JIEP)KABHA C.JIY)KEA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKIA OBJIACTI

npoB. CeiTmaHOi Hazm, 3, M. Kuis, 02099, rei/pakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €/IPIIOY 37078774

| BHCHOBOK |
npo AKICTH BBE3EHOI0 B YKpainy JIKapCHKOro 3aco0y

13.05.2024 | Ne 22750/24/10

MA3b iP. TAUCCA 3 )KHBOKOCTOM
(HaliMeHYBaHH JIiKapchKoro 3acoy 3rUIHO 3 peccTpalifiHiM IIOCBiMEHHIM)
ma3b; o 100 r y 6auui; no 1 6anui B Kaprounii kopobui
(opmMa BHITYCKY, HO3yBaHHS, B/l [IAKYBaHHS TIKaPCHKOTO 3aco0y)

Homep peectpauiitnoro noceizuenns UA/2333/01/01 crpox aii peecrpanittnoro no¢sizuenns 01.01.2099
Cepis mxapcskoro 3acofy Ne 3902044 KinpkicTs BBE3€HOTO nimpcsxo}o 3acoby 7860

BHpoGHHK ’ Jp. Taiicc Harypsapen I'm6X, Himeuunna

(uaitMeHyBaHHS BUPOOHHKA JIIKapCHKOTO 3ac06y, KpaiHa IIOXO/DKCHHS)

Beeseno B YxpaiHy ToBapucTBO 3 00MeEKEHO0I0 BiAMOBINAILHICTIO "HATYPIIPOIIYKT-
BETI'A", inenr. xox: 21139268
(HatiMeHyBaHHS Ta KoZ 3a €JIPTIOY ropumiuHoi oco6u a6o Ipi3BUIe, iM's, 110 GaTeKOBI Gi3HUHO1

0co6H - TiAIpUeML, i Miclie MPOXMBAHHS Ta peecTpaLiHMI HOMep 00MiKOBOi KapTKH [UIATHHKA
TIOATKIB a00 cepis Ta HOMep IacnopTa)

Tporokoa Bisyansnoro kourposuo Bix 09.05.2024 Ne 1269/2.

3a pesyNbTaTAMH  JEPXKABHOIO KOHTPOIO BCTAHOBICHO, IO JHKAPCHKMH 3aci6 BBe3eHO B VYKpaiHy 3
JAOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a0e3NMEUECHHA AKOCTI JIKAPCHKUX 3aCO0iB.

s Oubra CPBOMEHKO

M KOTPOIO) {niane) (isiviacin va ﬂpium}
-]
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«r;hzwaren mmh’l

 Naptia; 3902044
Aara anpoﬁuuqtsa' 04, 2024 _
Homep peecrpau.lunoro nocai.queuua.

g .%.lsm&a

'mdm(a'r akocrl

v npnAamuﬁ .qo: 04. 2026
g Kinbxlcrb npop.qun B cepii: 7860 yn,
“UA/2333/01/01 '

690498 Mash Ap.Tam:ca 3 )uunoxoc'rom 100r

Teleu 36epirauuﬂ. 2 poK# .
‘ ‘V%PM‘Q BUNYCRY: - Masb

Napametp

| 3apaHe 3nauenHa

OguHnis

DIKTUUHA BEANNUHA

30BHIWHIA BUrAAL
OPraHONENTUYHUM METOAOM

[napxa maca

3rigHo 3 cneuudikauieio

KoAip
OPraHONeNTUHHIKA

- CsiTno-3eneHuit

3riaHo 3 cneuudirauieio

3anax
Opranonen'mquum MEeToA0M

HacTo#Ka MBOKOCTY -
€sp.Papm, 2.2.29 .

XapaxrepHui

Xpomartorpama noxasye
XapaKTepHWi NiK aNaHTOTHY

3rigHo 3 cneuundixauiew

3rigHO 3 cneundikauieo

Tokodeposny auerat
€sp. Gapm, 2.2.29

XpomaTtorpama noKasye
XapaKTepHUiA NiK_
TOKOhEpoAy auerarty

' Gy

3riaHO 3 cneumdikauielo

Hacrolika »(ueoxocry
€sp. Dapm. 2.2.29

BincyTtHi Pseudomonas
aeruginosa /1t

9,5-10,5

I'leHe'rpau,m 6-9 MM 73

€sp. ®apm. 2.9.9,

MepoKCUAHE YUCAO. <=5 mexsO/Kkr 0,83

€sp. Papm. 2.5.5. MeroAA :

KUCAOTHE 4ncno <=5 mr KOH/r 0,63

€8p. Dapm. 2.5.1 '

MikpobionoriuHa uucrora Esp. ®apm. 5.1.4/ HawkipHe i -

€8p. ®apm. 2,6.12/2.6.13 -33CTOCYBaHHA -
TAMC: <102KYO /1; <100KYO/r;
TYMC: S 101 KYO /t; <10KYO/r;
BiacyTHi Staphylococcus
aureus [1r; 8 1r sigCyTHi;

8 1r BigCYTHI;

Tokodeposy auerar
EBp &bapM 2.2, 29

Bmict ynaxoskn

0,90-1,10

[ara sunycky: 22.04.2024
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Cev‘ T™( maT AKOCTi

