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CEPTUDIKAT CEPH N 2024-15.2/349

Halnmenysars ITATTABEPHUH, Howmep cepit: 41029007
NpoJyKiLii:
Jikapeska Gopma: posunH st i exuiid, 20 Mr/ma
Peectpauiiie PIX Ne UA/13332/01/01 (0ic ite odareaceno) Po3mip cepif 21464
MOCBIAUCHHS: ‘ (yr., wr.Tain.):  ynakosku
Kpaita-BuposHHK: Yipaina Ne 10
Cuaa jti1/aKTHBHICTL: I mn poswumy micmume nanasepuny 2idpoxao- | Jara
pudy 20 me BUpodUMLITBA: 10 2024
Bua i poamip ynakoBku: To 2 Myt B ammysi; 1o 5 ammyst y Gsicrepi; Jara 3akiHuenHs
no 2 6Jicrepu y nayui 3 KAPTOHY 3 MAPKyBaH- TEPMIHY 10 2026
HSM YKPATHCEKOIO Ta POCiiChbKOI0 MOBAMH. MPUAATHOCTI:
Haiimenysanus : N Mevounkn Pesyasrarn
: Bumoru cneundiranii o v
HOKA3HHKA KOH'TOJII0 -
Omnne Tpo3opa 3nerka »oBTyBara pijiiHa. 3a . 1 MK Tposopa
Bisyansno. 3erKa
AKOBTYBaTA
pimHa

Inenruivanis
Hanasepiny
2idpoxaopuo

Hanasepuny
2i0poNAOPUQ
Memiowin
Hunampiio edemam

Ha xpomarorpami BHNpoBoBYBaHOro  po3uuiy,
OTPUMAHOIO TIPH BH3HAUCHHI CYNPOBIAHMX JOMILIOK
4aC YTPUMAaHHS OCHOBHOIO TiiKa TOBMHEH CniBna-
JATH 3 YACOM YTpUMaHhs I1iKa Nanasepuiy rigpo-
XJIOpHAY Ha XPOMATOrpami PO3UKHY NOPIBHAHHS 3.
Peaxuis Ha nanaBepuH.

Peaxitisi Ha METIOHIH,
Peakuist Ha nuHaTtpito eperar.

3a . 2.1 MKJSL
by, 2.2.29.

3an 2.2 MK

3an. 2.
3an. 2

Burpumye

[Mosurusha

[MTosutunHa

Hosurusna

Hposopicrs Mage 6yTH 1po30pHM. 3an. 3 MKA. [Tpozopuit
DY, 2.2.1.

Crynins 3abaperenHs npenapaTy MoBWHHO 6y TH He intencH- | 3a . 4 MKSL. He

3abapRiaeHus gHile eranony BYS abo YS5. DY, 2.2.2. IHTCHCHBHILLIC

eranoy BYS

pH

Bin 3,0 no 4.0.

3an. 5 MK3l.
JAPY 223,

3.2

Cynposiani He 6inbiue 0,1% Sy ub-2K0T AOMILLIKH. 3a n. 6 MK5. 0,023%
DOMINIKY He 6inbure 1,0% cymu nominiox. JY,2.2.29. 0,042%

OO0’ e, mo e memwe 2,0 ma. a7 MKSL Bisrosizac k
BHTATACTLCS JIdY, 2917,

Mexanivui st yactok = 10 MrM — He Sinbiue 6000 & amnyni; 3an. 8§ MKJL Bignosizac
BKJIXOYECH ST U1 4acToK > 25 MM ~ He Ginbule 600 B ammyni. JIDY, 2.9.19, me-

HEGUOUMT HUCmKY o
Mexanivni Mae OyTH NPaKTHUHO BIABHUM BiJl HaCTOK. ATIOBIAac

BRIJOYIENg:
GUOUNMIT yacmru

Crepusisuicrs

Mae OyTH CTepUNBLHUM.
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CEPTH®IKAT CEPII Ne 2024-15.2/349

