[lepexnan Ha yXpalHCLKY MOBY
Briark i noroTun xoMmnanii Xemodapm

38

CEPTH®IKAT AKOCTI
| Hﬁﬁmeﬂyﬁﬁﬁﬂﬂ: ["enatpoM6bil
1 Jlikapcebka dhopma: kpem, 50 000 MO/100
Bupobhux: «Xemogapm» AJl, Cepbig

Hazsa nirouol peyocBHMHU T4 KinbKICTS B
{-ONHAHHLI JO3H:

100 r kpemy micrarTs;
renapuH Hatpito S0 000 MO

Poamip i B ymakoskw:

no 40 ry Tv6i, mo 1 Ty0l y KapToHHil navuni ] \

PeecTpauiiine cBigourso:

UA/3054/02/02

IMmoprep:

| Cepis: 141GDA

| Mara supobunnrsa: 072023
Ipupatauii no: 07 2026
Posmip cepil: 10260 ynaxorox

Hil «Crapa-Yxpainay Komnanii «BEITXA
BeTaﬁﬂiryHrcresenbmad)T diop Capmasepre M6X», YKpaina

HInbHULIL BUPOOHULITRA:

«Xemodapm» AJl, Bpiay, Binin BUpoGHHYA AlbHMLEA
iHaban
Byn: Xakayx Benskosa 66, 15000, M. Ilaban, PecriyGnixa

Cepbis
Jlinensis No 515-04-00479/2019-11 gin 11.02.2019

AIBHULA YIaKOBKH;

«Xemodapm» AJl, Bpuiau, Binain BupoSauya aineHums

HlaGaiy

By Xafinyx Benpkosa 66, 15000, m. [I1a6au, Pecny6nixa

| Cepbis

JTiuensig Ne 515-04-00479/2019-11 Bin 11.02:2019

| Bimeunna sunyexy cepif:

«Xemodapm» AJl

benrpagcexnii nuax 6/1, 26300, M. Bpuay, Pecniybnika
Cepbix

Jlinensia No 515-04-08166/2018-11 sin 03.12.2018

CeprudikaT Bignosinnocti GMP
BHPODHHKA:

093/2019/GMP

AHani3 poBeseHo BiANOBigAO Ao MK

Haspa recry Bumoru Pezyabpraru
AHANIZIB
Onuc (BizyanbHe BusHauenns, BH. METOZ) | GIMIOro KOMBOPY FOMOrEHHHI KPEM 3 Biaroeiznae
XapakTepHUM 3aIaXOM MEHTONY
1 Tmentudikanis:
- renapun HatTpio (Gionoriuuuit, i, NO3UTHEHA Bignosinae
1 METon)
konip i Rf naamm wa xpomarorpawmi Bignosinae
BUpOGOBYBaHOro 1 cTaggaprHOro
PO34HHY CHIBNAAAC
yac YTPHAMYBaHHA AU niky | Bignosigae
ACKCIIAHTEHOMNY Ha  XpoMaTorpami
BHOPOOOBYBAHOIO. 'po3Ydiy Bignoeimac |
qacy YTPHUMYBaHHE s iKY
AEKCTIAHTEHOTY Ha XpoMaTorpamMi
PO3YHHY NIOPiBHAHHA
= bpononon (BEPX, BH. MeTo) Yac yTpUMYBaHHA nas niky 6poHonony Ha | Bixnmosinae .
Xpomarorpami BHNPOOCBYBAHOIQ
| PO3YMHY BIANOBIAAE YACY YTIPHMYBaHHS
s niky OpoHONOAY Ha Xpomarorpami
e _{ PO3YHHY NOPIBHAHHA L
MiHiManbLHe HaNoRHEHHS He MeHwe 40 r 40 r
{Merox signosinae USP «MiniMaibhe
HAMOBHEHHA» <755>)




pH (norenuioMerpuuunti, EP 2.2.3) 5,1-5.,7 5,5
[ Kinbkicte susHaveHHA 500 MO/r
| renaphy Hatplio (Gionoriunui, By, MeTox) | Ha Bumyck: 475-525 MO/T, T.4. 95 — 515 MO/r
105%
| Kinekicre BHZHAYCHHS |
{ AMaHTOIH (CNEKTPOGOTOMETPHYHMI, BH. 3 mr/r (2,7 -3,3 Mr/r), T.u. 90 - 110% 3,0 Mr/r
METOJ)
.K.iHbKiCHe BH3HAYEHHA
Aexcnanrenon (BEPX, Bu. Meron) 4 mr/r (3,6 — 4.4 Mr/r), T.4. 90— 110% 3,9 mr/r
KinekicHe susHaueHHs [ Mr/r
Gpononon (BEPX, BH. MeTon) Ha Bunyck: 0,9 — 1,1 mr/r, Tu. 90 - 110% | 0,9 mr/r