,l],o,n,amosl p.am RO cepu II3 Ta 3anaa npo B:,qnom,u,klcvb

ﬂpop,yKT:
KparHa BUPOBHUK:
PeecTpauiitHuit Homep:

~‘AKTUBHA peuOBMHA/BMICT: -

dopma 3acrocysaHHAa:

~ Ob6'em, emkicTb:

Cepia/npuaathuii go:

KinoKicTe 8BupobaeHoi npoayKui:

£A03Bin Ha BUNYCK cepii Ta HOMEp AiLeH3il:

Cepmd)mar GMP, Ne:

Bupoﬁnuurao Hepo3dacosaHoi NpoAyKui,
nepeuHHE Ta BTOPUHHE NAKYBAHHA!

Ne niueHs3ii:

Aata Bupo6HULTBa Ta pe3yALTaTH aHaNi3y:

"~ NPUMITKKU:

- Tokogepony auetar:

690498 Maab Ap Taicca 3 musoxocrom 100 r

_Himeuunna

UA/2333/01/01

HacToawka xusokocty: . 10r/100r
1r/100r
Masb

100 r, cknaHa 6aHouka |

3902044/04.2026

17860 yn.

Lp. Taticc HatypsapeHn 'M6X:

 Mixeninwrpacce 10

66424 Xombypr
Himeuunna
DE_SL_01_MIA_2021 0014

DE_SL_01_GMP_2021_0018

BOp. Taticc HatypsapeH I'm6X, Himeuunna
Ap.-Nerep-Taitcc-Wrpacce 1,

66424 Xombypr, HimeyumnHa

DE_SL_01_MIA_2021_ 0014

AMB. JoKNageHuin CepTudikaT aKocTi Ao peaynbrans
aHanisy

LlMM A NiATBEPAKYIO, WO

HaBeAeHa  Bulye iHébopM,auiﬂr € AOCTOBIPHOW Ta  KOPEKTHOW. -~ Bupobruuteo  (Bkniouaioum
NakyBaHHA/MapKYBaHHA) Ta KOHTPONb AKOCTI AaHOi cepii NPOAyKUil Ha 3a3HaueHilt Buwe BUPOBHUUIN
AinbHuUL BigbyNOCh Y NOBHi BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBNEHUMM BIAMOBIAHNUM PEryNATOPHUM
OpraHom, a TaKoX BIiANOBiAHO A0 cneundikauiil, WO MICTATLCA Y peecTpauiiHoMy A0CHE. ﬂporoxonu‘
supobHULTB], nauyaauua Ta aHanisis Gyno nepernaHyTo Ta BCTaHOBIIEHO Blp,noai.qmcrb GMP. ’

faTta gonycky: 23.04.2024’

fipgnuc: _
FyapyH Immepix _
YnosHoBaxeHa ocoba




NEPKABHA CJIYKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKII OBJIACTI

pos. Ceitnuusoi Hanil, 3, M. Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOr0 B YKpaiHy JiKapcoKoro 3acoly

03.12.2024 Ne 61846/24/10

MA3b JP. TAUCCA 3 )KUBOKOCTOM

(BaiiMeHy BaHHs TIKapChbKOro 3aco0Y 3O 3 PeeCTPauiHHMM IIOCBIAUEHHSIM)
ma3b; no 100 r y 6anui; no 1 6anui B kKapToHHii KopoOui

(opma BUITYCKY, HO3YBAHHSL, BUJ IIaKyBaHHS TiKapchKoro 3acoly)
Homep peectpauiitsoro nocsimuenns UA/2333/01/01 crpox aii peecrpauiiisoro nocsimuenms 01.01.2099
Cepis nixapceroro 3acoby Ne 3907104 KinpKicTs BBE3eHOTO Jikapchkoro 3acody 7840

Bupo6HuK Jp. Taiicc Harypsapen I'm6X, HimequrHa

(HaliMeHyBaHHs BUPOGHHKA JIKapehKoro 3aco0y, KpaiHa IOXODKEHEHs)

Beescro B Yipainy TosapucTso 3 06mexenoro Bianosinaasnicrio "HATYPIIPOAYKT-
BET' A", iaent. kox: 21139268
(HadMeHyBarHs Ta koJi 3a €JIPIIOY topupumHoi 0co6H ado pI3BHILE, M's1, 110 6aTHKOBI (isHUHOT
0cOBH - TATPHEMIL, i MiCLIe MPOIKMBAHHS Ta PEECTPALUHMM HOMEP OOIIKOBOT KApTKHM IUIATHHKY
1o/1aTkis abo cepist Ta HOMEP IacTiopra)

IIpoToKo.1 BisyansHoro kourpomo six 27.11.2024 Ne 3719/3.

3a  pesynsTaTaMM AEPIKABHOTO KOHTPOJIO BCTAHOBNCHO, INO JIKAPCHKMH 3aci0 BBE3CHO B YKpaiHy 3
JOTPHUMAHHSIM BHMOT 3aKOHOJABCTBA IMI0/I0 3a0€3MEUEHHS SKOCTI JMKAPCHKIX 3aC00IB.

