTok =10 vk — wie Gimme 6000 B aniryii; EF. 2019 B
In# YacToK =125 MEM — ne Butsie 600 8 amnyii, Merox |, ATprMye
Buoumi wacmixu; . 5
Mae Oyru u;}gmntmo BITEHEM BiZ 9aCTOK, EP, 2.9 '26 Burpusye
Cropousi ” M
HOMETHCH He 6imsme 0,5 % y?m
Hominamnuuit V BianosissoCT] 3 BEMOraMs oninge
0B em | raM




(EEPTE'I(})IKAT CEPIH Mo 2022-15. 1;’185

HalimenypagHs MEKCHE{OP@) Homeep cepil: 21359006
FPORYKIIL: 7

| Jlikapcoka hopMa: | PO3UHH st iét’e.Kuiﬁ 50 mr/vn
bame]naﬂbm He Gimpwre 1:4 OE/mr g2 | My eTHIMETUAT I APOKCHILIDH- Mesme
CHAOTORCHHH JIMIY CYKERHATY EP,2.6.14 1,4 OL/mr
{f"repmu,uic:’r_i, ]'Ipénapa*r mac Byt cTep:éﬂ;,Hm& i ] EP, 2.6.] | Crepunennii
Kinskicne
BHIHAYCHHST .
Erunmernarinpoxen- | Bix0,0475 r/ma o 0,0525 vs : Crextpodoro- | 0,0499 r/mn
FPHAHTY ' : METpHAYHMHA

1 CyROHMHAT g :
Husarpio BT wmn p(}f;qsé};y Mae 6yTe 0,000085 r-0,000115r Twtpumerpra- | 0000098 v
eneTAT : OHHATPIO €AETATY. it Bimn

i [OSUIHHY

| ¥naxonxa | Bignosizae ] T’sfﬂ{ﬁ
Maprysanusa Binnosimmo ,zzo 3miun no Maprysanus (6i0 10.12, 2020 P
T'padiune

Bintioriaxo Ao BATBCPIIKEHIK opHrinan- -MAKETIB, POBMIIICHNX 8 eIMHIN apToMaTH30BAHIl

apoprinemts indopmariiiit cueremi HepaucnikenyrGu Yipainu (T-{P{HHHH gix 01.02.2021 p.)
VIAROBKH

KOMENTAPI _yMOBH-Z%ﬁepié‘aHHH: - B

P 36epiraTu 8 3aXvILEHOMY Bz 0BiTAA MicHi rpyn Temnepatypi mia 0°C no 25°C.

g ﬁHKOH%B_eH_b_'.‘ S B (ff/__ 2 gﬁ?&:_ 05992(}22? st

| Hawainau BES ‘@5 -

3asipa mpo ccp"mq;i:caﬁim Limn st 3acBizMy0, 10 HABEAeHa BHIIS IHGOpMais € TOCTORIPHOW T8 To4-
nomo. 1o cepiwo nponyxuil Oyio BI’IpQﬁﬁGH{) (BI(J'HO‘[&EG‘EH AAKYEBAHI TR MAPKYBEHHA) T2 TROBSIEH)
KOHTPOIb it sikoert it e BKasanill AieHAIl Y MosHiH BUACBLAHOCTL 2 BAMOTAMA GMP, seraxopme-
HUMH MICIEBHM PEry/AHTOPHMM OPraHoM, BTiAEO 3 WHAHHM 3AKOHOAABCTEOM VIpaiuy, 8 TAKOK B0~
BinHo 40 crenddianilt o MicTaTses ¥ peccTpalilinoMy Bocse. FIPOTORONH BHPOOHUUTES, (FAKYBAHHS
+a awariziz OVIO MeperfiAyTo T& BeTanosieHo Bixnosimictn GMP.

Cepid roToBot npoayiciii 21359006 sinnosizae savoram MK JI3 i Sminans
(Henears M 2854 ¢id 10.12.2020) no I’eec'rpaumzmre noesipgenns PIE No UA/497101/01 Ta
ADIBONMETLOH Ao peanizamil

Bupofuuua giasasus, Agpeca: 61115 Vipaina, Xapxircrxa o, micro Xapkis, aynuna Cescgfl
Jlimensis: cépin AB Ne 501356 win $8.02.3011 p. /

Caipowrso upo avecrauito BRA Ne 337 sm 09.03.2017 p. {munano Hepwastow cyxGoio ¥ mﬁa}}&x{ux -?‘I-; e OHTHOIG
36 NAPKOTHRAMY Q@* @ 2 &4
Ceprudinar GMFP §19/2020/GMP siy 23 03.2020-p. {sumau Hepwasnoto cayxGoio. Vipalghosie ““ mx}’é‘ {8 ja B Hrpo o 34

HAPKOTHKaMEY 3 i
Cepruthinar SO 98012015 Ko ZI}QGH?S siz 01062621 p. (munanuit AQC MEDDLb bAS :
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OO G904/ &
Hpusaree Arnionepiie Tosapnorso «lexing. Xapwiis
_ 61115, prdma, Kdpriscska o0, e, (057) 7- 147790,
Tpyna Gapmanesrauuny Komiaiis’ MieTo Xapiin B- mail gkk@lelbim not.u

By Cenepyra 1 TotompKsro, Yok 36 wyew, lekhimag.

