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HAEPIKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCHKIH OBJIACTI

npos. Ceitawanrei Hagii, 3, m.Kiis, 02099, Ten/faxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog EJIPIIOV 37078774

BACHOBOK )
Npo SIKICTH BBE3eHOT0 B YKpPaiHy JIKAPCHLKOIo 3ac06y

23.10.2023 ‘Ne' 45865/23/10

BOJBTAPEH®

[Hﬂlﬂdl‘:ﬁ}mﬂm{ﬂ nikapcexore 3acoby 3rigHo 3 peecmaummm HOCBITIEHAAM)
Tabaerku racTpopesncrenTHi no 25 mr no 10 Tabaerok y 6aicrepi; no 3 Gaicrepu B Kopobui 3
KapTOHY

(hopma BHITYCKY, RO3YBAHNA, BUf HAKYBAHHSA JIKBPCLEOID 3aC06Y)

'Honep peectpauifinoro nocizennn UA/9383/02/01 crpox pii peecrpauiiisiors mocsizvenns 14.11.2024

‘Cepix nikapeskoro sacoby Ne KIMA30 KinsxicTs BResenoro aixapeskoro sacoby 40
‘Bupobsux Hogapric Caritik, I'ina Be. Tapim Vpysnepi Can. Be Tix, A.C., Typeawina-
(HalfimenyBarHs BUpOOHHKa MixapCEKOTO 3acoby, kpaiia noxXomKeHHS)
Bzeseno B Ypainy CrninnHe yxpaiHchKO-ecTOHCHKE MiAnpueMcTso y ¢opmi Tosapucraa.
3 ofmexxenoro BignosizanenicTio " OrriMa-®apm, JITH", inenr. xom:
21642228

(HﬂHMEH}'BﬂHHH Ta xop 32 EJIPTIOY repunusnot ocobn afio npizsenuge, iM'a, o Satrkoni Gisnanoi
oco0H - mimmpueMud, T Micne MPORHEIMUHA TA pctcrpaummm HOMCP ufi'mmam KAPTRH NMATHHKA
riogaTkis abdo cepis Ta Homep nacnopTa)

Tpororo: sisyannhore kemwrpoiio six 19,09.2023 N2 2916/2.
Jlaboparoprnii ananis axocTi Nikapeskoro 3acoGy amiHcHenMi;

JepiaBHa HaykoBO-AOCHi Ha nabopaTopis 3 KOHTPOIIO AKOCT] JiiKapehknx 3acobin JepixasHoi
YCTaHOBH "IHCTHTYT IpoMaaceKoro 3aopos's iM. O.M. Mapseesa HAMH Yxpaiun" (m.Kuis,
_Byn.onynpenka 50)

(nafiMeHyBaHNA Ta MICIE3nAX0ANeHH: nabopaTopil, o npore:a tabopaTopHIil ananis AKocti)

BrcROBOK 0RO AKCCTi AiKapchKoro sacoly, suganuii raGoparopiecio iz 18:10.2023 Ne 2248

PesynsTaTh Nad0paTOPHOTO anHANi3y SKOCTI MiKapCEKOro 3acoby 3a mepesipeHHMy NOKAa3HAKAMH BiZMOBIXAIOTD
BHMOTAM MCTOAIB KOHTPOMIO AKOCT (AHAHTIYHO-HOPMATHEHOT AOKYMeHTamji).

3a pesynbTatamMu JepkaBHONO KORTPOIIO BECTAHORIEHO, N0 JMikapehkuit 3aci6 BReseno B Vipainy 2
HOTPHMAHHAM srMor 3aK0HORABCTRA IOAO 3abe3neyerHs SKOCT] AikapehKAX 3acofin.




dopma: Bepcis:
Ceptudikar cepii TN3 719527.15062020-1394.3
: ‘Ceprudpikat cepli 113 CAM MNocunaHHa HoMep: TR100200125298

Buwpano:
| HoeaprTic Carnik, Fga ee Tapim.'?pyﬁnepi Cahn. Be Tik. A.C.,
Wenicexip Maxanneci; ixnapa Bagici Cokak Ne 2, MNenaik, Ctambyn TR 34912, Typeuyuurna

T BIANOBIAHOCTI CEPII

Hoeapric Carnik, Nina Be Tapim YpyHnepi

Wenicexip Maxanneci, Ixnapa Bagici Cokak
-CaH. Be Tik. A.C.