Onpra CPLOMEHKO

(nizme) (Repgdacis 1 nplsaan

)‘[i & Ly (;\',/AJ'




Mapris: 3907104
Dara supobruyrea:  10.2024
Homep peectpalitHoro nocsiguesna:

ryseed

Ceptudikar AKOCTI

Mpuparauid go:  10.2026
Kinbricrs npopykuii B cepii: 7840 yn.
UA/2333/01/01

ioharm .
st (LOSMEUCS

650498 Ma3ab fip.Taiicca 3 xuBokocrom 100r

Tepmin 36epiranna: 2 pOkK
dopma BUITYCKY:  Masb

Napamerp

3apare 3Ha4eHHR

CpuHna

DaRTUIRE BEIMYHRG

30BHIWAIG BUrNAL,
OpracoONENTUHHUM METOAOM

napka maca

3rigHo 3 cneundikauieto

Konip
OpraHoAeNTU4HMiA

CsiTRO-3€NeHWUA

arinHo 3 cneundikauien

3anax

OnraHoaenTuyHWm METOHOM
| lagnmudiania
HACTOMKA MUBOKOCTY
€ap.dapm, 2.2.29

Xapaxrephuit

3ripHo 3 cneunikauieo

XpomaTorpama noKasye
XapaKTepHuit NiK anaHTolky

ariaHo 3 cneundikauic

Toxkodepony auerar
Eap. apm. 2,2.28

XpomaTorpama rnoxasye

Xapaxrepruii nix

Tokodeposy auera
- T

3riaHo 3 cneuundikalyien

HinbRICHUN B

BipcytHi Staphylococcus
aureus [11;

Bigcyrhi Pseudomonas
geruginosa /1t

8 1r BigCyTHi;

@ 1r BiacyTHi;

ne;eTpauia 6-9 M 8,0
€sp. Dapm. 2.9.9
MeporcugHe 4ucho <=5 meKksO/Kr 1,44
€sp. Gapm, 2.5.5. Metog A
KUCAOTHE YUCO <=5 mr KOH/r 0,65
€sp.®apw. 254 b
MikpobionoridHa YncToTa Esp. ®apm. 5.1.4/ Hawsdipre =
€sp. dapm. 2.6.12/2.6.13 33CTOCYBaHHA
TAMC: £ 102KYO /; <100 KYQ /1;
TYMC: € 101KYO / 1; <10KYO/T1;

€ap. ©apm. 2.2.29
Hanosnenrs |
BMmicT ynakoBKu

>=100

HacToiia WUBOKOLTY 9,5-10,5 r/100r 9,9
€sp. Papm. 2.2.29
Tokodhepony auerar 0,90-1,10 r/100r 0,98

HAara sunycry: 08.11.2024
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JEPKABHA CJIYIKBA 3 JIIKAPCEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCHKIIA OBJIACTI

npos. Ceitnuaroi Hanii, 3, M. Kuis, 02099, Ten/bakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOT0 B YKpaiHy JikapchKoro 3ac00y

06.12.2024 Ne 63179/24/10

MA3b JIP. TAUCCA 3 )KHBOKOCTOM

(HaliMEHyBaHH KAPCHKOTO 3aco6y 3rifHO 3 PeccTpauitiauM IIoCBi MeH M )
Ma3b; n0 100 r y 6anui; no 1 6axui B kapTonwHiii xopo6ui

(tpopma BurIyCKy, nO3YBaHHS, BUJ NAKYBaHHS TIKapChKORO 3ac00y )
Homep peectpaniiinoro nocsimuerns UA/2333/01/01 crpox aii peectpauiitroro nocsimuenns 01.01.2099
Cepis mixapcsxoro 3acoby Ne 3908104 Kinpkicts BBe3enoro nixapcukoro 3aco6y 7780

BrpoGHuxk HAp. Taiicc Harypeapen I'm6X, HimMeuuuna

(HakMeHyBaHHST BUPOGHMKA JHKapCHKOTo 3aco0y, KpaiHa FIOX0DKeHHS)

Beesero B Yxpaitty ToBapucrso 3 oGmexenoro BiamoBiNAAbHICTIO "HATYPIIPOXYKT-
BET'A", inent. vox: 21139268

(naiivMeHyBarus Ta ko 3a CJ[PIIOY IOpHEMHOT 0coGu 460 mpisprLe, iM'st, 1o GaTbkoBi diskHOT
0cO0H - NiATPHEMLIS, i MiCLIE IPOMMBAHHS Ta peecTpartiiHiii HoMep 0G/TIKOBOT KapTKH IIIATHHKA
TNoZaTKiB abo cepis Ta HOMep MacropTa)

IIporoxon Bizyansnero kourpo.uo six 02.12.2024 No 3798/1.

32 pesyNbTATAMH  JEP/KABHOTO KOHTPOXO BCTAHOBJICHO, IO JHKAPCHKMI 13aci6 BBe3eHo B Ykpairy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA LIOAO 3a6C3NCUCHHS SKOCTI JKXApCHKHX 3aC00iB.