N _CEPTUGIRAT CEPI No 2023-1517189 P
Haltvénynarms MERCHIRKROP® | Homep cepit: 21359008
HpoyKuii: :

Jlikapenica (ophia: PO I IR SO wifii [

| Pectrpariiiine: PII Ne WA/4971/01/01 (Dic e a@we?x‘erza) Posrip cepif. 10252

| ropimaenrsy: Biianictt (Haxaz No231 610, 30.01.2019:p;) (yn,, e, Ta ymm'o’nox

‘ ' T Ne 10

1 Kpaiua-sapobuiic Yepding . :
Cuna pitaxripmicrs: Tmn posamny micrpts! Hara CEPIICITD

' emwweﬁ@ﬁré‘iépbk@'ﬂnij)u@uny cyrypunany - 50.me. BEpoCIHIRa: 2022 p
B i possip ITQ 2wt B amnym, no:5 aMuysLy Icorrrypmi‘f *mpymtomﬁ Hara saxin-

YIAKOBKHL FIAKORUi; N0 2. konypai qapyHicost yiakonky B wayui | wenns tépiiny 08 2025
' g} Kaprouyz M’tpKyEﬁI{HHM yrcpmﬁcmofo Melaoro TIPRIETHOC

030pR

T T R T T N Ty

. Omue, Hposopa. 6636‘&;}131%{3.2:60.3‘nemca;séﬁapﬁnam'p‘fﬁxzma Bisyamsuuil 0636apmya
. ST : | pimgma
Crpasxnicrs:. V(I)-»cnampu nomm;mmx pomwm nperzapaw 8 c*ram Creirpodoro- | Bigmosinac
Enmveranriipoken- ')zapmom pasrca (C3y mmmmmruqummpmmmy Y- | MeTprarmi
Ly ‘ Zu(} 1(0 350 1w rw}zmmz‘ Mam Ma
CyKruiar
Ocupsd Hiva o XpoMaTOrpavi pmqm«ly 1 mosusea | TIHIX ,
| BHAXORE UK Ha piBRL UMl HA XPOMATORpaNI posvmEy. Binrrosiziae-
| AC3PC eranmerwnr nllporccnmpmmmy CYRUMHATY
TG | Heprono-dionerons sa6apusisns mnmma neperonEti | Sxicnd pearis | Burpiinge
. ENeTaT B JKOBTE 4
Kuenora Postupiz iosnmen MaTi OpaIKERE: 3a0apme}~ms 3 irens | SIKICHE peaiiin Bripupye:
| Bypurtutions | CHBHOTY 361600 @ﬁyoplcuenmem . ' a
| IIposopicte IIpenapaT Mag _Gyfrxx HPOIOPIM ; Ep, 2_ 5.1 Hposopnti
| Kosisoposiers “Mae. 6}"1‘H 6636apnmm 260 zoro 3a6apnneﬂuﬂ Te. Mae_, FP : ,2-;2 Burpumye
TRPEBHINY BATH eTasi0k R7 B..‘c- | Me vozIT
| pH Bix3,5.105.,5 EP, 223 43
Mexaniani Heoudumi vacmicu:
| BICHLEO RIS It Hacror 2 10 fikv — e Sinsue 6000 B:amityiil; EP;2.9.19 Do
JUTSL GACTOR 225 MKM-— e Binmsme 600‘ WaMiyad, | Meron I, | AT,
Budiai stacmcu: e T d
- Mag Gy v pacoimo Biis m;ii"-'ixa‘éimrcf ;EB*'Z‘) '32'0 s B Burpumye:
v ‘ " P AHA oy
A . ’ B e . i)
‘Cropouni AL s
| Homimen te-Gismre 4,5 ¢ 2
_ IF,‘ l, ., ‘.He?mhmo O,S /«y ; g . W c@i Ly THi
: ,H-qm:i%_xa:‘mnnﬁ _Y-;zizmonzim{omi 2 o “«&ﬁ‘ &W ¥l g au,tac
ob’em” g raM ,
\{" T




