AEPMKABHA CIHYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHMIBCBKIN OBJIACTI

n1poB. Ceitauunol Haait, 3, M.Kirig, 02099, Tenfdaxe: (044) 363-06-50
E-mail: dls.kofddls.gov.ua, Koz €JIPIIOY 37078774

BUCHOBOK
Mpo SIKICTh BBE3EHOI0 B Y KPaiHY JiKapebKOro 3acody
18.07.2024 Ne 29188/24/10
GOIYHOJI®

(xafivenysanna AKAPCLEOTO 3aca0Y 3FiAHO 3 PECCTPAITININ ROCE ZHEHHAM)
rancyan, o 150 s, no 1 xancyai y Saicrepi; so 1 daicrepy B kaprounii ynakosui
{hopma sinycKy, IO3YRINEA, RILT TEKYNOINR JIKRPCLKOTO 30000y}

Howmep peectpaniiioro nocsiguenus UA/3784/01/02 crpor aif peectpauiiinoro nocainvenus 01.01.2009
Cepis nikapcekoro 3acofy Ne DDZV002D Kinexicrs rBE32HOIO Aikapchrore 3acody 100

BrpoBHuk HOBEJ LJIAY CAHAI BE TIIDKAPET AL, Typeuunna

{(naitrenysadia pnpodmika aikapeukoro 3acofy, kpalHa RONOIKEHIR)

Beezeno B Vipaiy Crijene yrpalHcsKO-eCTOHICHKE MANPHEMCTRO ¥ Gopyi
TOBAPHETEA 3 00MEREHO10 BinnoBinaasricTIo "OnTina-daps,
JTH", inenr, xon: 21042228

{saiivenysane 6 ®oa 38 POV wpiauunoi ocoln afo nplasue, M4 no farmkosi
izt ocobi - nigpuesirs, i aicle npownsassg Ta pecoTpauiitiuii sosep obaikosol
KOPTRS HAATHIRD BogaTis abo cepia 1a voMep facoopTa)

MpoToron isyaasnoroe kourpoao sin 18.06.2024 Xe 1659/34,
JiaGoparopHnii aeaniz AXOCTI AikapceKoro 3acoby suificHednii:

AT "Henrpanpha naboparopid 3 anaizy akocTi sikapebkHx 3acobie | Mequunoi npoaykuii”
(M.Kuis, Bys. Kynpaecexa 10r m.Kuis, syn. Kyapascska 8B Kuiscbka oGnacts, ¢. Hogi

Terpisui, Bys. [rasa Opanka, 19)
(nafiMeiypanHg Ta sicHEIHaNeReHES Jrbopatapit, 10 NponeTa AGOPITOPHHI an®3 TKoeTi)

Brichonox moao #Kocti Jikapeskoro sacody, ssaanit naboparopiero gin 17.07.2024 No 1432
PeayapTarit naBopaTopHoro aHasizy axkocTi AIKApCekoro 3acofy 3a NepesipentMt nokasunkamy BigNoBiza0Th
BHMOTaM METOAIR KOHTPOMO AKOCTI (2HANITHYHO-HOPMATHEHOT A0KYMEHTaUIT).

3a pesyAeTATaMH JIEPHKABHOTO KOHTPOAK) BCTAHOBAGHO, WO fiKapceknli 3aci® Beezedo € Yepailgy 13
AOTPUMAHHAM suMOr 3aKOHOABCTBA OO 330e30e4eHNs FKOCTE TixapesKik 3acobis,

/g - @Z/ Biktop CTEGKIBCHK M

A7 : v S ;
i Tnanne) {infuin ra npisonie)

NRPAJ
Qﬁf,\aih KOH;;u;’ 4

AREA Dy,

Hauanuifik */%2?314—\%
_ B
- =




Hepxasha cnyx6a Vkpaiuu
3 Jlikapehkux 3acoBiB Ta KOHTPOJTIO 32 D
HAPKOTHKAMHU

HAepxasue mignpuemerso "Hentpannna
Jiaboparopin 3 ananizy sikocri JiKapebKRux
3ac00iB i MegHuHOT MpogyKLii"”

State Service of Ukraine on Medicines
and Drugs Control

>

falr)
D

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Ykpaina, 04053, m.Kuis, 8yn.Kyopsascoka 10

meJ./thakc (044) 272 57 98

wel: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudixar ananizy Ne 1432 Big 17.07.2024

Hasea 3paska:

Peccrpauiiinmii HOoMeEp:
Bupodunk:

Homep cepii:

Micue sindopy spaska:
3amoBuuk:
Cyuposianuuii NOKYMEHT:
AKT BinBopy 3paska:
Cran spaska;

Hara orpumanns 3paska;

MaTi BuKoHaHHS pobiT:
Bui konrposio:

Micue nposeaennsn
AALHOCTE:

HI, sianoriauo o sioi
NPOBOAHBCS aHai3:

DIIYHOJI®, kancynu, no 150 MT, 110 1 kancyni y Gnicrepi; no 1 GruicTepy B
KapTOHHIN ynakosLi

1445.24

HOBEJI JIAY CAHAI BE TIJDKAPET AL, Typeuynna

DDZV002D

Crinbhe yKpaiHChKO-eCTOHCbKe nianpuemctso y dopmi TOB "Ornrrima-Dapm JITL"
Lepxasua caynGa YKpaluu 3 TikapehKux 3acoGis Ta KOHTPOMMIO 32 HAPKOTHKaMHK
Jluer Ne 5284-002.0.1/002.3/2-24 Bix 21.06.2024 p,

Ne Bin 02.07.2024

3pa3ok B crani MPHAATHOMY ANA NpOBeNEHHA BUNPoGyBaHs

02.07.2024

03.07.2024 - 17.07.2024

3a posnopskenHIM HepxaBHol cnyx6u Ykpainuu 3 nikapcskux 3aco6is Ta KOHTPOJTIO
3a HapkoTtukamn ("IM", [Mocranosa 902)

AT «Uentpansha naboparopis 3 ananisy sxoeri nikapeLKkux 3aco6is i MeawyHof
NpoayKLii

MK no p.n.Ne UA/3784/01/02, 3minn

MokasHukn Bumoru HA | Pesyneramn
Cnugc Teepai xenaTuHosi kancynu Ne1 3 kpuiledko poxesoro Konsopy i Bignosinae
Kkopnycom Ginoro konkopy, sk MicTATL 0AHOpiAHWIA nopotuok Binoro
Koneopy
laeHTUDIKayisn 1. Yac yTpumyeaHHs nika thnykoHazony Ha XpomaTtorpamax Bignosinae
[ocnimpKyBaHoro i CTaHAAPTHOrO PO3UuUHIB, OfepXaHuX Npu
KinkKicHomy BU3HaYeRHi, NoOBWHEH cnisnagaTy
2. CnekTpu nornuHanHs AOCNigXKYBaHOrO | CTaHAapTHOro posunHis B Bignosigae
ofinacti Big 200 no 400 HM rioBuHKi noKasysaTi Makcumymi npu 261
HM | 266 HM
CepegHa maca 350,00 Mr + 5% Bignosigae
357,41 mr
OpHopigHicTs macu BMicTy CepegHs maca 47,5 % (2 kancynu MOXYTb BUXOAUTH 33 BKazaHi Bianosinae
Kancyn Mexi)
CepenHa maca +15 % (xopHa Kancyna He NoBuHHa BUXCAWTK 3a
BKa3aHi Mexi)
Posnaaanna He 6Ginbwe 30 xsunun Bignosigae
KinkkicHe Bu3Hauenus 150,0 mr + 5%: 142,5 - 157,5 Mr/kancyna 163,8 mr/kancyna
102,5%
Ynakoska 3rinHo sumor MKS Bignosigae
MapkysanHa 3rigHo BumMor MKS Bianosigae
BHCHOBKH:  Ceprudixar ananisy Ne 1432 sig 17.07.20 4..migrsepmkye, o nepesipennit 3pasok npenapary

®JIVHOJI®, kancynu, no g
cepii DDZV002D, supoSauurso HOBEJFIIITAY
Bianosinae Bumoram MKSI o p.n.Ne -;I'{Né’o?_%{fﬁ‘f/ﬂﬂj‘_

Hupexrop

2
Ceprudixar ananisy ve nignarae 1IOBHOMY ab0 4acTKOBO

SOP/G-5.10/D1

i

150 mr, no 1 géncyni Y'6nicTepi; no 1 Gricrepy » KapTOHHIH ynakosui, Ne
GAHAI BE TIZDKAPET A.IL, Typeauuna
iHw;
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Kinens ceprudikara ananisy Ne 1432 gin 17.07.2024
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SANAYU VF TICARET AS..

I 1L)bL.I] HIAL CAHAT BE THUKAPET A

Ktpran Cowariiip, np. ol /\t\q'uw;m\.l M=299

$1100 w1, Hosioxe, Typewuinn
Kpatita- Anpoduic Typesuitia
Biagin xoirpouo- skocri:

Fux; (21() 6336001

(‘I' PIHGIRAT ﬂKO(”l I

Pécerpauiting noenigueion NeUAZI 78401023 e s Yiepani GracTHuROnG.