Mixpobionorivyna yucrora*
(€pp. Gapm. 2.6.12, 2.6.13)

3arajibHa KinbKicTh aepobrmx
mikpooprauizmis (TAMC) < 102 KVOrr,
3arajibHa KUIbKICTh APDKIKEBHX i

ruticussex rpubis (TYMC) < 10V KYO/r

He nepesipsnocy.

| Iepegipsernca
‘He nosunen mictuti: Staphylococcus “KoikHa 10-Ta
aureus/r, Pseudomonas aeruginosa/r cepis

*uyactoTa BUApoGyBanHs: KoxkHa 10-a cepin

Mhu pannM miaTBEpIKYEMO, 1O BHINECHABEICHA IH(OPMALLiS IBIACTHCH AOCTOBIPHO 1 TOUHOIO.
Hana cepis nponykry 6yna BUTOTOBIEHA, BKITIOYAIOUH ITaKyBaHHA/MapKyBaHHS i KOHTPOJIB cepil,
Ha BHUIC3a3HAYEHIN BUpoOH#uid Ainskuui v moBri# Bimmoeiznoct sumoray GMP MICLIEBHX
PErynATOPHKX OPraHiB. Ta crerupikaiii peecTpaniinoro gocse KpaitHu-iMIoprepa.

Ilponec BHpoGHHUIITBA cepii, YIaKOBKY i pesyieTaTH aHam3iB OyJH posTisHYTI i 6a3yl0ThCA Ha
BijIoBinEOCTI GMP.

Bimxuneuns y BinHoeHHT AKOCT] | BUITYCKY MPOIYRIIIL

*  Bigxunerna sincyrui

Komenrapi/npumirku:

Tak, ycs neobxinna nonarkosa iH(opmMailis HasBHa

Hara sBunycky: 11.08.2023

Ynosnosaxena ocoba (QP) mianuc
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HepasHa cinyxba Ykpaiau
3 JIKAPCLKHX 3acobin Ta KOHTPOMO 33
HAPKOTUKAME

Aepxasne mixnpuemerpo YHenrpannua
Jadoparopis 3 AHAM3Y AKOCT JIiKapesLKx
3aC001B I MeauyHOY IT ONyKIEL"

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central |
Laboratory for Quality Control of
_Medicines and Medical Producis"

Vipaitia, 04053, m. Kufe, eyn.Kydpasceka 101
men./ihaxe (044) 272 57 98 _
web: www.clab.com.ua, e-maijl cenlrallab@clab.com.ua

105, Kudryavska street, Kyiv, Ukraine, 04053
Tel/Fax +380 (44) 272 57 98

web: www.clab.com.ua, e-maif centrallab@ciab.com. ua.

Ceprudixar ananizy Ne 2083 ix 07.11.2023

Ha3sa spaska:

Peecrpanilinuii nomep;
‘Bupotuux:

Homep cepil:

Micue Bin6opy 3pazka:
3amoBHuK:

Cynposinmumii AOKYMEHT:
AKT BigGopy 3paska;
CraH 3paska:
HMara orpumarius 3pa3ky’
HAati suroHaung pobir:

I'EITATPOMBIH, kpen, 50 000 MO/100 1, rio 40 1 y Ty6i: 1o 1 jTy'ﬁi'BjkapTaHHiﬁ'
YITAKOBIIi
1828.23

"Xemodapm" AL, Pecriy6iika Cép6is

141GDA
AT "CTAJIA - VKPATHA"
Hiepxasua cnyxba Ypainm 3 RIKAPCHKIX 3ac06ip Ta KOHTPOIIO 38 HAPKOTHKAMH

Jhacr Ne 7168-002.0.1/002.0/2-23 Bix 15,09.2023 p.