CIPTIOTAT CEPIT N 2022-15:1/189

Haltverypanist MEKCHKOP® ‘Honiep cepil: 21359008
| trpojigii:
JHxaponka Gopvia;  posvus s iE ool SOmr/vor
Baxrepiansui He Biiibure 1,4 OF/Mrua | v erwiMeTHATIpoKCHITifb= | Menre
CHEOTOKCHIT | nuny eyKipELy. TEP, 2.6.14 1,4 OB/mr
CrepuabHicTs _ .ﬂp@ﬂapa’r Mag S’y;.i‘ri;’o"sepnmjﬁm.' A EP,_‘Z(;l " CrepansHui :
Kianwicne
| BEZHAveHHs A
‘Brpimermipotcn- | Bin 0,0475 x/sii no 0,0525. r/mit Cnewepodoro= | 0,0502:x/Mn
| oipuaagy METPRIEE
CYRIHHAT '
| Mypriiarpito | B Lo posauny mae 5yt 0;000085 #0,000115 & Terprmeipids | 0,000098.r
| ederar - | paHarpiic eneTary. H Bl
L " 5 st POSUNHY
Vnakopra. Bwrmszxae MKH
Ma'p‘xynarxmﬂﬂ _ Bintorixgo mo 3minn 110 qurcyrsamm (si0 0 ] 2 02()‘ ph
 Tpadiume Bi '
1 | Binnowingo 40 3a'mepmrcem>1x OpHIHA-MAKeTiB, pmmmemix B €I aBTOMATH3OBAHTH
peiOpITEN -mcpopmmm{m CHCTSMI ,Z};epmmccnyxcﬁu Yxcpamu fmuﬂm& Bm: (31 O 2021 el )
VIAKOBKH 4
AF.KOMEI{IA?I_ | Ymosn s6epiratbs;
1 36epiraTy B IaXUILEHOMY R CRITITA Micrd 1pR sremreparypi 8in 0°Cino 25°C. P |
7y :
W 15

R
A:“ &?2676945 Y
Yepalna.. dsiovs Xaprin, 3% -

Saspa npo Lepmcbmamm' TIHA s SACRIIHYIO L IMO HABCOASHE BHITE: mtpopwuw ©NOCTOBIPION T8 TO~
gor. [0 cepind nponykuu Byio Bnpoﬁmno (BK)HO'I&IQ’»{H TAKYRAHEL apKy ALY T TPURETSHO:
roHTposE T AoCTL 1 HIikTe: RasaEii piaean -y moBHii BimOB AHOCTI S BUMOTaMu GMP, seranosse~
HEM MicTiEB M pcrymrmpnmm OPTaoM,, SYH0 3 U sgiopoancrson. Vepali, 2. TAROK B
B MO cnexmdmcamﬁ 0. MICTHTHOLY ﬁeecn*paruﬁmmv Jtoene, Tpotokons BUPOCHATITEE, nmcvaaaﬂsm -
'Ta. aHanisie 6yno: nepmmuwo i petanoneno signosinpicTs. GMP. - :

Cepisi roromol mpopy it 21359008 siniioiae sHvMorav MICK 31
(Hlares Mo 2854 g0 10: 12'202()) o Peecrpaniitsoro Hosninueris PILNe
ﬂ;oaswmm LCH. X0 {}Ldmsalm.

Eupaﬁr;xmn aipras, Ajipeca: 61113 Yxpmua, Xapxcmcnm 061, MicTo ka,pxm, By C»wap;m'i
Jineusis: cepis AB NS 501356 8 08.02.2011:p
Ceigowiso, 1po i wc’fauiw B N 337 wili 09‘03 2017 pe (rimgto JIEpiaino sirymBom Vipa 3 KOBTHONIO
. B HAPRKOTHICAMIE) ‘
Gepradivar GMP GTO/Z020/GVER BiR23.03.2020 pe (wraan, Hepriasion cryxGoi0 YRp
HapioTikav) e b gl . s B
Ceprudicar 1509001520 8 N 211G 108 pin 01.06.2021 o (Btganiii AQCMIDDLE EAS




I'pyna $papMaLeBTHYHUX KOMNAHil

micto Xapkis

Bymuus Cesepuna IToTonsxoro, 6yauHox 36

CEPTHU®IKAT CEPI Ne 2022-15.1/191

61115, Vkpaina, Xapkicrka o0,

@-COII-7-09-004/4

HpusaTtne Axuionepne Topapucrso «Jlexxiv — Xapkiny

ren. (057) 7-147-790,
E- mail okk@lekhim.net.ua

www. lekhim.ua

HaiivenyBauns MEKCHKOP® Howmep cepii: 21359009
IPOYKLIT:
Jlikapceka dopma: pOo3uMH A in’ekuift SO Mr/mn
Peectpauiiine PII Ne UA/4971/01/01 (Oie ne 0bmesicero) Posmip cepii 10278
MOCBiAYCHHA: Braanxu (Haras Ne 231 ei0 30.01.2019 p.) (ym., T, T YIIAKOBOK
iH.): Ne 10
Kpaina-BHpoOHUK: VYkpaina
Cwna gii/akTuBHiCTb: | MJI PO3UMHY MiCTHTB! Hata cepreHb
emuamemun2iopokcunipuduny cykyunamy - 50 me BHPOOHUIITBA: 2022 p
Bun i posmip ITo 2 mn B aMnysi; MO S aMItyJ1 y KOHTYpHiH YapyHKoBi | JlaTa sakin-
YITaKOBKH: YTaKOBIli; N0 2 KOHTYPHI HapyHKOBI YIIAKOBKH B Iavlli | YeHHs TepMiHy 08 2025
3 KapTOHY 3 MapKyBaHHAM YKPaiHCHKOIO MOBOIO. NpHAATHOCTI:
Hpozopa
Onuc Iposopa 6e3bapeHa abo 3nerxa 3a6apeieHa piguHa BisyanpHuii 6e36apeHa
pinuHa