Ne2, NeHaik, Ctambyn TR 34912,
TypeyunHa

TRIUY/2020/25-1
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_ dopma; Bepcin: ||
12 N OV A RTI S CepTutikart cepii TN3  719527.15062020-1394.3
| R St | CeprudiikaT cepii 113 CAN MNocunaHHa Homep: TR100200125298
BuoaHo:

Hosapric Carnik, Mga se Tapim Ypyunepi Cau. Be Tik. A.C.,

ﬁéHiCéﬁc’ip' Maxannéci, Ixnapa Bagici Cokax Ne 2, Mengix, Ctambyn TR 34912, Typeudmna

......

Hosapric Carnix, Npa Be Tapim YpyHnepi WeHicexip Maxanneci, Ixnapa Bagaici Cokak
' CaH. Be Tik. A.C. - Ne2, lNeHpik, Ctam6yn TR 34912,

?Typeqquﬂa

A . b e RN RANAE *E’ 5;5 i ) "
Hoeapric Carnik, Fipa Be Tapim YpyHnepi WeHicexip Maxarnneci, Ixnapa Bagici Cokak
~CaHn. Be Tik. A.C. 'N22, MNeHaix, Crambyn TR 34912,

3 ?Typeqquﬂa

-w- l‘.....:iw ﬁf!f‘;ﬁ.. ...: '*'".%t - .m'#; ﬁ..a % Lt L) i % " nh ........
Hosapric Carnik, liga Be Tapim YpyHnepi WeHicexip Maxanneci, Ixnapa Bagici Cokak
-CaH. Be Tik. A.C. - Ne2, MeHpik, Ctambyn TR 34912,
| géTypeqquHa
+ . Mia vac supoSruuTea Ta nakysaHHA He 6YNo BUSBMEHO BigXWIeHb, Lo
¢ MO BNIIMHYTW Ha BUMYCK NPOAYKTY ) |

_ Mia yac BMpoGHMUTBa Ta nakyBaHHst DYNO BUABNEHO HACTYNHI BiZXVNEHHS,
AVB. HUXKYe (HoMepw peecTpauii BiaxuneHs B eITeKTPOHHIN cUCTEMI):

£2 He 3acTOCOBHO

Linm s 3acsiguyto, Wwo HaBeaeHa BuLle iHopMaLis € 4OCTOBIPHOK Ta TOMHOI. LIo cepito npoaykuil 6yno
| BMPOONEHO, BKIIOYHO 3 NaKyBaHHAM/MAPKYBaHHAM KOHTPONEM AKOCTI Ha BULLe3asHaqeHii(1nx) 4inbHULI(X) “
Y NOBHIN BignoBigHocTi 3 sumoramu GMP MicueBux perynsTopHUX OpraHiB, a TakoX BignoeigaHo A0
| .cneumdikauiit y peecTpauiiHoMy 4OCbE. kpaiHu-imnoptepa, abo y Aocke cneuudikauiil Ha npenapaT Ans
© AoCniAKyBaHOTO nikapcbkoro 3acoby. MNpoTokonu BUpeSHULTBA, NakyBaHHS Ta aHamni3ie Oyno nepernsaHyTo
. Ta BCTaHOBNEHA X BignoBiaHicTe GMP.

J— — r

< Enexmponnul nionuc




‘ dopma: Bepcin:

3 N OV A RT I S Ceprudixar cepii (N3 719527.15062020-1394.3 |

. | Ceprudikar cepil TN3 CAMN MocunaHHs HoMep: TR100200125298
Buoano:

Hopaprtic Carnik, [Naa se TapiM Ypynnepi Cau. Be Tik. A.C.,
Vleticexip Maxanneci, Ixnapa Bagici Coxak Ne 2, MeHaix, Ctambyn TR 34912, Typeudmsa

CEPTUDIKAT AHANI3Y

r s - : — T T - - e z Ty 7 - op=—— erere - . . -y
. 3 T . i i B i, y T
:.we_. .d-d-a =gt . _;..ﬁ‘?’ E' ‘ X t " = i H -0

H®, TabneTtku racTpopesncTeHTHI no 25 mr

T LTRSS

SHAMOIN;:

Onuc
SOBHIWHIA BUrNAA HOBTI, KPYINi, ABOONYKNI, 3i CKOLEHUMN KpasimMu TabneTtku. 3 E Bianoeigae ||
OfIHIET CTOPOHM TucHeHHs “CG”, 3 iHwoi "BZ” ;
loenTudiikauin
lneHTughikauia metoaom TLUX; Bianoeinae craHgapty : Bianosigae
o JAuknodeHax HaTpito - | |
lneHTudikadis metogom BEPX; Bianosigae craHgapTy t Bianoeinace

- A

. | |
¢ [uknodeHak HaTpilo |

BnactuBocCTi

PoayvHeHHs meTogom Y&

PosunHenHs gwknodieHaky HaTpilo uepes | Me Binbwe HiX 10% Big 3asBReHoro BMICTY, BignosigHo go | Bianosigae
120 XBUNUH B LUNYHKOBIR pignHi : TAabnuui kpuTepiis npuiHATHOCTI €8p. Papm., abo Papm. CLUA
Po3uuHeHHs auknodeHaky HaTpio qepes ; He MeHwe Hix 75% Big aassneHoro smicTy (Q 3sHaueHHs) | Bianosigae |I
120 xBMnWH B WNYHKOBIA piauHi | 45 xB B | BignosigHo Ao Tabnwui KpuTepiiB NpuiiHaTHocTi Eep. dapm.,
KVULLIKOBIW pigusi abo dapm. CLUA
Aomimku
3anULIKOBI PO3SUYMHHUKM METOAOM I i
napodasHol X: | ' N
* Evavon ‘He Ginbwe, Hix 0,5 %f's 4. 25——IC @ 0.1 % ||
*  2-nponaHoi | He GinbLe, Hix 0,5 J ’ L\ <01 %
MpoaykTu poanasy Ha ocHOBI 3asieneHoro |
BMIiCTY AMXNocheHaky HaTpi, MeTOAOM
BEPX: |
CneumdikoBaHuii npogykT: He 6inbtue, Hix 0,2% N3 % | <0,05 % |
 GP 45828 |
Koxer HecneundikosaHi npoaykT poanagy 1 He Binbwe, Hix 0,2% < 0,05 %
Cyma HecneumndrikoBaHuX NpoAYKTie Me Dinbwe, Hix 0.5% E <01%
poanazy | |
CtopiHka 33 4 "




dopma:
CepTudhikar cepit M3
Ceprudiikar cepii 113 CAM MNocrnanHa Homep:

Bepcia:

719527.15062020-1394.3
TR100200125298
BupaHo:.

Hogapric Carnik, lMNga se Tapim Ypyunepi Can. Be Tik. A.C.,
Wenicexip Maxanneci, Ixnapa Baaici Cokak Ne 2, Mengik, CramGyn TR 34912, Typeuuuna

CEPTUDIKAT AHATI3Y

*Mixpo6ionoriuHa yncroTa ]
(MeToAa NpPAMOre nociey)

3aranbHe 4ucno aepoBHUX  MiKpooprauismie
(TAMC)

JaranbHe YUCO NNICHABUX | ApiKAXesux rpubis

TR -

He Ginbuie 10° KYO/r

He Binbiwe 102

< 100 KYO/r

(TYMC)

e—— Mo —— I ] 2 e e e 0, -

<10 KYOfr

CneyundiyHi Bnan MikpoopraHiamie: Escherichia

He BUsiBNAETHLCH

KinbKicCHe BU3IHaAVYeHHSs

B O P J— s e e L e

O,EI,HOpi,EI,HiCTbM ,n,ouao Ba'HﬁSc_ .-O,EI,MHMI:{I;“
OAHOPIAHICTIO BMICTY, meToaom BEPX:

v sames smenen = s

1 ‘Dapm. An.

AuknodeHak HaTpilo

KinbkicHe Bu3HaveHHA metogom BEPX:

o [uknodeHak HaTpito

33 ! Bignosinae eumoram €sp. dapm., Gapm. CLUA Ta

Bignosipae

BaHHA MOXe byt

3MeHWeHa A0 KoxHoT Aecatol napTil. Loxanmerlie ogHa cepis noBuHHA 6yTh BUNpobyBaHa B KOXHOMY KanedgapHomy poLui, B

AKOMY BUPOONAETLCH NnpoayKT

CropiHka434