Ne Bin 18.09.2023

3pasok B cTaui NPUIATHOMY ISt HPOBEASHHA BHNIpoOYBaHS
21.09.2023
21.09.2023-07.11.2023

Bua xourpomo: 3a posnopaipkeHIIM HepKaBrol cnymbn Ypaiam AIKAPCHEUX '3aC'oi5'i'B'1ﬁ-i{t}HprJﬁtj

3a Hapxorukamu ("IM", TTocranosa 902)
AUl «Uentpansua nabopatopis 3 ananisy axocri JIKaPCEKUX 32c06iB 1 MeMTIHOT
NPORYKUID»

MK o p.n.Ne UA/3054/02/02

‘Micue nposencrus
HIKABLHOCTI:

HJ, sianosizne no sicof
HPOBOAHBCSH AHAJTIR:
[foxasnuky

Bumoru H PesynbraTtu
binoro konbopy romores Ui KDEM 3 XapaKTepHuM 3anaxom MeHTony Bignosigae
1. FenapuH HaTpiio. Gionoriukuii MeToA. MosvtueHa Bignosipae
2. AnnauToiy, TLLX: konip i Rf nnsmu Ha Xpomarorpami Bignosinae
AOCRIgKYBAHOrO | CTaKAapPTHOrO po3avuKy cnisnaaac
‘3. lekenanTenon, BEPX. Uac YTPUMYBaHHS OAns nika ACKCNaHTeHeny Bignosinae
Ha Xpomarorpami focnigxysaHoro PO3qMHY Binnosinae yacy

YTIPUMYBaRHA ANS nika ACKCNaHTeHONY Ha XpoMaTorpami PO3YKHY
NePIBHAHHS

1 Onic
IneHTUGiKaLin

4, Epo:-ronon,-BEPX.-qac-yTpumyaaHHs: ANA nika GpoHonony Ha Bignosigae

XPOMATOrpaMi ROCHIJXKYBaHOro PO3YUHY BigNOBigae yacy

YTPUMYREHHA Ans nika Bpoxonony Ha XPOMATOrpami posunHy

MOPIBHAHHS -
MiHimansHe HarioBHeHus MHe MeHuwe 40 Bigriosinae

pH 51-57 54

Kinbkiche BusHaueHHn 1. Tenapu Harpiio (90 - 110 %): 450 - 550 MO/r 496 MO/r

2. AnRanToiH (90 - 11 0%):2,7-3.3 Mrir 3,08 mr/r-

3: flekcnanteron (90 - 110-%): 3,6 - 4,4 mr/r 3,98 mr/r

. 4. BpoHonon (70 - 110.%): 0,70 - 1,10 mr/r 0,82 mr/r
1¥Yndkoska: 3rigHo BUMoOr MKS Binnonigae
IMapryBanis 3rifHo BuUMor MKSH Binnoeinae

o TBep}I}K}’E, U0 TnepeBipennit 3pazox npenapaTy
T Rgy6i; no 1 Ty6i B Kapronwili ynakosiy, Ne cepii
; W ' .. = - v i R

e{Cepbia Bignosinac sumoram MK o pNe

BUCHOBKH: Ceprugixar ananisy Mo 2083 pin (FeEE
TEITATPOMEIH, kpew, 50 000
141GDA, BipoGHUITEO "Xemoph
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R "Haﬁapa"mpﬁzﬁ EHEHIIS SROCTL mrcapcmmm aacc}ﬁy smidcHenpi

R - BHCHOBOK 1 IOAG AKOCTT mi{ap%i{{}m 3ac{35y, BH,E{HHHH Hﬂﬁﬂz‘»‘a’fﬁpwm Eﬁi {3’7 112023 Nﬁ 2{}83

- Pesyarraty JIAGOPATOPHOTO AHANILY SKOCT] i KApCLKOTO 3400 34 epenipennmy. noxagﬁﬁxawa Bi,EII[(}BI,HEH}TL
. UBEMOTAM MET&,&IB KOHIpfmm SKOCTL (aH&}H’I‘H‘IHD “HOPMATHBHOT ,a{}f{ymeeﬂ'raml} SRR

e :' '_ I{BTPHM aHHﬂM BHMOT BBEBH{),I{aBDTEa HIOAD 33633{1&%332 SKOCTI TiKapesKux. 33%6113

. XIEPHMBHA CJIYHCBA 3 JIIKAPCLKHX 3AC(}BIB TA KOHTPOJIIO SA

HAPKOT!IKAB&H Y KMIBCBKIN OBJIACTI

H;}OB CBZ’I‘}IHIIH{}}{ Hami, 3, MKI{IE 02099, ren/akc: (044) 363-06 §0 | '. L
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