CnpasxHicTb: V@-criexTpy NOITIMHAHHA PO34MHIB nipenapary Ta crai- | Cnektpodoro- | Bianosinae
Erunmermnrigpokcu- | aapraoro 3paska (C3) eTHnMEeTUNTiApOKCHIIpHIMHY Cy- | METpHUUHMI
MipUIMHY KLMHATY B o6yacTi Bix 250 g0 350 HM NOBHHHI MaTH Ma-
CYKUHHAT KCHMYM IIPH OJHHX i THX CaMHX JOBKHHAX XBHJIb

OcHoBHa uIAMa Ha XpoMarorpami posudHy 1 nosuana | TIIX

3HAXOJHUTHCH Ha PiBHI IUIAMH Ha XpoMaTorpaMi po3uuHy Binmosinae

A C3PC eTwiMeTHwIrifpOKCHITIpHANHY CYKIIHHATY
unarpiro YepsoHo-dionerose 3a6apBieHHA NMOBHHHO nepexoautH | SkicHa peakuis | Burpumye
efeTar B JKOBTe
Kucnora Po3unH MoBHHEH MaTH OpamkeBe 3abapB/ieHHs 3 iHTeH- | SIKicHa peakuis | Burpumye
6ypIUTHHOBA CHBHOIO 3e/eHOK0 (iiyopicueHuieo
ITpo3opicrn ITpenapar Mae GyTH po3opum Iposopuit

EP,2.2.1

KoaboposicTs Mae 6yt Ge36apeauM aGo #oro 3abapsnenns ne mae | EP, 2.2.2 Butpumye

HepeBHIYBaTH eTaioH Ry, BYs abo Y Meron 11
pH Bin 3,5 1o 5,5 EP,2.2.3 4,3
Mexaniuni Heguoumi vacmxu:
BKJIIOYEHHS: Auis 9acTok 2 10 mxm — He Ginsie 6000 B ammyi; EP, 2.9.19 B

JU1s1 4aCTOK > 25 MkM — He Ginbiue 600 B amnyoni, Meron 1, HTprMye

Budumi yvacmxu:

Mae 6yTH npakTUYHO BiJIbHUM BijJ YaCTOK. EP,2.920 Burpumye
Croponni
AOMimKH He Ginsie 0,5 % BincyTHi
Hominansuni V BignoBiAHOCTI 3 BUMOTaMu Bignoginae
06’em BUMOTaM
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CEPTU®IKAT CEPIT Ne 2022-15.1/191

HaiimenyraHHs MEKCHKOP® Homep cepii: 21359009
TPONYKILT:
Jlikapceka hopma: PO34MH [yig iH exuiii 50 Mr/mn

3asBa npo ceprudikauiro: LM 5 3acsinuyio, o Haenesa BUIIe iHGOPMANIa € JOCTOBIPHOIO Ta TOU-
Hoo. Llfo cepito npomykuii 6yno BHupoGneHo (BKIIOUAIOYM NAKYBAHHA TAa MAapKyBaHHA) Ta NMPOBEJEHO
KOHTPOJIb ii IKOCT] HA HIDKYe BKasaHil AinkHULi y MOBHIH BianoBiaxocTi 3 BBUMoraMn GMP, BcTanoBNE-
HUMHM MICLIEBMM PeryJiiTOPHIM OpPraHOM, 3rifHO 3 YHHHMM 3aKOHOZABCTBOM YKpaiHy, a TAKOX Biamo-
BIAHO A0 cneludikalifl, o MicTAThCA Y peecTpauiliHoMy gocke. IIpoTOKOIH BUpOOGHULITEE, AKYBaHHS
Ta aHanizis 6y0 neperisHyTO Ta BCTAHOBNEHO BiAnosiguicts GMP.

Cepis roroso¥ npoayxknii 21359009 eixnosinac sumoram MK JI3 3i 3minamu
(Haxaz Ne 2854 6i0 10.12.2020) mo Peectpauifinoro nocsinueuns PII Ne UA/4971/01/01 Ta
HO03BOJISIETBCA A0 peaizail.

