g
JAEPXKABHA CAYIKEA 3 JITKAPCBKHX 3ACQB’IB’ TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBEJIACTI

npocnexT Banepis Jlo6anosckkoro, 51, . Kuis, 03110, Ten/daxc: (044) 363-06-50
-mail: dis.ko@dls.gov.ua, Kox CIPIIOY 37078774

18.05.2023 Ne 17913/23/10

. TFEOATPOMBIH

(HaliMeHyBaHHS NiKapchKOro 3aC00Y 3rifiHo 3 peectpaniituum MOCBIAICHHAM )

Kpem, -30.000 MO/100 r no 40_r_mﬁi; 1o 1 Ty6i B KaDTOHHIH ynakoRiri

(dopma sunycky, no3ypanns, puy NaKyBaHHA JIKAPChKOI0O 3acofy)

Homep peectpauiiinoro nocsizaenns UA/3054/02/01 CTPOK il peecTpauiitnoro noceiguenns 01.01.2099

Cepis nikapcekoro 3acoby No 13 EF4A Kinexicts BBesenoro nikapeskoro 3aco0y 9800
Bupobruk "Xemodapm" AJl, Pecny6rixa Cepbis - o
| (HaliMeHyBaHT BUPOGHKKA JIKAPCBKOTO 3acofy, KpaiHa MoXoAxKeHHs)
Beesero 8 Vipainy HouipHe mianpuemerso "CTAAA-YKPATHA" Kommanif "BEIIXA
Berai—iﬂirynrcreaenhmatjnq)}op dapmasepre MOX", izenr, kox:
32110540

(naiiMenyBauHs Ta xox 3a CAPIIOY ropummunol 0cobu abo TIPIIBUIIE, inM'S, 110 barbkoBi (hizuaHol
0co0H - manpueMns, i MICLIE HPOKHBAHHS Ta peecrpauiitnuti Homep 06nikoroi KapTKH IIATHHKA
noaaTkis abo cepist Ta Homep racnopra)

Tlporoxon sisyamsHore korrpomo six 14.04.2023 Ne 115772,
Jlabopatopuuii ananis skocri JUKapCBKOTo 3acoby 3milcHenm:
AT "Lentpansna naboparopis 3 aHANI3Y AKOCT TIKAPCHKUX 3aco6iB | MeAMIEOT MpoiyKiir"

(M.Kuis, Byn. Kyapsscrka 10r M. Kuis, Byﬂ..KyﬂpHBCBK&,SB'KHTBCLK&:OGJ’IHCTB,_C; Hosi [Tetpinmni,
_Byn. IBana ®panka, 19)

(HaiiMeHYBaHHS Ta MICII€3HAX O KeHHS naboparopil, mo nposena nadopaTopHuii auanis AKOCTI)

Bucnosok mono axocti nikapckkoro 3ac00y,. BupaHmit naGoparopicto six 18.05.2023 No 0829

Pesyneratn NabopaToOpPHOTo- aHAmTi3y AKOCT] JKAPCEKOTO 3ac00y 3@ [IEPEBIPEHUMM MOKAZHUKAMYU BiANIOBinAIOTE
BHMOTaM METOMIB KOHTPOJIO AKOCT] (aHATITMYHO-HOPMAaTHBHOT JAOKyMeHTalli}).

3a PE3yIbTaTaMU.  JlepKaBHOrO KOHTPONIKO  BCTAHOBJiEHO, MmO JKAPCBKUY  3aci6 BEC3CHO B~ Ykpaiuy 3
AOTPHMaHHAM BuMor 3aKOHOLABCTBA MIOAC 3a6e3ed eHHST AKOCT] NiKapcLKUX. 33CO6iE.