Onsra EPLOMEHKO

(rimac) (ininiany 12 npissyme)

/@yr Coc pe [ L A




llaprin: 3908104
Hava supobunyrea:  10.2024
Homep peecrpaiifinoro nocslauenda:

Naturwaren Gmbi

Ceptudikar akocri

Mpupavnuit go:  10.2026
Kinokicrb npopyuuii 8 cepii:  7780yn.
UA/2333/01/01

Tepmin 36epiranns;

690498 Maab Ap.Talicca 3 muBoxocrom 100r

2 poku
Dopma BUNYCKY: Masb

fMapamerp

3apaHe 3HaYeHHA

Oaunnua BdaxrTruvna Beanuura

30BHiWHIN BUrnag
OPraHOMENTUNHUM METOLOM

Fnapka maca

RACALY

_._O PrasonentuiHuM meToaom

HacToMKa IMBOKOCTY
€ap.Papm. 2.2.29

XpomarTorpama noKasye
XapaKTepHUM MUK aNanHToiHy

Konip CsiTho-3enexunin 3riaHO 3 cneyudikauien
OPraHoNenTUIHUI
3anax XapaxkrepHui 3rigHo 3 cneyuodirayieo

3riAHO 3 cnewudikauisio

Torkodeposy aueTar
€sp. Gapm. 2.2.29

XpomaTorpama noxasye
XapaKTepHuH nuk
TOKOGepoAY aueraTy

3rigHo 3 crieundicaiicio

3riAHO 3 cneyudirayie

€sp, ®apm. 2.5.1

DeveTpauis MM 8,3
€pp. Gapm. 2.9.9

NepoxrcuaHe Yncno <=5 meksO/kr | 0,64
€sp. Papm. 2.3.5. Mertog A

KHUCAOTHE YHCAO <=5 mr KOH/r 0,77

Mixkpobioaoriuna yucrora
£sp, Gapm. 2.6.12/2.6.13

KinuidcHuit smicT

HacTolika wmBoKoCTY
cap. Gapm. 2.2.29

Esp. ®apm. 5.1.4/ HawkipHe
33CTOCYBaHHA

TAMC: £102KYO /1;

TYMC: < 10'KYQ /13
Bincythi Staphylococcus
aureus [1r;

BiacyrHi Pseudomonas
aeruginosa /1 r

9,5-10,5

<100KYO/;
<10KYO /1

8 1r sigCyTHi;

8 1r sigcyTi;

+/100r 9,9

BamicT yrnaxkosku

0,90-1,10

>=100

r/100r 0,97

r 100,2

Dara sunycexy: 18.11.2024
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CepTudikar akocTi

aTKoBi paHi fo cepii /13 Ta 3aasa npo BigNoOBIAHICTL

Npoayxr: 690498 Masb [p.Tavcca 3 xusokocrom 100 r
KpaiHa-BupobHuk: HimeuunHa

Peectpauitnult Homep: UA/2333/01/01

AKTVBHa peuyoBuHa/BMICT:  HacToaHka xuBokocty:  10r/100r
Tokodepony aueraT: 1r/100r
®opma 3acTocyBanHa: Masb
06’em, emkicrb: 100 1, cknana BaHouKa
Cepia/npuaaThiui go:  3908104/10.2026

Kinbkictb Bupobnenoi npogykuil: 7780 yn.

[lo3Bin Ha BliNycK cepii Ta Homep niyensii:  [Ap. Talicc HatypeapeH MmbX

MixeninwTpacce 10

66424 Xombypr

HimeuunHa
DE_SL_01_MIA_2024_0006

Ceptudikat GMP, Ne:  DE_SL_01_GMP_2024_0009

BupobHuurec Hepoadacosarol npoaykuii,  Ap. Talicc Hatypsaper M'm6X, HimeuunHa
NepBUHHE Ta BTOPUHHE Nakysanka:  [p.-TMerep-Talicc-trpacce 1,

66424 Xombypr, Himeuyuna

Ne niuewsii:  DE_SL_01_MIA_2024_0006

[ata supobrnuTsa Ta pesynbTaTi aHaniay:  AuB. foknagennit Ceptudikat akOCTi 40 pesynbTatie

aHanisy

Mpumitkm: -

Lvm s nigreepamyio, wo

HaBegeHa suwe  iHdopmauia € J0CTOBIPHOK T2  KOPEKTHO.  Bupobhuurso  (BKAOYEIOUY

MaKkyBaHHsa/MapKyBaHHA

} Ta koHTponb AKocTi paHol cepil npopykuil Ha 3a3Hauerit suwe BUPOOHMNIN

AlnsHunni 8inBynock y nosHik BignosigHocTi 3 sumoramu GMP, BCTaHOBAEHWMM BIANOBIAHUM PEryiaTopHUM

OpraHom, a TakoM Big,

nosigHo Ao cneumndirkauii, Wo MicTATbCA Yy PEECTpaUinHomy Aocbe. [IPOTOKOAM

BMPOGHMLITBA, NAKYBaKHA Ta aHanisis 6yno nepernaHyTo Ta BCTAHOBNEHO BigNOBigHicTe GMP,

Jara gonycky: 20.11.2024

Mipnuc:

TyopyH Immepix
YnosHoBaxeHa ocoba




JNEPKABHA CJIYIKBA 3 JIIKAPCBKHNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU YV KHIBCHKIN OBJIACTI

npos. Ceitnuynoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IIPTIOY 37078774

BHUCHOBOK
OO SIKIiCTh BBE3EHOI0 B YKpaiHy JIiKapchKoro 3acody

13.12.2024 Ne 64452/24/10

MA3B JIP. TAMCCA 3 JKHBOKOCTOM

(Ha¥iMeHyBaHHS IKapCHKOro 3acoGy 3rifHO 3 PeecTPALIMHUM MOCBIIUCHHSIM)
masb; 10 100 r y 6anui; mo 1 6anui B KapToHHii KopoOui

((popma BHITYCKY, O3YBAHMHS, BHJ{ [IAKYBAHESL JTKAPCHKOTO 3ac00y)
Homep peecrpaniitnoro nocsimenss UA/2333/01/01 crpox aii peectpaniiisoro mocsimuesnns 01.01.2099
Cepia mixapcbroro 3acoby Ne 3909104 Kimbkicts BBe3eHOTO JMiKkapcekoro 3acody 7800

BupoGruxk Hp. Taiicc Harypsapen I'm6X, Himeuunna

(narivenypai s BUPOGHMKA JIKapCEKOTo 3aco0y, Kpaila MOXOHKEHHS)

Beesero B Vipairy Tosapucrso 3 o6mexenoro Bignosinansnictio "HATYPITPOLYKT-
BET'A", inenr. kon: 21139268

(HadiMenryBaHHs Ta koJ1 3a €JIPTIOY 1opummuroi ocobu aGo TpisBuIle, iM's, 110 GaTHKOB bizraHOT
0COGH - I MPHEMILS, 1i MiCIie IPOIKMBAKHS Ta peecTpariiimit HoMep 06ITikoBOT KapTKH IUIATHHKA
roJiaTkiB abo cepist Ta HoMep Iaciopra)

Hporoxon Bisyansuoro konrposmo six 05.12.2024 Ne 3874/2.

3a  pesymbTATAMH  JCPIKABHOTO  KOHTPOJIO BCTAHOBJICHO, IO JKapChKMM 3aci6 BBe3eHO B Ykpainy 3
AOTPHMAHHSM BHMOT 3aKOHOJABCTBA OO 3a6€3MEUEHHS SKOCT] JHKAPCHKHX 3aC0BiB.

: Th H0K7p Y 4N 1
&3? Hm}# -~
Onpra EPLOMEHKO
"OI KOHTPONIO) (riianuc) {iniuianmd ta npissauge)
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medinharma,
st (L OEMBLiCS

- LACALY

Ceptudikar akocti

690498 Mas3b [ip.Talicca 3 WusoKocTom 1001

flaprin: 3909104 fMpugarsuit go:  10.2026 Tepmin 36epiratina: 2 poxu
fara supobunyrsa:  10.2024 Kinekicro npoaykuii B cepii:  7800yn. Dopma BUNYCKY:  Ma3sb
Homep peecrpauilinoro nocsiguenns: | UA/2333/01/01

Napamerp ! 3agaHe sHaueHHs Oaunnya DaKTUUHA BENVYKHA

308HIWHIN BUTAAY, Fnapka maca 3rigHO 3 cneuudikauiero
DPraHonenTUYHUM MeToaom

<onip CaiTno-3eneHuis 3rigHo 3 cneuyundirauieo
OPraHQANTUYHNIA

3anax X3paKTepruii 3riAHO 3 cneyudikauieto

OpraHoNenTuyHIM MeToaom
Claentudinatia

HacToMKa UBOKOCTY Xpomarorpama noKasye 3riAH0 3 cneundikauicto
€ap.Papm. 2.2.29 XapaKTepHuit MUK anaHToiHy

Torodepony auetar Xpomarorpama noxasye 3rinHo 3 cneuudikauieo
€sp. Gapm, 2.2.28 : XaPaKTepHUit NuK

TOKOQepoNy auerar

Mewxerpauin 6-9 MM

€sp. Gapm. 2.9.9

Nepokcugre uncno <=5 meksO/kr | 0,77

€sp. Papm. 2.5.5. Metog A

KucnorHe yncno <=5 mr KOH/r 0,77

€ap. Papm. 2.5.1

MikpoGionoriuHa uucroTa Esp. dapm. 5.1.4/ HawkipHe —

€ep. Papm. 2.6.12/2.6.13 3aCTOCYBaHHA

TAMC: € 102KYO / 1; <100KYO/1;

TYMC: £ 101KYO / r; <10KYO/r;
! Bincyrri Staphylococcus
i aureus /1+; 8 1r BIZCYTHI;

Biacyrri Pseudomonas
f i 8 1r BigcyTHi;

' KinbRicHWi Bricr.