YnosHoBaxena, .
ocofa. i

Bakrepianbhi He Ginbie 1,4 OE/Mr Ha 1 Mr eTHIMETHITI APOKCHUTTIPH- Mene
€HAOTOKCUHH JAUHY CYKLIMHATY EP, 2.6.14 1,4 OE/mr
Crepuabnicrs [Ipenapat mMae 6yTr cTepwibHUM EP, 2.6.1 CrepunbHuii
Kinbxkicne
BH3HAYEHHSA
Erunmernarinpoxcn- | Bix 0,0475 r/ma oo 0,0525 r/mn Cnekrpogoro- | 0,0501 r/mn
HpUANHY METPHUYHHI
CYKLIMHAT
Hunarpito B 1 mn po3uuny mae 6ytu 0,000085 r-0,000115 r Turpumerpuu- | 0,000097 r
enerar IUHATPIIO efleTary. HuH B 1 Mn
PO3YHHY
Ynakoska Binnosinac MKSI.
MapkyBanus Bianosiaso no 3minm no Mapkysanus (sid 10.12.2020 p).
I'padiune . . ; ; ; . o
ol Binnosizno 10 3aTBep/KEHUX OPHTiHAI-MAKETIB, PO3MILLEHHX B €AHHIH aBTOMATH30BAHi
JrACICRER inopmaritinii cucremi eprcnikcmyx6u Ykpainu (uunnmii in 01.02.2021 p.)
YIAKOBKH p AP Y p kit £
KOMEHTAPI YMoBH 36epiraHHs:
36epiraTy B 3axXMILEHOMY Bia ceitna Micui npu Temneparypi Bix 0°C o 25°C. //,.\\
&
Hara 06.09.2022p .

PR 205NN / 2

Hauaabruk BKS N2 A2 4 ﬁgggﬁ e
768945

Yxpalua micro Xapxis

Bupofuunua ainbunus. Aapeca: 61115 Ykpaiua, Xapkiscska 061., micro Xapkis, Bynuus Cesepuna Ilotouskoro, 6yaunok 36

Jlinensis: cepis AB Ne 501356 Bix 08.02.2011 p.

Ceizoutso npo arecrauiio BKA Ne 337 sin 09.03.2017 p. (sunauo Jlepxasnoio ciyx6oro Ykpainn 3 nikapchkux 3aco0iB Ta KOHTPOJIIO

3a HapKOTHKaMH)

Ceprudixat GMP 019/2020/GMP Bin 23.03.2020 p. (sunan JlepxasHoo clyxGoo Ykpaiu 3 nixapcekux 3aco6ip Ta KOHTpoNO 3a

HapKOTUKAMH)
Ceprudikar 1ISO 9001:2015 Ne 211QGHI8 gin 01.06.2021 p. (uganuit AQC MIDDLE EAST LLC)
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@-COIl-7-09-004/4

“‘g e gy Ilpneatne Axuionepre ToBapucTBo «Jekxim — Xapkipy
¢ : 61115, Yxpaina, Xapkiscexa o0, ten. (057) 7-147-790,
s MicTo Xapkis E- mail okkaplekhun.netua

I'pyna dapMaleBTHYHIX KOMIAHIH sysmng Ceepuna Iotorskoro, 6yaunok 36 www, lekhim.ua

CEPTH®IKAT CEPII Ne 2023-15.1/21

Haiimenyranns MEKCHUKQP® Howmep cepil: 31359001

OPORYKLIT:

Jlikapchka dhopMa: PO3YMH A il exiili SO mr/mn

Peecrpaniiine PII N2 UA/4971/01/01 (0ie ne obmenxceno) Poawmip cepii 10460

TIOCBIAYCHHA: Bxnanxu (Haxas Ne 231 6io 30.01.2019 p.) (yn., mr. Ta YIaKOBOK

iH.): Ne 10

Kpaina-BHpoOHHK: Ykpaina

Cuna nit/axTuBHicTs: 1 Mu po3uuny micmums. Hara JIFOTHIH
emuamMemunziopoxcunipuouny cykyunamy - 50 mz BHPOOHHITBA: 2023 p

Bun i posmip Ilo 2 mn B amrIyti; 0 5 aMITyn1 y KOHTYpHi# uapyHKkosiii | J{aTa 3akiH-

YIIAKOBKH; YNaKOBIi; 10 2 KOHTYpHi YapyHKOBi yNaKOBKH B Nauui | yeHHs Tepminy 02 2026
3 KapTOHY 3 MApKyBaHHAM YKPaiHCEKOIO MOBOIO. IPHAATHOCTI:

IIpozopa
Onuc IIposopa Ges6apeua abo 3erka 3abapsieHa pinuua BisyanbHnit 6e36apeHa
pianna
Crnpapsxnicrs: Y®-criekTpy NOI/IMHAHHS PO3YMHIB Npenapary Ta crad- | Cnekrpogoro- | Bianosinae
EranMernnrinpoken- | fapTHOro 3paska (C3) eTHIMETHITiApOKCHITIPUAKHAY CY- | MEeTpHUHMH
nipuauHY kuuHaty B o6nacri Bin 250 1o 350 HM noBuHHI MaTy Ma-
CYKUHHAT KCHMYM IIPH OJHHUX i THX CaMHX JOBXWHAX XBHIIb
OcCHOBHa UM Ha xpomarorpami posunHy 1 noeuuna | TIIX
3HAXOAMTHCh Ha PiBHi IVIAMH Ha XPOMATOrpaMi pO3UHHY Binnosinae
A C3PC eTunMeTHiIri ApOKCHNIPUANHY CYKIMHATY
Junatpiro Yepsoro-dionerose 3a6appiieHns MOBUHHO nepexoauty | SkicHa peaxiis Butpumye
elerar B )KOBTE '
Kucnora Po3unH nosunen Maru opamkese 3aGapsiienns 3 inten- | Skicma peaxuis Butpumye
GyplTHHOBa CHBHOIO 3eJIeHOI0 QuiyopicueHuieio
IIposopicts IIpenapar mae Gytn npozopum IIposopuit
: EP,2.2.1
Koasoposictn Mae 6ytu 6e36apsuum a6o ioro 3abapenenns we mac | EP, 2.2.2 Burpumye
nepeByIyBati eTaioH Ry, BYs abo Y Merop I1
pH Bin 3,5 mo 5,5 EP,2.2.3 4,4
Mexaniuni Hesuoumi vacmxu:
BRJIOYEHHS AyA vacTok 2 10 mxm — ne Ginbme 6000 B ammysi; EP.2.9.19
; . ; ; s &ade Burpumye
AUTA YacTOK = 25 MKM — He Ginbiue 600 B ammyti. Merox 1,
Buoumi vacmru:
Mae 6yTu npakTHYHO BiTBHUM BiX YacTOK. EP, 2.9.20 Butpumye
Cropouni :
Xomimkn He 6inpmme 0,5 % THIX Bincyrsi
Hominanennii EP,2.9.17 Bignosinae
9
06’em BUMOTaM
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CEPTU®IKAT CEPH Ne 2023-15.1/21

HaiimeHyBanus MEKCHKOP® Howmep cepii: 31359001
HpORYKLI:

Jlixapcexa dopma: PO3YMH 1A v ekt 50 mr/mn

Balcreia.nwi | He 6imsme 1,4 OE/Mr na 1 mr STHIIMETHIITIAPOKCUTIIPH- Menme

€HAOTOKCHHHU JUHY CyKIMHATY EP,2.6.14 1,4 OE/mr

CrepuibhicTn [Iperapar Mae 6yTH cTepuIbHAM EP, 2.6.1 Crepunphuii

Kinexkicue

BH3HAYEHHS

Ernnamerwnrinpoken- | Bin 0,0475 r/mn no 0,0525 r/mn Cnextpodoro- | 0,0501 r/ma

MipHAMHY METPUYHMM

CYKUMHAT

Hunarpito B 1 mn po3umHy Mae 6ytu 0,000085 r-O 000115 r Turpumerpuu- | 0,000098 r

enerart AMHATPilO efeTary. HH B 1 Mn
PO3YMHY

Ynakoska Bianosigae MKSI.

MapxkyBauus Binnosinxo no 3minu no Mapkysauns (sid 10.12.2020 p).

I'padiune

chiopiedis Bianosinuo mo 3aTBEPDKEHMX OpUriHan-Maxeris, poammenux B €MHi} aBTOMAaTH30BaHiH

i mq)opmaummifl cucremi lepxctikeayx6u Yxpainu (ununmii sin 01.02.2021 p.)

KOMEHTAPI VMo 30epiranns:

36epiratu B 3aXHIICHOMY Bijt cBiTna Mlcm npu Temnepartypi Bix 0°C no 25°C.

_nauateHmica B

3asaBa npo cepmq)mauuo' Lum 4 3acBinuyto, o HaBedeHa Buile iHGOpMALIiS € JOCTOBIPHOIO Ta TOY- /
HOlo. Lo cepiro nponykuu 6yno BuapoGneno (BKMOYaOUH TiaKyBaHHs T2 MAapKyBaHHA) Ta NPOBEAEH!
KOHTpOJII: 1l AKOCTI Ha HMKYE BKasaHilt mm,ﬂm.u y noBHilt BignosigHocTi 3 BUMoramMmu GMP, BcTaHOBIe-
HMMH MiCUEBUM PEryNATOPHHM OPraHOM, 3TiIHO 3 YHHHUM 3aKOHONIaBCTBOM YKpaiHH, a TakoX Biamo-
BiHO KO cneumbmaum, WO MicTATHCA ¥ peecrpaulﬁHOMy nocke. TTpOTOKOMHM BUPOGHUIITBA, TIAKYBAHHA
Ta aHanisis 6ys0 nepernAHyTO T2 BCTAHOBJIEHO Bigmosiauicte GMP.

Cepin rorosoi npoayxuii 31359001 i;i.unosi,uae Bumoram MKSI JI3 3i 3minamu
(Haxasz Mo 2854 6i0 10.12.2020) xo Peccrpaniiinoro nocnmqennn Ne UA/4971/01/01 Ta
AO3BOJISIETHLCSI 10 peassizanii,