B.o. Ravams s cptieé "’

{nocanona aco  Spttay (imiuianm ta npi3eume) B




L TNORIBHAHHA
MiiManbHe HanoBHeHHs  He MeHwe 40 r Bianosinae
pH 5,1-57 S 5.2 |
KinskicHe puaHaveHHs 1. Tenapun katpir (90 - 110 %): 270 - 330 MO/ 297 MOIr
2. AnnanTolu (90 - 110 %): 2.7 - 3.3 mi/r 3,0 wmr/r
3. fexcnanrenon (90 - 110 %)::3,6 - 4,4 mrir 3,8 mrir
4, BpoHonon (70'- 110 %): 0,70 - 1,10 mr/r 0,75 mrir
1 ¥Ynakoeka 3rigso sumor MKA ‘Bignosinae
[MapcysaHun 3rigHo Bumor MKH e ‘Bianosigae

Hepxasna ciyx0a Ykpaidu State:'"'Service_of Ukraine on Medicines
3 nikapchkux 3ac06iB Ta KOHTPOJIIO 3a M and Drugs Control
HapKOTHKaAMHK | [bc{}gﬂ N
HepxapHe mianpuemcrro "Ientpansna N2 State Enterprise "Central
aa0oparopin 3 ananizy sikocTi Jikapenkux Laboratory for Quality Control of
3aco0iB i MeauyHOI NpoayRuii" . _ Medicines and Medical Products”
Ykpalka, 04053, m.Kula, syn. Kydpsecsxa 101 10G, Kudryavska straet, Kylv, Ukraine, 04053
men.ihake (044) 272 57 98 Tol./Fax +380 (44) 272 57 98
web: www.clab.com.ua; e-mail: centrallab@clab.com,ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua
Ceprudikar anamnizy Ne 0829 Bin 18.05.2023
‘Haz3sa 3paika; TETTATPOMEIH, xpem, 30 000 MO/100 r 1o 40 r.y ty6i; no 1 Ty0i B kapTomHii
YUaxoBili
Peeccrpaniiiiiii nomep: 0797.23
‘Bupo6aunx: "Xemodapm" AJl, Pecry6rika Cepbis
‘Homep cepil: 13EF4A
Micnte rinfopy 3pasica: AIT"CTAITA-- VKPATHA"
3aMoBHHK: Hepxarna cmyxGa Vipaiiu 3 nikapebxunt 3aco6is ta KOHTPOJIO 33 HAPKOTHKAMYU
Cynposinuuii gokyment: HJucr Ne 3088-002.4.1/002.6/2-23 sig 02.05.2023 p.
AxT 8inGopy 3pazka: Ne Rin 03.05.2023
Crtan 3paska; 3pa3ok B crani NPHAATHOMY AnRA .nponenennﬂ"nunpnﬁs?ﬁﬁns
Aata oTpumanng 3pazka; 04.05.2023
AaTH BUKOHAHNS pobiT; 05.05.2023 - 18.05.2023
By KOHTpOIO: 3a posnopamkennam Jlepxasrot CllyXOu YKpaiHi 3 NiKapcsKuX 3acobin Ta KOHTpOIIO
3a HapxoTHkamu ("IM", IToctanosa 902)
‘Micue nposegenss Al «llentpansua mabopatopis 3 ananisy sxocti nikapehkux 3aco6is i MenuaHOT
RifnAbpHOCTI: NpoRyKUii»
HJ; siznoninno ao sakol MICT a0 p.n. Ne UA/3054/02/01
TIPOBOAHBCA aHaNi3: | L e
" Noxasnnxu | Bumor HY | PeaynuTati _!
Onuc BIinoro konsopy romoreHH% KPEM 3 XapakTepHUM aanaxom mentony Bignopigac
lgenTndpikauin 1 Fenapuk natpin. Bionoriunuit metoa, MosuTnBRA Bianosinae i
2. AnnauTold, TWX. Konip i Rf nnsimu na Xpomarorpami Bianosinae |
-A0CNIAXYBaHOIO | CTAHAAPTHOD PO3YUHYy cnienanac

3. flexcnautexon. BEPX, Yac YTPUMyBaHRA ana nika fekcraHTeHony Bignosipnae
H& XpOMaTorpami JOCNiQXKyBaHOro PO3YUHY Bignosinae vacy

