Jlepxapna ciyxk6a Vkpainu State Service of Ukraine on Medicines

3 NIKapChKMX 3acO0iB Ta KOHTPOIIO 3a B d and Drugs Control
HApKOTHKaMH b céo 2]
Jepxapue nignpuemerso "llenrpansua Y State Enterprise "Central
aaboparopis 3 aHAJI3Y SKOCTI JIKAPCHKHX Laboratory for Quality Control of
3aco0iB i MeaHYHOI NpoayKuii' Medicines and Medical Products"
Ykpaita, 04053, m.Kuie, syn.Kydprecuka 10" 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./thakc (044) 272 57 98 Tel /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 anajizy Ne 1909 six 17.10.2023
Hasga 3paska: I'ENATPOMBIH, rens 50 000 MO/100 r, no 40 r y Ty6i; no 1 Ty6i B kKapTOHHIi
YNaKoBLi
Peccrpauiitunii Homep: 1667.23
BupoGHuK: "Xemoapm" AJll, Pecniyonika CepGis
Homep cepil: 13VM3A
Micue Bigbopy 3paska: JIT "CTAJIA - VKPATHA"
3aMOBHHK: Hepxapna cny:x0a YkpaiHu 3 JikapchbKHX 3ac00iB Ta KOHTPOJIIO 33 HAPKOTHKAMMU
CynpopigHnii JOKYMeHT: Jlucer Ne 6702-002.0.1/002.3/2-23 pin 28.08.2023 p.
AKT Binbopy 3pa3ka: Ne Bin 29.08.2023
Crax 3pa3ka: 3pasoK B CTaHi NPHUAATHOMY U4 NPOBEIEeHHA BUNpoOyBaHb
JlaTta oTpUMAaHHS 3pasKa: 31.08.2023
JaTu Bukonanus pobir: 01.09.2023 - 17.10.2023
Bua KoHTpoOI0: 3a posnopamkeHHaM JlepikaBHol cnyxkOu Vpainy 3 TiKapchKUX 3ac06iB Ta KOHTPOIIO
3a napkotukamu ("IM", IToctanosa 902)
Micue nposenenus Al «llentpansna naboparopis 3 aHaNi3y AKOCTI NiKapChKUX 3ac00iB i MeMUHOT
OiILHOCTI: NpOAYKLIT»
H/L, Binnosinno no sikoi MK no p.n.Ne UA/3054/01/02; aminun
NPOBOAHBCH AHAJII3:
MokasHuku I Bumorn HJ I PesynbTatu
Onuc Mposopuii 6esbapeHuii rent 3 xapakTepHUM 3anaxoM COCHW Ta Bianosinae
isonponadony
lpenTudikavyin 1. Fenapun HaTpito. Bionoriyknia meTog,. MNosuHHa BignosigaTn Bignosigae
2. AnanToin. TWWX. Konip i Rf nnamu Ha xpomaTorpami Bignoeigae

AOCNiAXYBaHOro | CTaHAaPTHOTO PO34YuHY cnienanae

3. AekcnanTtexnon. BEPX. Yac yTpumyBaHHs ANs nika gekcnanwredony Bignogsinae
Ha xpomarorpami AocnigxyBaHoro po34yuHy Bignosigae yacy

YTPUMYBaHHA AN Nika AeKCnaHTEHOMY Ha XpoMaTorpami po3qnHy

NopiBHAHHA

4. |aonponadon. M'X. NoBuHHa BiagnosigaTn Bignoeigae
MiHiMansHe HanoBHeHHa  He meHwe 40 r Bignosinae
pH 52-58 54
KinekicHe BuaHaYeHHA 1. N'enapwuy HaTpito (90 - 110 %): 450 - 550 MO/r 492 MO/r

2. AnanToiH (90 - 110 %): 2,25 - 2,75 mrir 2,60 mr/r

3. AekcnanTexon (90 - 110 %): 2,25 - 2,75 mr/r 2,54 mrir

4. laonponaxon (80 - 110 %): 203,0 - 279,1 mr/r 246,2 mrir
Ynakoeka 3riaHo eumor MKA Bignosigae
MapkyBaHHs 3rigHo sumor MKA Bignosinae

BUCHOBKH:  Ceprudixar ananisy Ne 1909 sin 17.10.2023 ninteepmukye, WO nepeipennii 3pa3sok npenapary
IEINATPOMBIH, reas 50 000 ».i- 1, 'mio 40 £y 1y6i; no 1 13{61 B KapTOHHI# ynakosui, Ne cepif
13VM3A, Bupobunurso "Xe opag pM“UﬂﬂﬁP@g}yﬁR{ﬁ Cepbia sianosinae sumoram MK no p.n.Ne
UA/3054/01/02; 3misn 3a Hasé gtuﬂnﬁ%nlim ﬂ%a:stggjsfmn
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Hemofarm

®dapManesTHYHO-XiMiYHA IPOMECIOBICTE, Ceplis

Adpeca aupobruxa: Benzpadcouii winax 6/, 26300, m. Bpuway

| Tenegpou: 381 (0) 13 80 32 67
| @axc: 381 (0) 13 80 34 24

CEPTH®IKAT SAKOCTI
HaiimMeHyBaHHA IPOTYKLIi: I'enaTpombin
Tlikapcbxa (opma: rens, 50 000 MO/100 r o

BupoOHuK, KpaiHa:

«Xemopapm» AJl, Cepbia

Cuna nii/akTHBHICTB: 100 r resxo MiCTATB:
renapus Hatpito 50 000 MO
- Poamip Ta THMI naKyBaHHS: no 40 r y Ty6i, o 1 Ty6i y kapTonHik nauui
PeecTpauiiine NoCBiA4CHHA: | UA/3054/01/02
Cepis: 13VM3A |
Jata eupobHunTea: 06 2023 3
IpunatHuit go: | 06 2026
Po3amip cepii: 10620 ynakosok |
Imnoprep: JrI «Crana-Ykpaina» Kommnanii «BEITXA

Beraitnirynrcresenswadt piop Gapmapepre M6X», Ykpaina

JlinbHMLA 10 BUPOOHMUTBY, YIIAKOBL i
KOHTPOJTIO Cepil:

«Xemodapm» AJl, Bpuay, Biain Bupobunya aitenuus Llabay
ByJ1. Xadnyk Benskosa 66, 15000, m. Llla6au, Pecrybnika
Cepbin

Jliuensis Ne 515-04-00479/2019-11 Bia 11.02.2019

JIiNbHHULA 0 BHILYCKY Cepil:

«Xemodapm» AJl
cekuit nunax 6/1, 26300, M. Bpiai, Pecriy6nika Cepbis
Jlinen3is Ne 515-04-08166/2018-11 Bin 03.12.2018

Ceprudixar sianosiaHocti GMP Brpobnuka:

093/2019/GMP

Amnanis Buxkosaso v Bixnosigsocti go MK

Hazga TecTy Bumore PesyabTaTe

Onuc (pizyansHe BUZHAYEHHS, BH. METOM) INpozopwit 6e36apeEHit rens 3 Binnoeinae
XapaKTepPHHUM 3aI1aXOM COCHH Ta
izonpomnaxoTy

[nenTidikawis:

- renapun Hartpito (Gionoriunmi, BH. METOR) NO3KTHBHA Bianoesinae

| - ananToin (TLLX, BH. MeTOd)

konip 1 Rf misMM  Ha | Bingnosinae ;
xpoMaTorpamMi BUPoGORYBAHOrO i
CTaHAAPTHOrO PO34HHY CIBNanae

- nexcrnianTenon (BEPX, BH. meTo/1)

- izonponanon (I'X, BH. MeTOA)

4yac yTPHMYBaHHA I  ITKY~

JICKCTIAHTEHOITy Ha XpOMaTOIrpi

BHIpoGOBYBaHOIO

AnA MKy nexcnamm)ﬂff

XpomaTorpami po% HY
\

MOpiBHAHHA
Mae BianosinaTH il




MiniManeHe HamOBHEHHA

- ue mexure 40 r 40,2 r |
(meron Binnosigae USP «MinimMansHe ‘
HarnoBHeHH®» <755>)
" pH (norenuiomerpiunnii, EP 2.2.3) S2-38 5,6 o i
Ioxasuuk 3anomitenns (EP 2.2.6) 1,3590 - 1,3690 ' 11,3617
B’ s3KicTs (EP 2.2.8, BH. METOA) 7-13 ac 12 Tac "
| KistbKicHe BU3HAYeHHS | 500 MO/r | 512 MO/r '
renapuH Hatpiio (Gionori4HHHA, BH. METOM) Ha BUMyckK: 475-525 MO/r, T.4. 95
—105% l
KinekicHe BU3HA4EeHHA 2,5 mr/r (2,25 — 2,75 mr/r), T.4. 90 | 2,49 mr/r |
anaHToiH (criekTpooTOMETpUYHMI, BH. METOM) - 110% 1
KinpkicHe BUZHAYCHHSA 2,5 mr/r (2,25 -2,75 mr/r), T.4. 90 | 2,51 mr/r
nekcnaHteHoln (BEPX, BH. MeTon) -110%
| KinbKicHe BH3HA4YEHHSA 253,7 mr/r (203,0 - 279,1 mr/r), | 242,99 mMr/t
izonponanon (I'X, BH. meTon) T4. 80-110%
'l Mikpobionoriuna ykcrora* 3aranpHa KUIbKiCTh aepoOHMX -
(Esp. ®apm. 2.6.12, 2.6.13) mikpooprasismis (TAMC) < 10 | -
KVOr/r,
3arajbHa KUIBKICTh APDKDKEBHX i | -
- micusieux rpubis (TYMC) < 10!
| KYOIr
, He NOBHHEH MICTHTH:
' Staphylococcus aureus/r,
Pseudomonas aeruginosa/r
*yacToTa BUNpoOYBaHHA: KoxHa 10-a cepis

Mu JaHHM I ATBEPKY €MO, IO BHINEHABEAeHA iHdOopMaIlis SBISETHCS JOCTOBIPHOKO i TOYHOKO.
Jlaua cepis mpomykry Oyra BHTOTOBNIEHA, BKIIOYAIOYH IIaKyBaHHsS/MapKyBaHHs i KOHTpONb cepii, Ha
BHINe3a3HauyeHil BUpoOHMYiN AibHALI Y NoBHiH BimnosimHocti BuMoram GMP MicueBHX peryJasTOPHHX
oprauis Ta crenuikanii peecTpaniifHOro K0cke KpaiHu-iMIiopTepa.
IMponec BHpOOHMNTBA cepii, yNakoBKHM i pe3yibTaTH aHami3iB Oysiu posraHyTi i Oasylorscs Ha
BimnorimaocTi GMP.
BiaxuwieHHs y BiTHOLUEHHI AKOCTI i BUIyCKY MPOAYKUIi:

s

' Bigxuienns incyTHi Taxk, ycs HeobxigHa foaaTKosa iHpopMallia HasBHa

KomeHTapi/npuMiTKi: 1y 4

Jlara BHITyCKY: 0% 3¢ 251 3, annno%%men ocoba (QP), iM's
. 15 ¢, 000 L




JIEP)KABHA CJIYVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIiBCBKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JIiKapcbKOro 3acody

18.10.2023 Ne 38257/23/10

I'EINIATPOMBIH

(HaliMeHYBaHHs JIKAPCLKOro 3aco0y 3rijIHO 3 PEECTPALIHUM MOCBIIMEHHSAM )

rejib, 50 000 MO/100 r no 40 r y Ty6i; mo 1 Ty®i B kapTOHHINi ynakoBui

(popma BunyCKy, NO3YBaHHA, BH/ NAKYBaHH JIIKapPCLKOro 3aco0y)

Homep peectpauiiinoro nocsiguenns UA/3054/01/02 crpoxk aii peectpauiiinoro noceiauenns 01.01.2099

Cepis nikapebkoro sacoby Ne 13VM3A KinbkicTs BBe3eHoro nikapebkoro 3acoby 10620
BupoGrik "Xemodapm" AJl, Pecnybiika Cepbist
(HaiiMeHyBaHHA BHPOOHHKA JIIKapCLKOTO 3ac00y, KpaiHa MOXOUKEHHS)
Beeseno B Ykpainy Jouipue ninnpuemerso "CTAJIA-YKPATHA" Komnanii "BEIIXA
Beraiiairynrcresensmadgr ¢prop @apmasepre MOX", ixenr. kox:
32110540

(naiimenysanns Ta koa 3a €JIPIIOY opuanunoi ocobu abo npiseuine, imM'a, no 6aTekoBl (izuuHOT
ocolu - nianpuemud, Ii Miclle NpoKMBAHHSA Ta peecTpauiinuii Homep 00NIKOBOT KAPTKH MIaTHHKA
noaarkis abo cepis Ta HOMEp nacnopTa)

IIporokoa Bisyanasuoro kourpomio Bix 24.08.2023 Ne 2412/5.
JlaGopatopHuii aHasi3 SKOCTI JiKapehKOTo 3aco0y 3aiicHeH il

JTI1 "LlentpanbHa naboparopis 3 aHali3y SIKOCTI JIIKAPCHKUX 3ac00iB 1 MEIMUHOT NMPOYKILT"
(M.Kuis, Bya. Kyapsiseska 10r m.Kuis, Bys1. Kyapsisceka 8B Kuischka otistacts, ¢. Hosi Ilerpisii,
ByJ1. IBana ®panka, 19)

(HaiiMeHyBaHHs Ta MiClIe3HAX0KEHHA JabopaTopii, o nposesa 1adoparopHuii aHaji3 AKocTi)

BHCHOBOK 1110710 SIKOCTI J1ikapchKoro 3acoby, Bumanuii nadoparopieto sig 17.10.2023 Ne 1909

PesyneTaTh 1a6OpATOPHOTO aHANI3Y AKOCTI JIKAPCHLKOro 3acoby 3a nepesipenuMu nokasuukamu BiIMOBIIAOTH
BHMOTaM METO/1iB KOHTPOIIO AKOCTI (AaHANITHYHO-HOPMATHBHOT JOKYMEHTALIIT).