Haiimerypanns ITAIIABEPHH, Howmep cepii: 41029007
PO KUT:
Jlixapcbka dopma: PO3UMH I1s i’ ek, 20 Mr/mn
Haijimenypanns : Merogukn PesyasraTun
Bumory cnenngrikanii
HOKA3HHKA KOHTPOJIO
Baxrepianbni I'panudHa KOHUEHTPaLs eHIOTOKCHHIB - MEHIIE 3an. 11 MKSL Menwe
€HXOTOKCHHM 58 MO/m. DY, 2.6.14. 58 MO/mn
Kiabkicne
BH3HAYEHHSA 3an. 12 MKSL.
Hanasepuny Bix 19,0 mr/mn no 21,0 mr/ma. A0V, 2.2.25. 20,2 mr/ma
2I0poxXaopUOY
TlakyBannst Bimnoginno no MKA
MapkyBaHHS Binnosinso a0 3minu o Mapxysanus (6i0 11.11.2020 p.)
I'padiune . . . . . - Sen
Binnosinso 1o 3aTBepIKEHUX OpUTiHAJ-MaKEeTIB, PO3MILLEHHX B €AMHIA aBTOMATU30BaH1H
o4O PRI indopmauiinit cucremi Jepxnikenyx6u Yipainu (unanuit 8ig 04.01.2021 p)
YHAKOBKH . i T :
[ KOMEHTAPI ] ‘VMoBu 36epirands: B opurinaibHii yakosui IpH Temrieparypi He suue 25 °C.

Buxonapenb: I"'anna MOPTAUORBA -fﬂ/ ) -~ Hara 04.11.2024p £ %

{ ¥ p 23
3acTynHUK 7 Z, 5 7 &y \b’jg(’?‘;g‘“ o
HavaabHuka BKS: Jlapuca HIKOHOEA WZ&Z‘J Haea /[// ‘ M :‘t’ Srpoiua MICTO Xaprid

3asBa npo ceprudikauito: Llum s sacsinuyio, wo Hasejena puile iH)OpMaLis € JOCTOBIPHOIO Ta TOYHOIO,
11:0 cepito npomyxuiil 6yno BupoGieHO (BKIIOUAIOUM NMAKYBAaHHA TA MAPKYBAHHA) Ta NPOBENEHO KOHTPONL i
AKOCTi HAa HKKYE Bra3aniit HineHuLi y moBHi# BianosimHocti 3 sumoramu GMP, BCTAHOBIEHNUMH MicLiEBHM
PETYNSATOPHIM OPTAHOM, 3TIIHO 3 YHHHUM 3aKOHONABCTBOM YKpaiHH, a TakoX BiUrNOBinHO 10 crienubikauii,
WO MicTAThCA y peecTpauiiiHomy focke. [IpoTokon BHPOOHULTBA, NAKYBaHHS Ta aHatizis Gy no nepersuyTo
Ta BCTAHOBMEHO Bignoeianicts GMP.

Cepis rovoBoi npoxykuii 41029007 ianosinae pumoram MK JI3 3i 3minamu
(Haxaz Ne 2595 gio 11.11.2020) no Peecrpauitinoro noceixgenns Ne UA/13332/01/01 Ta
AO3BOJISIETbCA A0 peanizanil,

YrnosuoBaxeHa
ocoba:

Haranxis TIMYEHKO

M}m O /[ ZOAsy

BupoGuuua giseuuns. Axpeca: 61113 Ykpaina, Xapxiscska 061, micto Xapkis, syauus Cesepuna [loronskoro, 6yantok 36
Jinensia: cepis AB Ne 501356 sin 08.02.2011 p.
Csipoureo npo atecrauito BKSA Ne 337 gix 09.03.2017 p. (Buzano [depxaBHoio ciyx0oio praum 3 mK’ipcmxx 3aco6iB Ta KOHTPOJIO

33 HApKOTHKaMK)

Ceprudikar GMP 057/2023/GMP sin 30.06.2023 p. (srnano [lep:kasHOIO cIyk0010 Y Kpajsh 3 1

HApKOTHKaMM)

Ceprudixar ISO 9001:2015 Ne23EQLY24/R2 8in 06.07.2023 p. (Bunanuit Assurance § );J it