YTPUMYBAHHS Ana nika AEKCNaHTEHONY Ha XpoMaTorpami PO3YUHY

NOPIBHAHHS

‘4. Bpoxonon. BEPX. Yac yrpumysanus ans nika Gpononony Ha Bignosigae

Xpomarorpami A0CHiAKYBAHOMO PO3uUvHY Bignosinae yacy
YTpumyBaKHa ana nika SpoHonony Ha XpomaTorpami poauunHy

in+18.05.2023" nifTeepakye, mo
V /lﬁbi‘ 11:[3401‘ Y Tybi; no 1 Ty6i B kapTomniif ynaxosmi, Ne cepif
bpml"'_j:zb;:i?j;izggﬁyﬁqiua-, Cepbis Binnosinae sumoram MK g0 p.it. Ne

BHCHOBKH:“. CéﬁTﬁépi;aT,aHanizy Ne 0829 =
'EIIATPOMBIH, kpewm, 30 000
13EF4A, Bupobuuurso "Xemo

UA/3054/02/01 3a HaBeneHum Euu{t?nqmaiaiﬁncamng pe
L il TN
= Aupexrop Sl Povan MAPKIH

i AN s N R y . : SRR ¥
HSYBig Iaarae NOBHOMY a60 YacTKOBOMY BATBOPEHHIO Ges no3rony JIT “IlenTpantHa naGoparopis 3

\\3HJT13Y AKOCTI KapCHkMX 33c06iB i MexuHOT NpOayKIT
'ﬁé“ | Kinene ceprudixara ananizy Ne 0829 pig 18.05.2023

ﬁéﬁenipeﬁﬁﬁ 3pa3oK ﬂpenaﬁﬁfy

7“5



@)
Hemofarm

QapmaneBTHYHO-XiMivna npomucaoBicts, Cepbin

Adpeca supobuuxa: Benzpadcuvxuil uerax 6/n, 26300, m. Bpuay
| Teaecpon: 381 (0} 13 80 32 67
 @Paxrc: 381 (0) 13 80 34 24

CEPTHODIKAT SIKOCTI
| HadimenyBanun npo,z{ylcuii‘: I‘ena'rpo'mﬁin ) T
| Tikapeska dopma: i xpem, 30 000 MO/100 r
| Bupoburx, kpaiua: «Xemotapm» AJl, Cepbis
Cana pii/axTHBHICT: 100 r xpemy MicTaTs:
| remaprH Hatpiio 30 000 MO

| PosMip Ta THn naxypanns:

no 40 ry Ty6i, no 1 Ty6i y xapronsii nauwui

Peecrpauifine noceigaeHss; UA/3054/02/01
| Cepis; 13EF4A
Hata supobuurrsa: 112022
Hpunaruuit no: 112025 |
Posmip cepil: 9800 ynaxorok -
ImMmoprep: 11y «Crana-Ykpaina» Komnanii «BEIIXA |

Beraftnirynrcresensmadr drop Oapmasepre M6X», Yipaina

| Hinbauns no supoGHHITBY, YIaKOBL |

KOHTPOJIIO cepii:

«Xemodiapm» AT, Bpmaﬁ; ﬁmm Bupoﬁnuqﬁ niﬂbﬁﬁuﬁ.m'aﬁau
By/1. Xaiinyk Benbkosa 66, 15000, . IHaGau, PecriyGnika
CepGin o |

Jlinensis Ne 515-04-00479/2019-11 sin 11,02.2019

HinsHung o Bumycky cepit:

«XeMmodapm» Al

-Benrpancsxuii wnax 6/n, 26300, m, Bpuwau, Pecriy6nika CepGisn

Jlinensia Ne 515-04-08166/2018-11 8ix 03.12.2018

Ceprudikar signosignocti GMP BHPOOHHKA:

093/2019/GMP

Amnaniz sBuKorano y sianosigrocti go MKS

Ha3sa Tecty

Bumorn PesyabTarn

1 Onue (BizyanbHe BUZHAYEHHS, BH. METON)

Binoro xoasopy roMorexHmuii Binmosinae
KPeM 3 XapaKTepHHM 3amnaxom

MEHTOJY

{ InenTudikanis:

~ renapuH HaTpir (Gionoriunu#, BH. MeTon)

| - ananroin (THUIX, sH. MeTOn)

- iexerianTenon (BEPX, Bu. Meton)