3a pesynbTaTaMH  JIEPKABHOIO KOHTPOJNIO BCTAHOBJIEHO, 110 JIiKapchbkuii 3aci® BBeseHo B Ykpainy 3

JOTPHMAHHAM BUMOT 3aKOHOJABCTBA 11010 3a0e3ne4eHHs SKOCTI JTiKapChKUX 3aco0iB.

(nocanosa a q?w}xcpmﬁauw:\: Wﬂm}
o /gm LS \, ‘




NEPIKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM ¥ KHIBCHKINA OBJACTI

npos. Ceitnnunoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €IIPTIOY 37078774

BHUCHOBOK
Npo AIKiCTH BBE3EHOT0 B YKpaiHy JiKkapcbKoro 3acoby

18.10.2023 Ne 38258/23/10

I'ENATPOMBIH

(ualtMeHyBaHHA iKapChKOro 3acoy 3riflHo 3 peecTpauifHuM NOCBIAUEeHHsM)

redib, 50 000 MO/100 r no 40 r y Ty6i; no 1 Ty6i B kKapToHHiH ynakosui

(opma BuIyCcKy, A03yBaHHS, BU NaKyBaHHs Jikapchkoro 3aco0y)

Homep pecctpaviiinoro nocsizuenns UA/3054/01/02 crpox aif peectpauiitnoro nocsiguenns 01.01.2099

Cepis nikapebkoro 3aco6y Ne 13VIVI4A Kinbkicts BBe3€HOrO Aikapenikoro sacoby 10620
Bupobuni "Xemodapm" AJl, Pecniy6nika CepGis
(naiiMeHyBaHHs BUPOBHHKa JIKApPChKOro 3aco0y, KpaiHa MoXo/uKeHHs)
Baeseno B Yicpainy Houipue nignpuemerso "CTAIA-YKPATHA" Komnanii "BEIIXA
Beraitairynrereseabmadt grop ®apmasepre MoX'", inenr. kox:
32110540

(HaitMenyBamHs Ta kox 32 CJIPTIOY ropumunoi 0co6H abo npizsuine, iM's, o 6aTbKoBi (i3HUHOT
0co6u - miAnpueML, ii MicLie IPOXMBAHHS Ta peecTpallifinuii Homep 06i1ikoBOT KapTKH MaTHIKA
nonatkis abo cepis Ta HOMep racropra)

MpoTokon Bisyaasuoro kourposmo sin 24.08.2023 Ne 2412/6.
Jlaboparopuuii ananis skocTi nikapebkoro 3acoly 3ailichenuii:

I "Llentpansha naGopatopis 3 aHasisy AKOCTI JliKapcbkuX 3aco6iB i Mean4HOT npoayKuii”
(m.Kuis, Byn. Kyapsscbka 10r m.Kuis, Byn. Kyapssceka 8B Kuiecska o6macts, ¢. Hosi [letpisui,
Bys1. IBana ®@panka, 19)

(HaiiMeHyBaHHA Ta MiCHE3HAXODKEHHs JaGopaTopii, o nposena faGoparopuuii anais skocTi)

BUCHOBOK 1010 AKOCTI NliKapebkoro 3acoby, Braanui naoparopieio sin 17.10.2023 Ne 1911

PesynbTath N1a60paTopHOro ananisy skocti Jikapchkoro 3acofy 3a nepesipeHnMH NoKa3HHKaMHK BiANMOBiaal0TL
BUMOT'aM METO1iB KOHTPOJIO SKOCTI (aHANITHYHO-HOPMATHBHOT 0KYMeHTauil).

3a  pesyibTaTaMH  JIepIABHOTO  KOHTPOJIO BCTAHOBNEHO, WO JNikapchkul 3aci6 BeeseHo B Ykpaiuy 3

JOTPHUMAHHSAM BHMOT 3aKOHOJIABCTBA OO 3a0e3neyeHHs AKOCTI JliKapchKuX 3acobis.

Ipusia NTAJIAMAYP

(rinuc) (inindass Ta npiasioue)

Kooran 0450

(N% 450404 =




Hepxapna

3 JIKapChKKX 3aco0iB Ta KOHTPOJIO 3a
HapKOTHKAMH

Hepmasue mignpuemerso "Tentpanbna

State Service of Ukraine on Medicines
and Drugs Control

cny#xda Yipainu

State Enterprise "Central

Jaloparopist 3 aHANI3Y TKOCTI JHKAPCHRWX Laboratory for Quality Control of

zacodis i Meanurol npoxyruii" Medicines and Medical Products”
Ykpaina, 04053, m.Kuis, syn.Kyopsasceka 100 10G, Kudryavska street, Kyiv, Ukraine, 04053
men/ipaxc (044) 272 57 98 Tel/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

Hassa 3paska:

Ceprudikart ananizy Ne 1911 Bix 17.10.2023

TETIATPOMBIH, ress 50 000 MO/100 r, no 40 ry Tydi; no 1 Ty6i B kapronuiit

YHAKOBLUI
Pecerpauiiinnii nomep: 1668.23
Bupodiuk: "Xemodapm" AL, Pecniybaixa Cep6isn
Honep cepii: 13VMA4A
Micue inbopy 3paska: JUT"CTAIA - YKPATHA™

3aMOBHIK!

Hepnasna cnyxba Yrpaina 3 MiKapebKiX 3aco0iB Ta KOHTPOMO 38 HAPKOTHKAMH

Cynposinyuii J0KYMEHT: Jluer Ne 6702-002.0.1/002.3/2-23 Bin 28.08.2023 p.