UA3BA JIPEHAPATY: rww O, xaeyming. k‘(}w o L waneyaiy Grictepi, 110, T-Gnicrepyy JIATABUHTOTOBIAEH ML |
kuproliit ynaron,. 34024
p1{§(e Rl PE‘IOBI)]HK { kanoyas sicrnin Payiouasony. 150Mr TEPMIH TP ATHOCTI:
CEPISLN T
BHIGTOBJIEHO: M)lb VIREONOR g
Ne | Hauna nunpobysanum | - Creéuudiicanit “PesynuraTn
{ Oune nup,u woaaTHHonl Kancyhy, No f 3y KPIHICAKOI POKERONO Bignonizae
KOHbOpY § KOPHYEON GIIDIG KOMBUPY; ART MICTILG oAHOPI
ROPUOK BIA0TG KREIHUPY. : )
% Teneadiranis Gag  yrpanysanng. niky clu\yaw.mmy iy xpm‘m:mrpi\.\‘mx Bianositac
! S R N mmpoﬁylmnom 3l *'mu,mprnom painin, OTPHMAINX. (K
H KIJH-}{IGNOM}' lsum.munn nommm (‘HLINM'{"‘ 4
i ': CRexypi: JOrIHEMLS , BnpoBRLoLHOR CRUpAGANOL. ‘pogniy 8 L BIOBIC, o0 R
| ubnderi Bl 200 1y 400 1M NSUAHT noKyBaTY \wkcnwm'npu 617 A o
HATILZG0 1M . :
3 Cepeang yiaca 350,00mr 5% 349,57 ir
4 QuuiopiapicTs Macn 'C};pc At srden 27,556
“M":Ty (Cﬂn(’.yﬂ %e;\‘::i:;JIA:\:'I‘()I?S'UQI/LIIH\()IM‘I'I“ Y wasii P.Iblhl) g RaEncyn
. {.rmus'l kancy;m HE QTN BIXYIRTT FURCURT K 3.\1!! P(bl!{() { xancya B
5 Boga He:Glapuie 8.4 % 3,6%
6 Posman | HeGimsme 0%, BN,
7 Passinciig © 0| Hesenmg m/h 75 % { (3) 3030 X# 102%
8 Onropianicry | Bimnouinae winoras EP 2940 Bismonizac
AOZOBANNK OQHHHIE, ' 4 =03
9. Kiavricne F30,0 pi% 5%
Bil'il“\"!t’lll'{'ﬂ. . 142,5 Mr - 1575 srdy: I(ﬂi'lﬁylli} “y 5 15].9 APIRARC, -
i) Cyiiyrii gomilnen Toninia A - e Ginsue 0,6% 0,0%
; Jlonituxa B ne:Gimsnie 0,6% 0,0%
Jominiga C —He ommuc 0,2% 0,0%
rsbiayt AHHHOT HEBI MUY ZoN TR e Binprie 0,2% 0,0%
Cyno.somimor - ve Sistvute 10% -0, O%
11 Mirpobioaorisaa B perapari 05yeKueTses; )
YHETOTR Jaranke Moo acpalinnx mhpoopr aipasin (TAMCY —wie *~IO KS’O/r
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

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

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

20.02.2025 Ne 70628/25/10

D®JIYHOJI®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Kkancyau, no 150 mr no 1 kancyJi y 6aicrepi; no 1 6aicrepy B KapToHHiH ynakosui

(dhopma BuycKy, NO3yBaHHS, BHJ IAKYBAaHHS JIIKapchKOro 3aco0y)

Howmep peecrpaiitioro nocsiguenns UA/3784/01/02 crpox aii peecrpauiitoro nocsinuenns 01.01.2099

Cepis mixapcskoro 3acoby Ne DSQ0003A Kisnbkicts BBe3eHoro mikapeskoro 3acody 100
BupoGuux HOBEJI UIAY CAHAI BE TIJDKAPET A.IIL., Typeuunna
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Vipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
noaaTkiB abo cepis Ta HOMep nacnopra)

IIporoxoa sBisyaasnoro xontpoio six 03.01.2025 Ne 4235/31.
JlaGoparopHuii aHaIi3 SKOCTI JKapCHKOTo 3ac00y 3/iHCHEHMIA:

JAIT "LlenTpansha sabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka obacts, ¢. Hosi Ilerpisiii,
Bys1. [Bana ®panka, 19)

(naliMeHyBaHHSA Ta MicIie3HAXOLKEHH: abopaTopii, o MpoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK 1110710 SIKOCTI JiKapehKoro 3acoly, Buaanuii naboparopiero sig 20.02.2025 Ne 0195

Pesynsrary 1a60paTOpHOro aHAII3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3sukamy BiIMOBIaI0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTaMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.
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NOBELILAG

SANAYIi VE TICARET AS.

HOBEJ UIAY CAMAT BE THUKAPET ALLLL
K Camaaap, np. Feri Aiakosea, Ne299
SO0y Jhosuse, Typeiia

Wpaina-sipotuns: Typeninng

PG KOHTpOAIo skaeri:

Tel: (216) 633 60 00

Fax: (2161633 60 01

CEPTHOIKAT AKOCTI
Pecerpauiiiue nocsiaucnusn NeUA/3784/01/02; aie 8 Yrpaini 083¢TpoKoBo.