NO3UTHBHA Bignoeigae

xomip i Rf fisMd - Ha | Bianosinace
XpoMaTorpami BUIEpOCOBYBaHOIO 1 |
CTRHJIAPTHOTO PO3YMHY Cllisniazae

4ac yYTpUMYBAHHA Aas  OiKy
ACKCIAHTSHONMY Ha XpoMarorpami
BUNIPODOBYBAHOIO PO3UHHY
BimoBinae wacy yTpHUMYBaHHA
A iKY JEKCIaHTeHOMy Ha
‘XpoMaTorpami PO3UHHY
TIOpiBHHFS

4aC YTPHMYBaHHE A
6posonony Ha
BUANPOOOBYBAHOIO

‘Bianosinae

Tiky
XpoMaTtorpami
__pos34uHYy




BIANOBIMAE YaCY YTPHMYBAHHA
s miky  Opodonony  ‘Ha

‘XpoMmaTtorpami PO3YNHY
| NOpIBHAHHA

Miﬁimam.ﬂe HAMOBHEHHA | “He menmie 40 T 40,2 r
(Metoa Binnopinac USP «MiHimansHe
HAIIOBHEHHAN <755>)
pH (nmorennioMerprunmii, EP 2.2.3) T [5,1-5,7 | | | 5,3
KinbkicHe BH3HAYCHHA 300 MO/r 303 MO/r
renapyH Hatpiro (Gionoriunuii, BH. MeTon) Ha BHITyck: 285-315 MO/, 1.4, 95

- 105%
KinbKicHe BHSHAYEHHS T 3wmr/r 2,733 mr/r), Tw. 90— | 3,0 mr/r

anaHToiH (cnekrpodoromerprunnil, BH. meton) | 110%

Kinpkicue anﬂmenﬂa 4 Mrfr. (3,6 - 4,4 mr/r), T.u. 90 — 3,8 mr/r
AexcnanTenon (BEPX, su. meTon) 1 110%.
Kinbkiche susnavenns i 1mr/r 0,9 mr/r
6pononion (BEPX, ex. Meron) Ha sunyck: 0,9 —1,1 mr/r, T.4. 90

1—110% e
MikpoGionoriuna yncroTa* 3araneHa KineKicTs 2¢poOHUX Bignosinae
(€sp. Gapm. 2.6.12, 2.6.13) Mikpoopranismis (TAMC) <10 | 5 KYO/r

KYOrr, Binnosinae

| 3aramsha kinekicTs ApbkmKkesnx i | 5 KYO/r
ricnssux rpubis (TYMC) < 10!

KYO/r Bignogsigae
| He MmicTuTh
{ He moBuHeH micTuTH: Staphylococcus
‘Staphylococcus aureus/r, aureus/r, Pseudoimonas
Pseudomonas aeruginosa/r aeruginosa/r

|_*uacToTa BUNpoOYBanHA: koxHa 10-a cepia

m.mm
%

Mu RaHrpM RIATBEPAKYEMO, 1T BHINEHaseAeHa iRQopMALIis ABIAETECS JOCTOBIPHOK 1 TOYHOIO.

MHana cepis npoxykry Gyna BHTOTOBNEHA, BKIOWAIONM NAKYBAHHA/MADKYBAaHHES i KOHTpOJB cepii, Ha
BHLIe3a3HaYeHIA BUpoOHuyil AinpHUI y noBHi BignosigHOCTi BEMoraM GMP MicHEBHX peryIATOPHHX
oprasis Ta cnenmgikanii peectpanilinoro focke KpaiHu-iMIoprepa.

Hponec supoGauursa cepiil, ymaxkoexm i pesynsTaTH amRaNziB Oyym poszrimHyTi i GasvioThes Ha
Bignosinyocti GMP.

BiaxuieHHs y BITHOMEHH] SXKOCTi | BUIYCKY NPOAYKLIT:

Bimxunenss sincyrui Tak, ycsi #eobxiHa noaaTiosa inbopMmania HassHa
KomeHTapi/mpumMiTicy:

Hara sumycky: 12.12.2022 YiopHoBaxkeHa ocoba (QP)
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