AT Binbopy 3paska:
Crau 3pazka:

Ne gin 29.08.2023
3pasok B CTAHi TPHAATHOMY s NPOBEASHHS BUIPODYBUHD

JlaTa oTpRMAHHN 3pa3Ka: 31.08.2023
Haru puxonanust podir: 01.09.2023 - 17.10.2023

B koarposo:

Micuce nposejcHns

3a posnopsmkennsaM Jepuasroi cnyxbn Ykpainu 3 nikapebkux 3aco0iB Ta KOHTPOJIO
3a sapkoturamu ("IM", [Tocranosa 902)
AT «enrpanbra aboparopis 3 asanisy AKOCTI AiKapChXuX 3ac00iB | MEIIHOT

JUSSILHOCTI: MPOMYKUIDY

HJ, sinnopinno no skoi MIST o p.nNe UA/3054/01/02; sminn

OPOBOAHBCS amanis:

Mokasunku [ Bumoru HJ, Peaynbratu

Onuc Mpo3opuit He3bapsHul renb 3 XapakTepHUM 3anaxom CoCHu Ta Bignosinae
isonponaHony

laeHTUikauia 1. Fenapur Hatpiio. Bionoriunuin metod. MosukHKa BignosinaTy Binnosigae
2. Ananroid. TWX, Konip i Rf nnsimu Ha xpomaTtorpami Bignoginae

MOPIBHAHHS

4, [3onponaxon. MX. MNosuHHa sianosigaTh Bianosigae
MidiManbHe HanosHeHHs  He menwe 40 r Bianosigae
pH 52-58 5,4
KinekicHe BusHaueHHs 1. 'enapun ratpiio (80 - 110 %): 450 - 650 MO/r 496 MO/r

2. AnaHToi (90 - 110 %): 2,25 - 2,75 mr/r 2,51 mr/r

3. HekcnaHreHon (90 - 110 %): 2,25 - 2,76 mr/r 2,51 wrlr

4. Isonponauon (80 - 110 %): 203,0 - 279,71 mr/r 233,9 mr/t
Yiiakoska 3ripto sumor MKH Bignosigae
MapkysaHug 3rinvo sumor MK# Bignogigae

AOCHIZKYBAHOO | CTAHAAPTHOTO PO3YUHY cniBnafae

3. Hekcnanreron. BEPX. Yac yTpumysauHs Ans nika aekcnadtexony Bianosipae
Ha xpomaTorpami QOCNIZKYBAHOIO PO3UNHY BiANoBIAGE Yacy

YTPUMYBAHHS AR NiKa AEKCMaHTeHOoNy Ha XpoMaTorpamMi posunHy

BUCHOBKH:  Ceprudixar amanizy Ne 1911 sip.

TETATPOMBIH, rexs 50 00080/100 1,

v
CADIN & ANIMN4

13VM4A, BHpOOHI’IlLTBO Xe ‘

10.2023  miarsepokye, wo nepeBipeHuil 3pasoK npenaparty
10:40 Ty 1y6i; mo | ty6i B xapronuii ynaxosui, Ne cepii
uyomka Cep6is sianosinac sumorav MIKA no panNe

]

auanisy aKocti nikape

X :sacoona l MEIMYHOT Ilp()!l}'hllll

Kineup ceprudixara ananisy Ne 1911 pixg 17.10.2023
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PapmanesTHYRO-XiMigRa NpoMucKoBicTs, Cepbis o -
. Adpeca supobrura: Benzpaoceruii wiisx 0/u, 26300, m. Bpusay

- Tenegon: 381 (0) 13 86 32 67

| @arc: 381 (0) 13803424

CEPTHU®IKAT AKOCTI

‘émi:‘{aﬁM\%HyBaﬁﬂﬂ nporyKIil: Tenarpombin

Jlixapebka opma: rens, 50 000 MO/100T
Bupobuuk, xpaiHa: «Xemopapm» All, Cepbis ::

Cuna Ait/aKTHEHICTS: 100t remo micras:

renapud Harpiro 50 000 MO

PO3MIp TA THII NAKYBAHH: o 40 ry ty6i, no 1 1v6i y xapronmii mayii

PeectpaniiiHe OCBIAHEHHS . UA/3054/01/02

Cepis 13VM4A |
¢ Jara supoOHuLTBA: 06 2023 ;
- Ipuparauit o 06 2026 ;

Posmip cepil: 10620 ynaxosox , o
; Immoprep: JIT «Crana-YxpaiHan Kowmnanii «BEIXA |
| . Beratutiryarcresensmadr ¢iop Gapvasepre M6X», Yrpaina
Minbuuug no supoduKuursy, ynaxosl i «Xemoapm» All, Bpman, Biggin BRpoOHMYA ALABHMLU [UaGar
| KOHTPOILIO cepil: Byn, Xatnyx Bensrosa 66, 15000, m. 1a6an, PecnyGrika

: Cepbisn

v Jlinewsis Ne 515-04-00479/2019-11 Bix 11.02.2019
- HinpHuIg 1o BHIYCKY Cepii: «Xemodapm» AJL

Benrpancsuit wnax 6/u, 26300, v. Bpwan, Peeny6nixa Cepbis |
_ ¢ Jlimensig Ne 515-04-08166/2018-11 »ig 03.12.2018 :
¢ Ceprudixar sinnosianocti GMP supotuuka: | 093/2019/GMP

X Ananis suxonano ¥ signosinnoecri o MK !
Hazsa Teery Bamorn 'f Pesynsrarn
Omic (BizyansHe BH3HAYCHHS, BH. METON) TIposopuit Gezbapsuuil rens 3 Binnosinae
' XApaKkTePHUM 3aI1aX0M COCHH T4
301ponAHOTY
- Inenrndixanin , B
| - renapuH Batpio (Glonorivxmi, BH, METON) | TIO3UTUBHA ! Bignosinae

i~ ananroin (TIIX, Bu. MeTOR)
xonip 1 Rf wismu na | Bipnosinae
| xposarorpami sarpoGosyBsanoro i
! CTAHJAPTHOrO POYMHY CIIBNANAE |
- pexcranteron (BEPX, sy, meron)
yae  yTpuMyRamMs  aas  nixy | Bignosigae
ASKCHNAHTEHOMY HA XPOMATOrpami
. BHNIpoBOBYBAHOro POSHHIY
Binnosinae wacy YrpPUMYBaRHS
Ui THKY  JEKCUHaHTeHONy  Ha |
XpomMarorpami PORYUHY

) A I
THOPiBISHES % 5
Bianosiu
4

Ma€ BIIOBIIATH ;




[Mhaivanshe sanosrerus
(merox sianosigae USP «MiniMansHe
| RAHOBHERHSY <T557)

ue mexue 40 r

40,5r

. pH (notermiomerpuinui, EP 2.2.3) 52-58 5,6

Toxassnx sanomnenus (EP 2.2.6) 1,3590 - 1,3690 13621
B’szxicrs (EP 2.2.8, i, Meron) 7~13 ITac 12 Ilac ;
" Kinpkicne BUSHAYSHHS 500 MO/r ‘ 486 MO/ 5
' renapus HaTpio (GioJorivAuH, BIL. METO) Ha uTyck: 475-525 MO/, 1.4, 95

f ~105% :