HacToliKa wUBOKOCTY k ] 9,5-10,5 r/100r 9,9
€sp. Qapm. 2.2,29
Tokodepony auerar 0,90 -1,10 /100r 0,97

|_€8p. Dapm. 2.2.29

BMiCT yna Kofaxw >=100 r 100,2
/G”‘i‘; 5
‘ T /8@ L r/‘/
Hara sunycky: 18.11.2024 St S ~ o P
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medipharma,
s L0 TELICS

Ceprudikar akocTti

LonaTkosi aaHi go cepii /13 Ta 3assa npo signosigHicTs

Mpoaykr:
KpaiHa-s8upobHuK:
PeecrpauiliHuil Homep:
AKTUBHA PEYOBUHA/BMICT:

®opma 3aCTOCYBaHHA;

06’em, EMKICTb:

Cepia/npuaatHuit go:

{inbKicTe BUpoBneHol npoayruii:

[03Bin Ha BUNYycK cepii Ta Homep AiLeHsir:

Ceptudikat GMP, No;

BupoGHKLTBO Hepo3dacosaHol NpoayKuil,
NepsuHHE Ta BTOPUHHE NaKyBaHHA!

Ne niuensil:

Hata enpobHULITBa Ta Pe3yNbTaTu aHanizy:

MpumiTteu:

690498 Masb [p.Taticca 3 skusokocrom 100 r
HimeuuyHa

UA/2333/01/01

HacroaHKa )unsoKocTy:
Tokodepony auerar:
Ma3b

100 1, cknsaHa HaHouka
3909104/10.2026
7800 yn.

[Op. Tancc HatypsapeH T'mbX
MixeniHurpacce 10

66424 Xombypr

HimeuunHa
DE_SL_01_MIA_2024_0006

10r/ 100+
1r/100r

DE_SL_01_GMP_2024_0009

Op. Takicc Havypeapen ITM6X, Himeuurita
Dp.-Netep-Takcc-Wrpacce 1,

66424 Xombypr, Himeuduna

DE_SL_01_MIA_2024_0006

OMB. gornaaeHun CepTrudikar AKOCTI 40 Pe3yAbLTaTIB

aHanisy

Lrm a nigreepmkyio, wo

HaseszeHa  suuie  iHdopmauia €  OOCTOBIPHOK  Ta  KOPEKTHOW.  BUpPOOHUUTBO  (BKHOHMBHOUM
MaKkyBaHHA/MapKyBaHHA) Ta KOHTPOAb AKOCTI AaHOT cepii npoaykuii Ha 3a3HaueHili suule BUPOBHMUIN
AinbHUUI BiAbynoch y NoBKIN BiANOBIAHOCTI 3 BUMOranviu GMP, BCTAHOBAEHWMM BIANOBIAHUM DETYARTOPHWUM
OpraHom, a TAaKoX BIANOBIAHO [0 cneundikalin, wWo micTaTbCR y peecTpauinHomy pocke. [porokonu
BUPOLHUUTEE, NAKkyBaHHKA Ta ananizie byno neperasHyTo Ta BCTAHOBAEHO BIANOBIAHICTE GMP.

Aata ponycky: 20.11.2024
Mignuc:
T'yopyH 2mmepix
YriosHosaseHa ocoba



AEP)KABHA CJTYIKBA 3 JIIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMIBCbKIM OBJIACTI

npos. Ceitamunoi Hanii, 3, m. Kuis, 02099, ten/(axc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
npo AKICTL BBE3EHOT0 B YKpaiHy JikapcsKoro 3acody

20.12.2024 Ne 66115/24/10

MA3B JIP. TACCA 3 J)KNBOKOCTOM

(aliMeIy Bl s TIKApCLKOro 3aco0y 3riJIHO 3 PCCCTPALiHIIM ITOCBITUCITIIN)
masb no 100 r y 6anni; no 1 6anni B kaprounid xopobui

(opMa BUITYCKY, J03YBAIILI, BHJ HAKYBAIlB! JIHKApCLKOro 3acoby)
Hoxep peectpauiiinoro nocsiauckus UA/2333/01/01 crpox aii peectpauiiitoro noceiguenns 01.01.2099
Cepis aikapcexoro 3acoby Ne 3910104 KinbKicTs BBC3CHOTO iKapchkoro 3acoby 7840

Bupo6uux Ip. Taiicc Harypsapen I'm6X, Himeuunna

(mafiMeIry Barst BUpoGIKa JKapeLKoro 3acofy, Kpaikia IOX0DKCIIST)

Becscro B YKpainy Tosapucrso 3 06mexeHolo Bianosiganbuicrio "HATYPIIPONYKT-
BEI'A", igeur, xon: 21139268
(naiiMeryBasist Ta ko, 38 EJIPTIOY topuumrintof ocou aGo 1pissuiLe, 1M's1, 110 GaTbKoBi (isHuHO
0COOH - THAPHEMUSL, i MICLIC TIPOXKUBAILS Ta PeECTpaUliiimit HoMep o6ikoBoi KApTKH IUIATHHKA
1O/ TKIB a0 cepist 1a HoMep 1maclopa)

Tporoxon Bisyausuoro xourposno six 13.12,2024 Ne 3956/2,

33 pC3yNBTATAMH [CDPIKABHOTO KOHTPOJIO BCTAHOBJCHO, IO JHKAPCBKMI 3aci6 BBCICHO B YKpaiHy 3
JOTPHMAHHSIM BUMOT 30KOHOJABCTBA OO 3a0E3MEUEHHs! SIKOCT] MKApChKUX 3aC06iB.
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3910104
10.2024

Napris:
Hata supobuuyrea:
Honmep peccrpauifinore nocsiguen

HAL

NpuaarHuin go:
Kinbkicrs npoayxuii 8 cepii:
UA/2333/01/01

Ceprudixar axoeri

10.2026
7840yn.