Ipyna GpapMaueBTHYHIX KOMMNaHiH

KXIM ;

611185, Vkpaina, Xapkiecbka 061.,

micto Xapkis

Bynnus CepepuHa Ilotonskoro, 6yauHox 36

»-COI1-7-09-004/4

uatHe Akuioneprae Tosapuerso «Jlekxim — XapkiB»
Ten. (057) 7-147-790,

www, lekhim.ua

CEPTU®DIKAT CEPIH Ne 2024-15.2/269

Haiimenysanua ITATIABEPHH, Howmep cepii: 41029004
npoxyKuii:
Jlixapceka dopma: po3uMH Juig in’exuiit, 20 Mr/mn
Peectpauifite PII Nt UA/13332/01/01 (0ie ne obmediceno) Posmip cepil 20414
MOCBiAHYEHH: (yn., wr. Ta in.): YyIaKoBOK
Kpaina-BupobHyK: Vkpaina Ne 10
Cuna Aii/aKTHBHICT: 1 mn poswuny micmumo nanasepumy ziopoxno- | Iara
pudy 20 m2 BUPOOHULITBA: 07 2024
By i posmip ynaxosku:  ITo 2 ma B ammyni; no 5 amiyn y Gricrepi; Jara 3aKiHUeHHs
no 2 Gnicrepn y naulli 3 KapTOHY 3 MapKyBaH- TEPMiHy 07 2026
HSAM YKPaiHCHKOIO T4 pOCiiicbKOI0 MOBAMH. OPHOATHOCTI!
TIpo3opa 3nerka »oBTyBaTa piiHa. 3an, I MKSL Tposopa
BisyansHo., 351erKa
JKOBTYBATA
pianua
Ineurndikanis
Ianagepuny Ha xpomarorpami BunpoGoByBasoro posunsy, | 3an, 2.1 MKA, Burpumye
2idpoxnopud OTPHMaHOrO NPH BH3HAYEHH] CynpoBiAHKX aoMmiwok | JOV, 2.2.29.
4ac YTPHMAHHA OCHOBHOIO Mika NOBMHEH CIiBIA-
JlaTH 3 4acOM YTPHMAHHA IliKa ManaBepuHy TiApo-
XJIOPHIY H& XPOMATOrpami PO3YHHY MOPiBHAHHSA 3.
Ianasepuny Peaxuia Ha nanasepun. 3am 2.2 MK4L
2idpoxnopuo : S ITosuTHBHE
Memioniu Peakuis Ha MeTiOHIH. 3am 2.3 MK4L.
Hunampiio edemam Peakuiis Ha guHATPIIO eaeTar. 3am. 2.4 MK HosurnsHa
TosaTrBHA
IIposopicthb Mae 6yt nposopum. 3an. 3 MK Iposopnii
ADY,2.2.1.
Crynins 3a6apsiieHHA npenapaTy NoBHHHO GyTH He iHTencu- | 3a n. 4 MKJI. He
3aapBieHHs BHinIe etasiony BYS a6o YS5. DY, 2.2.2. iHTeHCHBHIlE
eranouy YS
pH Bin 3,0 mo 4,0. 3a n. § MKJI, 34
' JADY, 223,
Cynposimni He 6insiue 0,1% 6yab-axoi noMituky. Ban.6 MKSL. | 0,007%
JominKn He 6Ginsue 1,0% cymu noMitLok. ADY,2.2.29. 0,007%
006’°em, mo He menwe 2,0 Mn. 3an. 7 MKJL. Bianosinae
BUTHTAETBCH A0V, 2.9.17.
Mexauiuni ang vacrok > 10 mxm ~ He Ginsime 6000 8 amnyni; | 3a n, 8 MK4L. Bianosinae
BKJHOMEHHHS JUIs1 4acToK > 25 MKM — He Ginsie 600 B ammyni. JAdY, 2.9.19, me-
neauoumMi yacmen Tox 1.
Mexaniuni Mae 6yTH NpaKTHUYHO BiJIbHUM BijJ 4aCcTOK. 3a m. 9 MKAL Binnosinae
BKJIIOYCHHHA: DY, 2.9.20.
BUOUMi uacmxy
Creprabhictb Mae 6yTu crepunbHAM.