Kinpxicie BU3HAYCHHS 2,5 mr/r (2,25 = 2,75 mr/r), 1. 90 | 2,50 mr/r

. ananroin (cnexrpodoroverpuanmii, B, meton) | — 110%

“Kinbkicse BHsHAYEHHS 2,5 Mr/r (2,25 ~ 2,75 mMr/r), T, 90 | 2,48 mr/r

nexcrantenon (BEPX, . MetTon) - 110%

Kinskicue suaHayenns 253,7 mr/r (203,0 - 279,1 mr/r), 246,37 mrlr

- isonponanon (I'X, B, meTox)

4. 80 - 110%

* Mixpobionoriuxa sucrora*
' (€ap. Qapm. 2.6.12, 2.6.13)

!
|

3aranbya Kinskicrs aepoOHux
mikpooprauizmis (TAMC) < 107
KYOrr,

BaraibHa KinbiicTs AphipKeBHX 1
ricnarx rpubis (TYMC) < 10!
KYO/r

He goBUHEeH MICTHTH:

© Staphylococcus aureus/r,

Pseudomonas aeruginosa/t

| *yactoTa punpoByBarKs: KoKHa 10-a cepis

oottt i s

A e s

My JaHEM NiATBEPIKYEMO, IO BHINeHABeIeHa IH(OPMALlis SBIIETHCH HDOCTOBIPHOIO 1 TOUHOKO.

Jlana cepis npogykry Oyna BHUIOTOBIEHR, BIUIOHAIOHM TAKyBAHHA/MAPKYBAHHES 1 KOHTPONL cepil, Ha
BumesasHadenii BrpoSHuallt ninsEEni y noBHil Bianosixpocti Buvoram GMP MICIIEBHX PEryIATOPHIX
opraxis ta criemEdixanii peecTpanifHOro 0CHE KpalHU-IMIIOPTEPA.,

[Tpotec BupoGHEITBA cepii, YHAKOBKH 1 pesynbraru aHanisis Gymu posraguyTi 1 GasyroTecs Ha
riznosinmocti GMP,

Bizxusesns y Bixgourenni axoeti i BRIycKy npomyxuii:

v
7

¢ e 1 - v P . . .
< Biaxuiesss BixcyTHi Tax, yca neoGxiana posarkosa indopmauis nassna

KomerTapi/npunMiTau:

Yrnosaosaskena ocoba (QF), iM’s
npizeHe ocoby, WO Hiammeand




JNIEPKABHA CJYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIA OBJIACTI

npos. Ceitnuunoi Hapii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo SIKiCTL BBE3eHOro B YKpaiHy JiKapchKOro 3acody

02.04.2024 Ne 4328/24/10

I'EITATPOMBIH

(uaftMenyBauHs Nikapchkoro 3aco0y 3rilHO 3 peecTpanliiiniM MocBifHeHHAM)

reqb, 50 000 MO/100 r; no 40 r y Ty6i; no 1 Ty6i B KapTOHHi# ynakoBui

(popma BUTTYCKY, IO3yBaHHS, BUA NAKYBAHHS JTiKapchKoro 3acody)

Howmep peectpaniitaoro nocsinuenns UA/3054/01/02 crpox xif peectpauiitnoro nocsiguerns 01.01.2099

Cepis nmikapcskoro 3acoby Ne 146 WSA KinskicTs BBe3eHOTO Jikapewkoro 3acoby 10620
Bupo6uk "Xemopapm" AJl, Pecriy6nika Cepbis
(qaliMeHYBaHHSA BHPOGHMKA JTIKapCHKOTo 3ac0By, KpaiHa HOXO/DKEHHS)
Bseseno B Yipainy Jouipne nimnpuemerso "CTAJIA-YKPATHA" Komnanii "BEIIXA
Beraitairynrcreseasmadgr ¢prop Papmasepre m0X", ineur. kon:
32110540

(naiiMenyBanns Ta kox 3a CAPTIOY ropuandanoi ocobu abo npizsume, iM's, o 6aTbKOBI DisHIHOT
0CO6H - M AMPHEMILE, Ti MiCIIE IPOKHBAHHS Ta peccTpalliitHuit HoMep 00NiKOBOI KAPTKH NIATHHIKA
noaaTKiB afo cepis Ta HOMEP TAcIopPTa)

poroxou eizyansnoro xonrpomo six 09.02.2024 Ne 0005/15.
JTaGopaTopHuii aHali3 sKOCTi JikapchkoTo 3acoby saificHenwi:

I "LlentpansHa mabopaTopis 3 aHaNi3y AKOCT] JIIKapChKUX 3aco6iB i MeamaHOT MpoAyKLLi"
(m.Kuis, By, Kyapssceka 10r m.Kuis, Byn. Kyapsscska 8B Kuiscrka o6macts, ¢. Hosi Ilerpisui,
ByJ1. [Bana ®panka, 19)

(HallMCHYBaHHS Ta MICLE3HAXOPKEHHS NTaGopaTopii, Lo NpoBena naGopaTopHyit ananis sKxocTi)

BUCHOBOK 1070 AKOCT Nikapchkoro 3acofy, Binanuit naGoparopiero six 26.03.2024 Ne 0603

PesynbTaTh Ja60paTOPHOTo aHali3y SKOCTi IIKapchKOro 3ac00Yy 3a NEpEBIPeHUMHU MOKA3HUKaMK BiAmoBixawTL
BHMOTaM METO/R KOHTPOIO AKOCT (aHaNITHUHO-HOPMATHBHOT JOKYMEHTaNIT).

3a  pesylnbTaTAMH  JIePKaBHOTO KOHTPOJIO BCTAHOBJGHO, WO Jikapchkui 3aci6 BBeseno B VYipainy 3

JOTPUMAHHSM BrMOr 3aKOHOAABCTBA IOJO 3abe3nedeHHs AKOCTI AiKapchKUX 3acobiB.

Onura CPhONEHKD

BRI (anginfuss Tu s sae)
; i

/@6 et AL
bep Lt L






GapvaneBTHYRO-XIMiYHa npoMucioricts, Ceplin

Adpeca aupodunra: Benzpadcoruii wnsx b/n, 26308, M. Bpruay

Tenedpon: 381 (6) 13 80 32 67
Gare: 381 (0} 13 80 34 24

CEPTUDIKAT SIKOCTI

Haitmenysauns npoayxuii;

Tenarpom6in

Jikapebia Gopma;

rean, 50 000 MO/100 ¢

Bupofsnk, kpaiua:

«Xemopapm» AL, Cepbis

Crna nit/aktusHicTs:

100 r remo MictaTs:
renapus narpiro 50 000 MO

Po3mip Ta THr nakysanms:

no 40 ry 1y6i, no 1 1y6i y kapronuiit nauui

Peecrpauiiine nocsigMenus: UA/3054/01/02

Cepis: 146WSA

Hata BupoGHuuTEA: 10 2023

Tpunarunii no: 10 2026

Poswmip cepii! 10620 ynakosox

Imnoprep: an «Craga-Y kpainar» Komnauif «BEIXA

Beralniirynreresenamadrr Grop dapmasepre M6X», Vkpaina

Hineruuy no supobuuiiray, ynaxkosui i

KOHTpOMO cepil:

«Xemodapmn AXL, Bpmay, Bignin supotnuya pinsunuy Hlaban
Byn. Xaiixyk Bensxona 66, 15000, m. [la6au, Pecny6nixa
Cepbin

Jliuensin Ne 515-04-00479/2019-11 sia 11,02.2019

Hinvauus no sunycky cepil:

«Xemodapmn AJ]
Benrpagesiuit nwax 6/x, 26300, M, Bpwau, Pecriy6rika Cepbis
Jlinensis Ne 515-04-08166/2018-11 8in 03,12.2018

Ceprudixar sinnosizanocri GMP supofuuxka;

093/2019/GMP

Auaiy Buxonano y signopinrocti qo MK

@&

Hassa recry Bumors PesysasTarn
Omic (BisyasibHe BUSHAYEHHA, BH. METOR) Tiposopwit Ge3Gapeuuii ress 3 Bianosinae
XapaKTePHEM 3a11axoM COCHY Ta
isonponaxony
Inenrudikauis:
- renapud Hatpito (Gionoriunuit, By, MeToR) NO3UTHBHA Binnosinae
- ananToid (TLLUX, 8. meTon)
xkonip 1 Rf miaMu Ha | Binnosigae
xpomMatorpami BHNPoOOBYBAHOTO
i CTAHAAPTHOTO PO3UUHY
~ nekenanrenon (BEPX, BH. MeTOR) crisnanae
Binnosigae

- izonponados (X, BH. MeTon)

Yac YTPHMYBBHHS JUIs RniKy
JICKCTIaHTEHONY Ha XpoMaTtorpami
sunpobosysayoro PO3HHHY
BignoBinae wacy yTpuUMyBaHHS
i Ky  ASKCHAHTEHONY Ha
xpomaTorpami pozunHy
HOPIBHAHHS

Mac pianosizaTH




L MinIManbHe HANOBHEHHA He Medwe 40 403 r
(meroa sinnosinae USP «Minivanshe

i HanosHeHHa» <T55>)
pH (noresionerpuynnil, EP 2.2.3) 52358 5.5
Tloxasuux sanoMaenun (EP 2.2.6) 1,3590 — 1.369¢ 1,3613
Braskicrs (EP 2.2.8, su. meron) 7— 13 ac 12 Mac

KinpricHe BHIHAYCHHS 500 MO/r 500 MO/

Tetiapui tatpiio (Bloaoriuauil, B, MeTON)

ua sunyck: 475-525 MO/r, 1.4, 95
- 105%

- WinbricHe BU3HAYECHHS
ananToin (erekTpohoToMeTpHYHHIA, BH. METOR)

2.5 mr/r (225 - 2,75 mr/r), T, 90
- [10%

2,36 mrlr

KisnKicre BHIHAYCHHS
i dekenanTenon (BEPX, eH. meTo1)

2.5 M/ (2,25 ~ 2,75 M/, 1. 90
- 110%

2,48 ardy

KinpricHe susnauyeHuy
- monponaron (KX, s, MerToa)

2537 mrfr (203,0 - 279, 1 mr/r),
.4, 80— 110%

24412 mrfr

¢ MirpoBionoriyna ascrora®
C{Cap. Gapm. 2.6.12, 2.6.13)

BarajibHa KiabkicTs acpoSuux
mikpoopranismis (TAMC) < 10°
KYO/r,

3aransha Kigpricrs Aphioresux i
iicHsasyx rpudis (TYMC) < 10
KyO/r

He riosuuen micrwr:
Staphylococcus aureus/r,
Pseudomonas aeruginosa/r

faacrora sunpodyeanys: xowa §0-a cepin

ot

ey

e nere

s

e

Mt papBEM MHATBEPIOKYCMO, W0 BHINEHABE (KA IHDOPMAL ABAACTHCS AOCTOBIPHOIO 1 TOYHOIO.

Hauga cepis upoayxty Oyid BUPOTOBJIEHR, BIUHOMAIOMH IAKYBAHHSN/MAPKYBAHHA | KONTPOJE cepil, ua
BlLe3asnaueniil supobunuiit ainbAunl y nosxil signosiadocti sumoram GMP MicueBux peryiasTopunx
opranis Ta cnerudikaiil peecTpauiiinoro nocke Kpalug-iMopTepa.

lpouec supoOuuursa cepil, ymakopks 1 pesynsrard aswisziz Oymd posrisHyTi i Oasyiotscs ma
sianosiznocti GMP.

Biaxunenns y BIIHOMCHE] SKOCTI | BUNYCKY HPOAYKUIT:

Bimxunenns siacyrni Tak, yes HeoOxigna noaarkosa indopmallist HAABHA

Konmenrapi/npusirion:

Jara sunyery:

)

9.1, 2003

N




Hepxasna cnyx6a Yrpainu
3 NiIKAPCLKUX 3aC0BiB Ta KOHTPOITIO 34
HAPKOTHKAMH

State Service of Ukraine on Medicines
and Drugs Control

Mepxapne niznpuemcrso "Lenrpaabna State Enterprise "Central

Jnaboparopist 3 anaisy sIKoCcTi NiKaApCLKHX Laboratory for Quality Control of
3ac06iB i MeanuHOT npoayRyii" Medicines and Medical Products"”
Ykpaita, 04053, m.Kuis, eyn.Kyopsiscoka 100 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./chakc (044) 272 57 98 Tel./Fax +380 (44) 272 57 98
weh: www.clab.com.ua, e-mail: centrallab@cleb.com.ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua
Ceprudikar ananizy Ne 0603 sin 26.03.2024
Hasea 3paska: I"EITATPOMBIH, rests 50 000 MO/100 1, mo 40 ry ty6i; no 1 1y6i 8 kaprouuiii
YHAKOBYL
Peeerpauiiinnit womep: 0371.24
Bupobuux: "Xemodapm" AJl, PecriyGaika CepGis
Homep cepii: 146WSA
Micue sinGopy 3pasia: JIT"CTAHIA - YKPATHA"
JamMoBHHK: Jlepixasua cnyx0a Yipaihi 3 nikapcbkux 3acofiB Ta KOHTPOJIO 32 HAPKOTHKAMY
CynpoBianii J0KyMeHT: Jlaer Ne 1357-002.0.1/002.3/2-24 8in 16.02.2024 p.
Axr BinSopy 3paska: Ne min 19.02.2024
Cran 3paska: 3pasok B CTaHi NPUAATHOMY JUIst [POBEAEHHS BHNPOOGYBARD
Hara orpumanss 3paska; 22.02.2024
Jatn BHKOHAHHS Po6iT: 22.02.2024 - 26.03.2024
Bua kourpomo: 3a poznopsiukensy [lepxasnol cinyx®u Yipaiusn 3 siikapebkux 3aco6iB Ta KORTPOIIO
3a naprotukamy ("IM", TMocranosa 902)
Micue nposefeHus HIT «Uenrpannua nabopatopis 3 aHanizy AkocTi JikapchbKux 3aco0is I Meananof
JigasHocTi: npOsYKLiD
HI, sinnosixno xo axof MKSI xo p..Ne UA/3054/01/02; 3minu
NPoOBOANRBCH AHAJIIIL
Nokasunkn Bumoru H PeayrnibrarTu
QOnuc [posopui BeabapsHuil renb 3 XapakTepHUM 3anaxomM COCHU Ta Binnoeigae
isonponanony
lneHTUhiKawin 1. MenapuH Hatpito. Bionorivuni metog. MosuxHa sianosigat Bignosinas
2. Anadroid, TWX. Konip i Rf nnamn Ha xpomaTtorpami Bignosinae