690498 Mas3b [ip.Talicca 3 musokocTom 1008

Tepmin 3Gepirannn;

LACARRT

2 poku

Dopma BUNYCKY:  Masb

flapameyp

3agate 3HaueHHA

OaurHnua

DakTuMHa BeArIHHA

“Oruc

30BHIWRIN BUrnRY,
OPraHOMeATANHAM METOAOM

TAagka maca

aripHo 3 cieumdirauieo

CprasonenTuaHim MeToaoMm
taertudinan
HaCTOMKa MUBOROCTY
€pp.dapm. 2.2,29

Xpomatorpama rnokasye
XapaKTepHUii NUK a1aHTOIRY

KoRip Caivio-3eneHum 3riaH0 3 cneundikauieo
OPrasoAenTUMHWIA
3anax XapaKkrepHuk 3rifHO 3 cneundikauieo

3rigHe 3 cneyudiraicio

Tokobepoay aueTar
€8p. ®apm, 2,2.29

YUCTOTR

Xpomarorpama noxkasye
X3PAKTEPHUMN NKK
TOKODEP

3rizHo 3 cneyudikauielo

7.9

€ep. ®apm. 2.5.1

{lexeTpauid 6-9

€ap. Gapm. 2.9.9

lepokeuaHe Hucno <=5 merBO/Kr 1,26
Esp. ®apm. 2.5.5. Meroa A

HKucnoTHE uuens <=5 mr KOH/r 0,56

MiiKpaBHIoNOriMH3 uMCeToTa
€pp. Papm. 2.6.12/2.6.13

HacToia mUsoKOCTY
Eap. Papm, 2.2.29

Eop. dapm. 5.1.4/ Hawkipre
33CTOCYBAHHA

TAMC: € 102KYO / 1}

TYMC: € 101KYO /1;
BigcyvHi Staphylocaccus
aureus /17

Bincyrni Pseudomonas
geruginosa /1t

<100KYO/1;
< 10KYO/r;

8 1r sigcyTHi;

8 1r BIACYTHI;

9,5-10,5

/100r

Tokcepony auerat
€8p. dapm. 2.2.29

0,80-1,10

r/100r 0,95

| Hanobrighan
BMICT yriaroBku

>=100

100,3

Hara sunycxy: 18.11.2024
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Ceptudikar axocti

HonaTkosi aaxi po cepii /13 Ta 3as8a nNpo BiZNOBIAHICT

Kin

Mpogykr:
KpaiHa-supobHuk:
PeecTpauiiHlin Homep:
AKTUBHA PEYOBMHA/BMICT:

dopma 3acTocyBaHHA:

06’em, EMKICTD:
Cepia/npugarhni po:
BKICTb BUPOBAEHOT NPOSYRUI:

Hoasin Ha Bunyck cepii Ta Romep niuensii:

Bupobuuurso
nepsu

Ceptudikar GMP, Ne:
Hepo3hacoBaHol nPoAyKUii,
HHE Ta BTOPVMHHE NaKyBaHHA:

690498 Masb flp.Taltcca 3 usokoctom 100 r
HimeuunrHa

UA/2333/01/01

Hacroakka HUBOKQCTY!
Toxodepony auerar:
Masb

100 r, cknaHa banouka
3910104/10.2026
7840 yn.

Op. Talice Hatypeapen T'mBX
Mixeninwrpacce 10

66424 Xombypr

HimeuuuHa
DE_SL_01_MIA_2024_0006

10r/100r
1r/1007r

DE_SL_01_GMP_2024_0009
[Op. Talice Hatypeapen Tm6X, Himeuunna
Lp.-Merep-Taitcc-Wrpacce 1,

66424 Xombypr, HimeyunHa

LACALUY

Ne nigensii:  DE_SL_01_MIA_2024_0006
Lara supobtnTRa Ta pe3ynbTaTv aHanizy: AuB. Aoknapenudt Ceptudikar akocTi /0 pe3ynbTaTis
aHanisy
Mpumitkn: -
Uum a nigreepgiyio, Wo
HaseaeHa  BuWe  iHdOpMauin €  AOCTOBIPHOID Ta  KOP2KTHOWO.  BupoBuuutso  (BKauao4M

NaKkyBaHHA/MapKYBaHHA) Ta KOHTPOAL AKOCTI BaHOT cepil NPOAYKLIT Ha 3a3HaueHin Buwe BUPOGHWUYIN
AinsHul BiABYAOCH Y MOBRIW BIANOBIBHOCTI 3 BUMOramu GMP, BCTAHOBAGHUMM BIATNOBIAHUM PETYNATOPHKM
OpraHoM, a8 TaKOX BiNOoBIAHO 40 cneundiKauif, wio MICTATLCH Y peecTpauiiHomy pocbe. poroxonu
BpoBHMUTER, NAKYBAHHA Ta aHaniis 6yno nepernsHyTo Ta BCTAHOBALHO BIANOBIAHICTL GMP.