CEPTH®IKAT CEPII Ne 2024-15.2/269
Haiimenysanss TIATIABEPHH, Howmep cepil: 41029004
nponyKuii:
Jlikapcoka dopma: PO3UMH A 1K exnii, 20 Mr/ma
Hnien o . Pesyabrarn
Hait MeHyBatus - Bamorn cnenudiranii: . o
NMOKAZHAKA ; ‘ HEen e : : -ROHTPOJIK
Baxrepianbhi I’'paHuvHa KOHIIEHTPAIlis €HAOTOKCHHIB - MEHIlE 3an. 11 MKA. Menwe
CHAOTOKCHEH 58 MO/ma. JDY, 2.6.14. 58 MO/ma
Kinbkicue
BH3HAYCHHSA 3an. 12 MKJL.
Ilanasepuny Bix 19,0 mr/mn po 21,0 mr/ma. ADY, 2.2.25. 20,1 mr/man
2i0poxnopudy
HMakysanns Binnosiguo no MK
MapxkyBanns Binnosiaxo no 3minn no Mapxysanns (¢io 11.11.2020 p.)
Tpadiune BianosigHo 10 3aTBEpIKEHHX OPHriHAN-MaKeTiB, PO3MILNEHHX B €AHHIH aBTOMATH30BaHIN
opopmrenns indopmaniituiii cucremi Hepixnixcmyx6u Yxpainu (uunnuii Big 04.01.2021 p)
YHAKOBKH
{ KOMEHTAPI | VmoB# 36epiranns: B opurinansHiii ymakoBui npu temneparypi ne same 25 °C,

sian \}
KOHTPORK) ’3

AKOCT)
Ne22676945

3asBa npo ceprudiranito: LuM 1 3acBinuyio, o HaBeaeHa Bume iHGOPMANIA € JOCTOBIPHOIO TA TOUYHOIO.
Lo cepito npoaykuil 6yno BHPOGNEHO (BKNIOYAIONH NAKYBAHHA T4 MApKyBaHHA) T4 NPOBCACHO KOHTPOAD T o
AKOCTI HA HHOKYE BKasanill AinbHuLi Y nosHil sianosiagocti 3 BuMoraMun GMP, BCTaHOBNCHRMH MICUEBHM

PerynsSTOPHKM OPraHoOM, 3riIHO 3 YHHHKUM 3aKOHOAABCTBOM Ykpallid, a TakoX Bixnorinuo xo cneuudixauii,

wo micrarscy y peectpanifinomy aocke. ITporokoan BHpoGHHUIITBA, NAKyBaHHA Ta aHANISIB 6y0 NEpErIAHYTO

‘T4 BCTRHOBMCKO Bimnosinnicts GMP,

Cepis rorosof npoayxuil 41029004 siznosinae Bumoram MKS JI3 3i 3minamu
(Haxas Ne 2595 6io 11.11.2020) no Peccrpauilinoro nocsinuenns Ne UA/13332/01/01 ta
[03BOASIETLEH 10 peasizanil,

Bupo6unua ainsunus. Aapeca: 61115 Yxpaina, Xapkisceka 061., Micro Xapkis, Bysnua Cesepuna [lorouskoro, Gyautok 36
JHuensis: cepia AB Ne 501356 Big 08.02.2011 p.

Ceizourso npo arecrauito BKS Ne 337 8ig 09.03.2017 p. (8uaano JiepxaBroto ciyx6oto Yxpainu 3 likapcbkux 38c06iB T8 KOHTPOIO
30 HAPKOTHKAMK)

Cepridixar GMP 057/2023/GMP Bix 30.06.2023 p. (sunano [epxaprolo ciyx6oi0 Yrpaiuu 3 mlcapcmmx aacoﬁm T4 KOHTPOMO 32
HAPKOTHKAMH) e

Ceprudirar ISO 9001:2015 Ne23EQLY24/R2 Bix 06.07.2023 p. (sunaunit Assurance Quality Cerlficu®
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O-COI-7-09-00-4741
pueaTie Axuiouepue Topapuerse «Jiexxiv — Xapiiny
61115, Yepaina, Xapriseska o6, Tel.