[OCHIAXYBAHOTO | CTAHAAPTHOTO PO3UNHY cniBnasac

3. [excnanTeron. BEPX. Yac yrpumysakts aAns nika gekcnanteHony Bianosinae
Ha XpomaTorpami AoCHIAXKYBaHOrO po3unHy BiAnoBigae vacy

YTPUMYBaHHS ANS Nika ASKCTaHTEHoNy Ha XpoMarorpami posunHy

NOPIBHAHHKA
4, lzonponanon. MX. MNosuHHa Bignosigaru Bianosinae
MiniManbHe HanoBHerHst  He meHlwe 40 ¢ Bianosigae
40,33 ¢
pH 52-58 5,4
KinbkicHe Br3HayeHHs 1. lenapw Hatpito (90 - 110 %): 450 - 650 MO/r 491 MO/r
2. Ananroid (90 - 110 %); 2,25 - 2,75 mrlr 2,40 mrfr
3. HQexcnanrtenon (90 - 110 %): 2,25 - 2,75 mrfr 2,49 mrir
4, 1sonponaxon (80 - 110 %): 203,0 - 279,1 mr/r 237.8 mr/r
94 %
Ynakoska 3riaHo sumor MKH Bianosinae
MapkyBaHHR 3rinro sumor MKH Binnosinae

BUCHOBKH: Ceprudixar ananisy Ne 0603 B Mg,()? 2024 nigreeprocye, U0 nepesipennit 3pazok mpenapaty
I'ENATPOMBIH, rens 50 (}993\/3@/4*0&?’\ 40r y Ty6| no 1 ry(l B derOHHH'I yl'IdKOBIll Ne cepil
{46 WSA, Bnpoouuurso “f( T ’P
UA/3054/01/02; sminn . { TORASHIKAMHL
7 :

JinpexTop §

* ik
3
Ceprudikar ananizy He mansrae noanc)‘vly\ﬁ(o\o HACTK _@sm;&%r opeumo 0e3 03BONY lIIl “LlenTpasibpa nabopatopin 3
aHani3y AKOCT ﬁu@‘omxw 5;.1666)18 i MeanaHoOl nIpoyKIi’™

bvdiiqn i

Kinewb ceprudixara ananizy Ne 0603 8in 26.03.2024

SOP/G-5.10/D1 Crop. 1i3 1






"

&
Hlemofarm

daprauesTio-siMimma nposscionicTs, Cepbia
i Adpeca eupobnuxa: Benzpadcorudi manx 6/n, 26300, 1, Bputay B
- Teaedron: 331 (0) 13 80 32 67
_Pice: 387 (0) 13 80 34 24

CEPTHRIKAT AKOCTY
. Hadiverysann nponyknif: Fenatpombin r
! :
. Tikapesra (opua: rens, 50 000 MO/100 r 7
. "Bs_:poﬁnmc, Kpalta: «Xemodapan» AJl, Cep6ia T
- Cona atifaicrusaicrn: 100 r renio sicTaTs: |
: renapui narpire 50 000 MO ;
:' Posmip Ta THIN nakyBanua: no 40 ry Ty6i, no ! Ty6i y kapronuii navi ]
;—?cccmauii‘me noceiNueHH: UA/3054/01/02
 Cepin: 146WUA ]
. Hara supoSunurea: 10 2023
Iplsarhnii no: 10 2026
_ Poswmip cepii 10620 ynaxosor i
. Ivnoprep: an «Craga-Yrpainan Komnaniy «BETTXA -
' Beraiinirynreresensutagr dop Oapmasepre MOX», Yipaika ;
} |
Eﬂbmfms 110 BHPOOHHUTRY, Ynakosu i «Xemothapa» AJI, Bpuwiaw, sigain sypobuiua minbuuus aGay i
" ROUTPOMIO cepii: Byn. Xaitzyx Benskora 66, 15000, a. [Ha6ar, PecryBrixa ;
Cepbin ;
— Jlineusia Ne 515-04-00479/2019-1] sin 11.02,2019 '
- Miaenuug 110 sunycky cepii: «Xemodapn» AJ] ]
! Bearpancsiuii wanx 6/u, 26300, m. Bpuau, PecrryGrika CepSin |
X Jliuensis No 515-04-08166/2018-11 nin 03.12.2018 1
+ Cepradiikar gianosinnoeri GMP supoGriia: 09372019/GMP L

ARIS BAROHARO Y Binosigroct o MICH

' Hazpa Teery Bumorst PesynbwraTu
i Onwe (sisyanbhe sHzHauedts, s, Meron) [Tposopuii GeaBaprusnii rens 2 Bianoninac
XapaKTePHHM 3a0aX0M COCHU Ta
isonponasomy

i - fenapuu natpito (Sionorivnmi, su. meton) NO3HUTHDBHA Binnosinae

; luewrviikauis: {
i - anantoin (TUIX. sn. meTon) ’

komip i Rf mnamit w4 | Bianosinac
xpomaTorpami  BHnpoGosysanoro :
i CTaNHEAPTHOrO Po34YnHY :
© - Aekenadredon (BEPX, Bu. meton) cRiBnmagae
Binnosinae !