Hava ponycky: 20.11.2024
[ligrnc:

: .”«A.y,ﬁpymjammepix
Lo 208

S,
'NOBHOBANKEHA ocoba



Mapris; 3910124
Jara supobHugrsa: 12.2024

Homep peecrpaishi

AHOre NocniANeHHRA!

KinbKicTh NROAYKYIT B cepil:

CepTtvdikaT AROCT

690498 Mase [p.Tallcca 3 HUBOROCTOM 100r

12.2026
7920yn.

Mpugarnul go:

UA/2333/01/01

Tepmin 3Bepiranks
@opma BUTTYTRY!

2 phKu
M33hb

| Mlapamerp

3a/aHE 3RAUEHHA

Opumnus

QERTHUHI BEAVUMRD

UPI'EHO[H;‘,H'I'MH HU M (A8T0L0M

InagpKka mass

KOFP

QPFAMOARTITHHU ]
ax

eHTUGIKBYIR

T HactoMKa HUEQROCTY
Epp.bapm. 2.2.29

l XPOMATOrpama NOKasye
L xapaxTeprui nuk ANAMTOIHY

3AH0 3 cneuntixan

Tokogepony sueTar
Egp, Gapm. 2.2.29

KpomarTorpama noraaye
xapaKTepErit UK
TOKODEPOY auat

MeneTpauis
Gpg. Dapm, 2.9.¢

M

FIIAHO 3 cneumdikauico

e PORCHAR MALHD

§ mexsO/Rr

160
s wrRORIT | 0,72 i

MikpoBionoriumi 4neToTa
Esp. @apm. 260242513

HHs

QIRYO /1
ORYO/
tophylococcus
aureus [11;

Bigcyri Pseudomonas

<100 KYD /1w
<CIORYO /13

@ 1r BIACYTHE

HinbRICHAR BMITY

aeruginosa [11

B LrBlACYTHE

HaCTOIKE WMUBOROCTY

9,5-10,5

{100

), apm. 2.2.29
oxadepony augrey
 €ap, Sapw. 2.

_’;'vHal‘\OBHéHHH :
BamicT ynarosry

9,7
080-100 /1007 0,95
r

b e s 1 05 SR

Dara sunycry: 13.01.2025
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LACALUY

Ceprndirar srocti

Nopatkosi gani go cepii /13 Te 3aasa npo BiANOBIAHICT

fpoaykr:
Kpaiua-supodrur

Peectpalliinmit Homep:

C AKTUBHA PEUOBUHE/BMICT:

DOopME 3ACTOCYBAHHA!

06 em, EMKICTB:

Cepin/npuaaTHuit 1o

KinbKicTb BUpoBAEHOT MPOAYKUIT

[lo3sin Ha Bunyck cepii 1a Homep MyeHsi

Ceprudivat GMP, Ne:

BrupobHryTBO pepozdacosanol npoayruii,
NePBUHHE Ta BYOPWHHE TaryBIHHA

Ne nigeusin

[lata upobHULTER T8 PE3YNbTATH aHaniay:

MpumiTiu:

690498 Masb [p. Takcca 3 KUBOKOCTOM 100 r
Himeuunra
UA/2333/01/01
HACTOSIHKA KUBOKOCTY.
Torkodepony auerar:
pMask

100 r, crasina BaHouKa
3910124/12.2026
7920y,

[ip. Talice HatypeapeH FmbX
Mixeninwirpacce 10

66424 Xombypr

HimeuurHa
DE_SL_01_MIA_2024_0006

100/100r
1r/100r

Lip. Taitcc HarypsapeH I'mBX, HimewunHa
[ip.-Nerep-Taitcc-Uirpacce 1,
66424 XomBypr, Himeuunta

DE SLOL M 1A_2024_0006
LuB. JoRAaLL Hult CeprTrudikar akoc 40 pesysn bTatTis
aranisy

Ly & iATBERPKYIO, DIO

HaBeneHa  BULLE indopmaiis €

AOCTOBIPHOIO
('laK\]BaHHil/M&pKyBaHHR) Ta KOWTPOMb AKOCTI Aawol cep
pinoHulli 6indynocs y MOBHIV BIZANOBIAHOCTI 3 BUMOTAMU GMi
OPraHoM, @ TAKOoW si;:gno;rsip,Ho £0 cneuyudikauii, wo MICTATLCA Y P

Ta  HOPEKTHOK. BupobHuLTBO  (BRAKNEIOUU
i poayKruiT va 3a3HaUEHIR BuLLe supobHUUil
> BCTAHOBNRHWMA BiANOBIAHVM PETYARTODHUM

pectpauifinomy pocpe. [TpoTokoM

BUPOBHULTBE, MAKYBAHHA T4 amanizia Byno NeperiaxyTo 1a BCTEHOBAEHO BIANOBIAHICT GMP.

Jara ponycky: 14.01.2025 .o
Nignuc:

FyapyH Dmmepix

YrosHoBamKeHa ocoba
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