&
Bupobauya ninsuuns. Anpeca: 61115 Vipaina, Xapxisceka o61., Micro Xapkis, Bynuus Cenepuna [Notousxoro, 6% ;}(’)’R‘g
Jlinensin: cepin AB Ne 501356 sin 08.02.2011 p.
Csinourso npo atecrauito BKSI Ne 337 8in 09.03.2017 p. (unaso I_[cpmasnom cmyxGo10 YkpaiHu 3 NiKapchkuX 3acoGiB Ta KOHTPOMO
33 HAPKOTHUKAMM)
Ceprudixar GMP 019/2020/GMP Bix 23.03.2020 p. (Bugau Hepxasnoio cnyxGoio Ykpainu 3 nikapchinx 3aco6iB Ta KOHTpO.IO 3a
HapKOTHKAMH)
Ceprudixar ISO 9001:2015 N 21XQGH98 rin 01.06.2021 p. (sunannit AQC MIDDLE EAST LLC)

2/2




['pyna gapmanesTuysix Komnaxiii -
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D-COMN-7-69-004/4
Hpupatne Akuionepue Toraprcrso «lekxiv — Xapicins
61115, Yxpaixa, Xapkiecska 0611, Test. (057) 7-147-790,
micte Xapkis E- mail okkzolehlim e
Byt CeseprHa [Moroimkoro, 8ymiHok 36 www. lekhim.ua

CEPTH®IKAT CEPII No 2023-15.1/24

Haiimenysanus MEKCHKOP® Howmep cepii: 31359004 |
TIPOAYKILIL:
Jlixapcbka dopma: PO3UMH IS i1 excutiii 50 mr/mn
Peectpariitne PIL Ne UA/4971/01/01 (dic ne obmesiceno) Posmip cepii 10468
HOCBI UEHHA: Braaaxu (Haxaz Mo 231 6i0 30.01.2019 p.) (yn., wr. Ta YHAKOBOK
IH.): Ne 10
Kpaina-sHpobuuK: Ykpaina
Cuna mii/akTuBHiCTD: 1 mn posuuny sicmume.: Jara HEOTHH
EMUIMemuniopokcunipuduny cyxyunamy - 50 yez BHPOOHULITRA: 2023 p
Bun i posmip ITo 2 M B amnyni; no 5 amnyn y koHTYpHj 4apyHkoBii | Jlara 3axin-
YIAKOBKH: YTaKOBILi; 110 2 KOHTYpHI 4apyHKOBi YNAKOBKH B Nauli | wenHs Tepminy 02 2026
3 KapTOHY 3 MapKyBaHHIM YKPaTHCHKOIO MOBOIO, HPHIATHOCTI: J
- Haiimenysanns e e | Meropugn | Pesynprars
3 S e Bumoru cnenndixanii : :
HOKAIHAKA i i e ~ KOHTPOJ1I0
_ [1pozopa
Onne [Iposopa 6esbapeua abo snerka sabapencua piauHa Bizyansauii Geabaprua
| pinmna
CnpasxHicrs: Y®-cnexTpu noriMHanNs po3dHHin nperiapaty ta cran- | Cnexrpodoro- | Bignosinac
Etunmerunrigpokcu- | naptroro spaska (C3) ernaMeTHirinpokeHnipummy Cy- | METPUYHHHA i
Hipuanny KIMHATY B 061acTi Bijt 250 no 350 vM NOBHHH] MATH Ma-
CYKLIMHAT KCUMYM IIPH ONHUX | THX CAMHX AOBKHHAX XBUIb
OcHoBHA MAMA Ha Xpomarorpami pozuuny | mosunna | TIIX
3HAXOJMTHCh Ha PiBHI MMM Ha XpOMATorpami po3umHy Binnosinae
A C3PC CTUIIMRTHIIT APOKCHITIPHIHHY CYKI[MHATY
Munarpiro Yepeono-(ionerose 3abapeienns nosunmo nepexoautu | flkicua peakuis | Burpusye
eaerTar B JKOBTE
Kucnora Pozumn nioBusen matu opanskese 3a0apeienns 3 inten- | SkicHa peaxiis Burpumye !
OyplTHHOBA CHBHOIO 3e/ieHOI0 (utyopicLennieto |
ITpozopicrs I[Tpenapar mae 6yu TIPO3OPHM I [;JO’;ODV[FI 7'
; EP;2.2.1 :
Koux Mae 6yTn Ge3bapsuum abo Horo sabapsnenHs ne mac | EP, 2.2.2 Bm;;mwc—
g HODM; rg"‘f;, HepeBMILyBaTH eTanol Ry BYs afo Y Meroy 11
PN & & #\Bi13,5105,5 EP,2.2.3 a4
g8/ A
- w:.;. I E esuduMI uacmicu; . . -
w@%?_'z,% 9 @/jvit nactok = 10 mMim — He Ginbure 6000 B amrmysi; EP. 2.9.19 B
. . 3 aste B /e H
210 “p AT HacToK = 25 MM — He Ginbiie 600 AMITYJII. MeTon | HrpHnye |
Oy 0.0»\9".;». Budumi vacmru: !
H019g-0% Mae OyTH NMpaKTHYHO BiNbHEM Bi yacToK EP, 2.9.20 Bu |
et ke : IurpuMye |
Croponni ]
JOMIIIKH He Ginbwe 0,5 % Bineyrui |
? - |
Hominanpani Y BiNOBiAHOCTI 3 BEMOraMu Blﬂn:);ﬂ,ﬂée -
oﬁ’cn} ‘ | BUMOTam
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CEPTH®IKAT CEPH Ne 2023-15.1/24