M

HATBA TIPEMAPATY: GAYHOIE. kancyau no 1506 no | rapeydi y Gaicrepi, no 1 Gaicrepy ¥ JNATA BUINOTOBJEHHSE:
wap O yiarosii. 10.2024
JNOUT PEHOBIHM: | gancyaa sicTurs; daykowasoy 130 TEPMIH NPHIATHOCTL
CEPIH Ne: DSQOOO3A 10.2028
BHIOTOBJAEHO: 8450 yrakonok
No Hazna sunpolysatis Crenndpiraniv PesynnTaTh
| Oune Toepal wceaarnion kaneyan Nel 3 KPHILCHKOI0 POKCBOTO Bianosinac
KOALOPY | KOPIYCONM BIA0TO KOALOPY, AKE MICTHTD QUHOP LM
nopamnok Ginoro KOALOPY.
2 Ulcn“!‘ll(l)im{lliﬂ Yac ;\"mna\i,\'umum nigy  duryKonasoay B spusarorpasax | Binnosinac
BPOOYBRHOrD  Ta CTARAAPTHOND POTHMTHB, OTPHMAHIX npu
KIABKICHOMY BHANAHCHHE, NOBIENI CHIBNAAATIHL
C,'nevc'rpn hormgianna mmpoﬁynmn‘)m i CTaHAApTHOre PO3HUHIN | Bianosizae
oGnact sia 200 20 400 M N0BIHAL TORXZYBITH MAKCHMYM Np1t 261
3 HA T 260 1N
3 Cepeans maca 350,00 M 3% 348,39 mr
4 Ouiopiasicrs sach Cepeni stacu £7,5% o
BMICTY KANCY ( 2 xancyan M()?l\'):l‘h’ WINQUPTH I BRsEA M) O kancys
* : Cepesnt saca | 5%.
(01 KATICYIIQ HE MOBIHTE BUNOUINH 34 BRI MEKT) ) kaneys
3 Boaa Fe Gisnue 8.0% 3,7%
O Posnan He Bianuse 30 xu. 4 xu.
7 Posunycss e senue win 73 % (Q) 3 30 xB 105%
8 Oavopiznicrh Bianosizae nisoras EP 2,940 Bianosiie
A0ZOBAHUX OANHNUL av=493
9 Kimuicne 150.0 M1 5%
BHIHAUCHHA 142.5 s - 137,53 sivy kancyai 149.8 mr/xanc
10 Yoy i 20Minen Jlontitra A - ne Biamne 0.6 % 0,1%
Nosittira B - e dbnie 0,6% 0.0%
Rosia € - e Glisiue 0.2% 0,0%
HLIHBIAYHARIOT HEBEAOMOT JOMDIKI — 11¢ Ginwine 0L2% 0,0%
" Cyaa oMitor - 1ie ixpuie 1,0% 0.0%
11 Mikpodiosioriuna I3 npenapari AOHYCKaEThes !
YHOTOTE Saraapiie wieao aepodimx sikpoopraniasins (TAMC) - ne <10 KYO/r
Gianine 10F KY O/
FaraAnie THEI0 APIRAKOBIN | naicHspux rpudin (IYMC) - <10 KYO/r
fie Bianine 107 KYOA
! He gonyveracrues Escherichia coli B 1r npenapata, Bijosiine

Hosep Jueinsii snpoiiuor atauin: NTRAUY2019448-7.

Al {1st 5 FCBLANY IO, 10 HaneeHa she {fHdIopatinLisn ¢ JL0CTORIPHOIO Td TOUHIOK Lo ceplio npoayki Gyao supoGacno {nrsnouaiy
TRV BT TI/MAPRY BRI T TIPOBEACHO KOHIPOL 1T ARV (LN BIDCREBHENCIET A ALHIIL Y BOBOIT BEAROBLANOCT 3 pMOTaMi GMP,
BETAHOBACTIIAE MCHEBIM PEIY A FOPHIIAL OPFBIOM, & TRROU BLIOBIANO 20 credikadili, WO MICTHTLC Y PCCCTPAILIROMY A0CHE, [TporoKuss

RUPOOHIIITRIL, BARY BRINR T3 anutizin Gy neper
Hanastbiig sizutiy 3 sorrpamo axocti / TorGa Biarin Kau/ nianme o]
06.11.2024p.

ANHYTU T RC FRHOBIEHD BLUIOB }iYie*l‘x, GMPn.

Saray Mah. Dr. Adnan Biylikdeniz Cad. No:14 Omraniye 34768 jstanbul Tel: 90 216 633 60 Faks:
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