Ipyna dGapMaLeBTHUHHX KOMITariii

micro Xapkis

sy Cesepuia llorounkoro, Oy nuHok 36

[Z- mail

WIWW,

(057) 7-147-790,

ekhim.ua

CEPTUBIKAT CEPI Ne 2025-15.2/87

Hakimenysanus TIATIABEPUH, Homep cepit: 31029001
PO KT S
Jlixapceka dopma: poszunH st in'ckuii, 20 wir/mis ,
Peecrpauiiine PIT Ne UA/13332/01/61 (c}i : J1e. 06MedCeno) Pozmip cepif 26928
TIOCBiTUEHHSL: ' (ym., wr. Tain);  YNakoBox
Kpaina-supobHux: Vxpaina e M 10
Cuna nii/akTiBHicTh: 1 A posvuity Micnnin nun(f«qmuy 2idpoxne- | Hara
pudy 20 m2 BUPOOHULITBA: 04 2025
Bua i posmip ynakosku:  Io 2 mut B amnyai; no 5 amnyn y 6iicrepi; Jlara saxinuenns
110 2 Gaictepy y ImMadii 3 KapToHy 3 MapKyBali- TEPMiHY 04 2027
HSM YKPATHCLKOIO Ta POCIHCHLKOI0 MOBAMH. NPUATHOCTI:
Halimenysanns i N Meroauxu PesyanraTy
: Bumoru cuenupiranii )
HOKASHHKA KOHTPOIIO »
Onnc ITposopa 3i1erka xosryBara piftuma. 3a . 1 MKSL Mpaozopa
BisyansHo. 3MErka
HKOBTYBATA
1 pifiuia
TnenTrdikanis
Hanagepuy Ha xpomaTorpami sunpoSosypauoro posuuny, | 3am, 2.1 MICIL Burpumye
2iOpoxnopud OTPHUMAHOro Npu Bu3HAuCHH] cynponinsvx nomiok | PV, 2.2.29.
Hac YTPHMAHHS OCHOBHOIO fHiKa nopuueH cnisna-
JIaTH 3 YacOM YTPUMAHHS ITiKa naraBepyHy riapo-
XJIOPHAY HA XPOMATOTPaMi POSUMHY TIopiBHsHuA 3.
Hoanasepuny Peakuis Ha narnapepus, 3an. 2.2 MK5L
elopoxnopud [Tosurusna
Memionin Peaxuis na Metionin, 3a . 2.3 MICL

Hunampiio edemam Peaxuis ua quuarpiio exerar. 3a . 2.4 MK TosuTrara
MozurusHa |

IIposopicrs Mae 6yTH rpozopum. 3an. 3 MKSL. [pozopuit
JDY,2.2.1.

Crynins 3abapsienns npenapary nosuuno Oyru He inrencn- | 3a n, 4 MKSL He

sabapeJaenus puiwe eragony BYS abo YS. DY, 2.2.2. IHTCHCHBHILIC

eranony BYS

pH Bix 3,0 no 4,0. 3a 1. S MK 3,4
JADY,223. o

Cynposinsi He 6inbuie 0,1 % Oynb-s1K0T 10MiLKy. 3a n. 6 MKJL. 0,000 %

AOMILIKH He 6inbuie 1,0 % cyMu aomimox. DY, 2.2.29. 0,035 %

06’°em, mo He menmie 2,0 . 3a 1. 7 MK Binnosinae

BHTHIACTHECS JDY, 2917,

Mexaniuni anst wacrok Z 10 Mxm ~ ne 6insiue 6000 B amitysni; 3an. 8 MKJL Bianosizae

BRJIOYCHHSA: JUTS 4acToK > 25 Mim —~ He Ginbiue 600 B amityiii. JIDY, 2.9.19, me-

HesUOUMI yacniKy Lronl.