|
L
|

HaiiMenysanus MEKCHKOP® ' Howmep cepii: 31359004
MPOIYKIIIT: '
| Jlikapenka doopma: po3unH Jutst in exuid 50 Mr/mn
Hasivenypaim i &;";{ crie m}): o i
 IOKAZHHKA S i 4 hau - = 10110 - -
baxrepiaibHi He 61JILLLI6 I 4 OE/MI‘ Ha | MI GTI/IHMBTIU]F]):E,pOI{GHmpH- Menme
CHAOTOKCHHN [IHHY CYKLIMHATY EP,2.6.14 1,4 OE/mr
’ fﬂépmmnicm [Ipenapar mae OYTH CTEPHIILHKM EP,2.6.1 Ci‘épfmblmﬁ
Kiankiche
BH3HAYEHHS
Etnamerwiriapoxen- | Bin 0,0475 r/mn ge 0,0525 r/mn Crnexrpodoro- 0,0500 r/mn
HipHIHHY : METpUUHKH
CYKHMHAT
JlnuaTtpio B 1 mn pozuuny mae 6yru 0,000085-0,000115r Tarpaverpuu- 0,000098 r {
crerar JIMHATPIO €1eTaTy. HMH B 1 nma
PO3UHHY
! Vinaxkoska Biamosinae MKSI.
‘% Mapxysanus Binnorinno no 3minn no Mapkysanusn (6o 10.12.2020 p).
' I'padiune . . - . . . .
w BinnopinHo 00 3aTBEPAKEHUX OPUriHAN-MAKETIB, PO3MIIIEHHX B EINHII ABTOMATH30BAHIH
| oopmacuus . ot R e S Ay . .
P indopmauiiiniil cucremi Jepknixcny:xbu Vrpainu (uuuuwmii 8ig 01.02.2021 p.)
VIAKOBKH ; :
 KOMEHTAPI Vmoru 36epirans: T o
36epiraTi B 3aXMIIEHOMY Bia cBiTia mMicui npu Temrreparypi Bix 0°C jo 25°C.,
S : : _ L
| Buxonasens | [LLB. Cwmupnosa L.C. (/’2 ,an_ )IaTa 21 02.2023 p
| Hauaabnug BKSA I1.L.5. Koporrux 0.0. | Hata tﬁf*’ﬁfﬁf/ ﬂft)o

3asina npo ceprudixanito: I1um 1 3acRidyto, M0 HageacHa BuLle iH(OPMALA € JOCTOBIPHOIO Ta ro,}‘r— i
uoto. Lo cepiro nponykuii 6yno supoGneHo (chm{maloqu MaKyBAHHS Ta MAPKYBAHES) T4 IPOBEACHO
KONUTPOINE 1T IKOCTI HAa HIDKUE BKalaHii ninsHuN y nopuiil Binnosigyocri 3 sumoramu GMP, BeranoBie-
HUMI MICLIGBHM DEI'YASTOPHUM OPIAHOM, 3UiIHO 3 YMIHMM 3aKOHOAABCTROM YKpaiHw, a Takox Bigmo-
BijHO 70 cnenudikaniif, mo MicTaAThes Y peectpauilinomy gocse. TIpoTokonu BUpoGHHAIITRA, NAKYBAHESL
ra ananizin Gyno TeperigHyTO Ta BCTAHOBIAEHO Bifnosianicts GMP.

Cepisn rorvosol npoaykuit 31359004 ginnosinae sumoram MKSL JI3 3i 3minamz
(Harcas Ne 2854 6io 10.12.2020) no PeecTpaniiinoro nocsinuenna Noe UA/4971/0)
AO3BOJSIETBCSH 10 peanizanil.

I

. ¥noBHOBaKeHA TELL. Timuenxo H.B. F J'f";;f-‘-— Hata

| ocoba i : {7 ! ,{/féﬁ{; ;

BupoGuuua ginsanus. Agpeca: 61115 Yxpaiua, Xapkincrra o6, micro Xapkis, synuus Cesepuna IToTouskoro, ﬁy,u?i\r-‘fol;;a(i
Jliuensis: cepis AB Ne 501356 nin 08.02.2011 p.

Ceigourso npo atecrauire BKA Ne337 in 09.03.2017 p. (Brnano Mepxasion ciyxGorn Vipainu 3 nikapehkiux 3aco6is Ta KOHTPONO
34 HUPKOTHKAMH)

Ceprudicar GMP 019/2020/GVP Bia ?3 03.2020 p. (sraan Jepxapmoio ciyxGoio Yipaini 3 aikapehKux 3ac06iB Ta KOHTPOIIG 32
HaprorHKanMu)

Ceprudirar 1SO 9001:2015 Ne 211QGH98 iz 01.06.2021 p- (eupanuii AQC MIDDLE EAST LLC)

272
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