Mexaniumi Mae GyTH NpakTHUHO BUILHUM BiJl HACTOK. BE:! "9 MK Bignosinac

BKJOYEHHs: TIBY, 28,20

GUOUMI UGCTIK N‘ n

CrepnibHicTh Mae GyTH cTepHilbHIM. i’b{l, LO\p CreprstbHIi
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CEPTHDIKAT CEPLI Ne 2025-15.2/87 ) _
Haltmenysanus THATIABEPYH, Homep cepit: 510629001
HPOIYKLUIT:
Jlikapenka dopma; po3uuH Jyuist i’ ekuiit, 20 mr/ma
Hatimenysauns . Meroguin Pesyapraru
Bumorn enenmdircanii .
NIOKA3ZHUKA KOHTPOIO
baxrepianbui I'paguuna KOHUSHTPALISL CHAOTOKCHHIE - MeHILEe 3an. 11 MKSL Menine
CHIOTORCHIN 58 MO/m. T AdY, 2.6.14. 58 MO/mn
Kinpxiene | e[
BH3HAYCHHS ot 3am. 12 MK
anagepuny Bin 19,0 mr/ma no 21,0 mr/mtl JIpY, 2.2.25. 19,9 mr/mn
2idpoxnopudy e
Haxyranun Bianosizuo go MKSI
Mapxypanns Bignosigno no 3mina go Mapxysamus (6i0 [1.11.2020 p.)
I'pagiune ; . . . . S ]
Binmmosiano 110 3aTBepIOKeHHN. OPHIiHAI-MAKETIB, PO3MILUCHMX B CAMHII aBTOMATH3OBA M
odropmirenrs p g : . p . N "
indopmauiitniit cucremi Jlepxaikenyntu Yrpatuu (unnnuii sin 04.01.2021 p)
,,,,,, YHAKOBKH
| KOMEHTAPI | Ymosu 36epiranns: B OpHriHAIbHI# YIIAKOBLI NIPH TeM neparypi 1e suie 25 °C.
Buxonapeus: Fanna MOPTAYOBA Jara 14.05.2025
Hawaannuix BKSI: | Ouena KOPOTKUX /[////; ) Jlara /// 25 A 5

3aaBa npo cepmqmcauuo. Lnm a1 3acsizuyio, o Hapeica BUILe idopMaLtis ¢ A0CTOBIPHOIO TA TOUHOIO,
Lo cupuo nposy Kl GyH0 BHpOBNCHO (BITIOUAIONH HAKY BALHS Ta MaPKY BAHHS) TQ NPOBEACHO KOHTPOIH i
SIKOCTT HA HIKYC BRAsaniit Aimni y nopiiil siaAnoianocti 3 susoramu GMP, BCTaHOBICHUMH MiCHCBHM
PEryARTOPHHM OPTAHOM, 3TIAII0 3 YHHIMM 3aKOLOAABCTBOM YKpailH, a TAKMK BIRHORIANO 110 clctmdiraniii,
MO MICTRTRCS Y peecTpaniiionmy aocse. TIPOTOKONM BUPOGHIITRA, INAKYBANIS T8 AHANI3IE Gy A0 NePerismyTo
Ta Beravosieno sinnosinuicrs GMP,

Cepia rorosoi npouyxuii 51029601 sixnosinac sumoram MKS JI3 3i Sminamu
(Haras Ne 2595 6io 11.11.2020) po Peeerpauiitnoro nocsinuesnst Ne UA/13332/01/01 1a
AO3BOJSIETLCSE X0 peasiizanii.

Yiosnopaxena

ocoba: Harania TIMYEHKO

e /G, o6 Q00447

BupoGunua giaenuus. Axpeca: 61115 Yxpaiua, Xapxiscska o6n., micro Xapkin, synmus Ce
Jhineusisi: cepia AB No 501356 nix 08.02.2011 p.
Ceigourso npo arecrauie BIKSI Ne 337 Bin 09.03.2017 p. (sujnano Jepixapaoo cayxGoo Y ‘q'm n
3a HAPKOTHKAMH) A%
Ceprudirar IS0 9001:2015 Ne23EQLY24/R2 Bin 06.07.2023 p. (uzanuii Assurance Quali
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