HAC  YTPHMYBaHHA a1 nixky
JAEKCTIAHTEHONY Fa XPOMATOrpaMi
simpoBosysaHoro po3unHY
BIINOBINEE wacy yTpusybanms

And niky nekcoanTeHony Ha
" - tsonponaron (X, oH. MCTOA) xpomaTorpati posunny

AOpIBHAHHA Binnosizac

Mae BianosinaTy

I bk Qo A5
L5




ﬁvﬁni.\lﬁﬂbﬂt& HATTOBHEHH: He MeHwe 40 r 40,2 r ?
| (vevon sianosiaae USP «Minimanshe [
! HaroBHeHHIY <755>) i
; l

§
' pH (roTenuioneTpuunmii, EP 2,2.3) 52-5.8 5.5 :
' Floxasusx sanosnenns (EP 2.2.6) 1,3590 — 1,3690 1,3624
' B sakicrs (EP 2.2.8, BH. MeTOx) 7~ 13 Mac 9 fTac ‘
Kiaskicue sushaderis 500 MO/r 494 MO/fr

; renapun natpho (Sionori4uui, sy, Meton)

Ha Bunyek: 475-525 MO/T, T.4. 95
-105%

© Kiaskicse susnavenus
| 2THTOIH (CIERTPOMOTOMETPHYHI, BH, MeTon)

2,5 Mr/r (2,25 -~ 2,75 mrfr), T 90
-110%

2,57 mrir

o
! Kl.’lb!{lCHE BH3IHaYeHHn
! aexcnanreno (BEPX, su. meton)

2,5 mriv (2,25 = 2,75 mr/r), T.4. 90
- 110%

2,49 mr/r

1 Kinskicne sismavedns
| isonponasion (I'X, sk, MeTon)

253,7 mr/r (203,0 - 279,1 mr/r),
M. 80 - 110%

248.9 mr/r

"__.f\rlilcpoﬁionoritum ynoToTR*
{(Cp. dapn. 2.6.12, 2.6.13)

Saranbna KinbkicTs aepoBuux
mikpoopra#ismis (TAMC) < 10?
KYO/r,

3aransHa KinekicTe ApbKmReBiy i
naicuasux rputdis (TYMC) < 10
KYO/r

He nosunen smietin:
Staphylococeus aureus/r,
Psendoimonas aeruginosa/r

i *uacTora BHNPOGYBatHs: KoxcHA 10-a cepis

S SR &

. N

r——

=

maiisiae
——

MU [anuM mATBepIKYeMo, O BHINeHaBeaCHS infopmauis seiacrbes HOCTOBIPHOIO | TOYHOIO,

Hauna cepis npomyxry Gyma BATOTORNEHA, BKIIOMAIOUH [IAK
BuIlle3asHaveniif supobumilt ainennni y normii sigrorinuo

opramuis Ta cneuudiranii peecTpanifinoro nocne KpalHi-iMnopTepa.

llponec BupoSuuuTEA Cepil,
Bi.uoBigHoeTi GMP.

Biixnaeuns y sianowenni skocri i BURYCKY NIPOAYKUil:

Binxunetiug sizeyTri

———

Kovenrapifnpiasition: e

Tax, yes HeoGxinna nonaricosa inthopmaLis HasBHa

YBAHHS/MAPKYBaHHA 1 KOHTPOML cepii, Ha
cTi BuMoram GMP wmicuenux PErYILITOPHUX

YHAKOBKH 1 pesynbTaT amanisip Gynw po3riauyTi 1 BasyioTecn Ha

Jara sunycry:

24 47 1003

YnousHoeaxkeHa ocoba (QP), i
npizeue 0cobK, WO KNy

M
o

i
It
< boy “unl\f‘ﬁ
Corre, e o)
e Yl

e
P




Hepxasna cnyx6a Vipainu
3 AIKAPCLKHX 30CO6IB TA KOHTPOAIO 3a
HAPKOTHKAMH

Heprasie nignpuemcrso "Tenrpansna
JrabopaTopis 3 auasisy sicoeri JMikapeninx
3ac00iB i MesxnunoT npogyrui"

State Service of Ukraine on Medicines
D G and Drugs Control

534
Y State Enterprise "Central
Laboratory for Quality Control of

Medicines and Medical Products"

Ykpaika, 04053, wm.Kuia, eyn.KySpracska 10T

men./chaxe (044} 272 87 98

web! vawr.clab.com.ua, e-mail: cenlrallab@clab.com.ua

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

Ceprudirart anasizy Ne 0610 six 26.03.2024

Hassa 3paswa:

PeeceTpaniitiii nomep:
BrepoBine:

Hoarep eepil:

Micue pinGopy spazia:
3aMOBHIG!

Cynposigunii aowxynsernr:

AKT iafopy 3paska;
Crant spazeen;

Hata OTMIMANHA 3pa3Ka;

Harun ninconanns potiT:
Broa kouTponio:

Micue nponegenns
mifabHoeTi:

I, sinnosinno no sike
NPOBOMNBCST ALAJIR:

FEMNATPOMGBIH, rents 50 000 MO/100 r, no 40 ¥ TyE mo 1 Ty6i 8 xapronmit
YRaxkoBui

0372.24

"Xemodapm" AL, Pecny6nika CepGis

146 WUA

AT "CTABA - YKPATHA"

Hepwasua cnyxba Yipains 3 nikapebkux 3aco6is ta KOHTPOAIO 34 HAPKOTHKAMII
Jlner Ne 1357-002.0.1/002.3/2-24 Bin 16.02.2024 p.

Ne miz 19.02.2024

3pasox b cTall NPHAATIIONY [N NPOBEACHHA BHNpOGYBaHL

22.02.2024

22.02.2024 - 26.03.2024

3a posnopamienunn Jepacapnol cinyxbu Yrpaing 3 nikapcbkix sacobis Ta KOHTPOINIO
3a napkoTikamit (“IM", Iocranona 902)

AIT «UenTpanuea saGopaTopist 3 auanizy skocti nixapceKnx 3acobis i seantnoy
NPOAYKLITH

MICT no paNe UA/3054/01/02; aMinn

MoKa3HKUKM Bumorwv HL | Pesynuratu
Onug Mpo3opuit Geabapskinit renkb 3 XapakTepHUM 3anaxoM cocHu Ta Bignosinae
isonponaxony
lneHTdpikaLin 1. Menapui Hatpito. Bionorivknii metoa, NosurKa signoeinarTu Binnosinae
2. AnanvoiH, TLX. Konip i Rf nnsimu Ha xpomaTorpami Bignoeigae
AocnifkysaHoro | cTaHgapTHOro PoadiHy criBnanae
3. HexcnaxTeHon. BEPX. Yac yrplimyBants a8 nika DekcnadTerony Bianosigae
Ha XpomaTorpami 40CNiRKyBaHOIo posunHy BigNosiaae Yacy
YTpUMYBaHHA ANR NiKa ASKCNAHTEHOTY HA XpOMAaTorpami po3YKHY
NOPIBHSAHHS
4. laonponakon. MX. MoexHua Bianosigati Bignosigae
MiniManeHne HanoBHenHs  He menwwe 40 ¢ Bignosinae
40,331
pH 52-58 54
KinbKicHe BusHavenHa 1. Fenapun ratpiio (90 - 110 %): 450 - 550 MOfr 494 MO
2. AnanTofH (80 - 110 %): 2,25 - 2,75 mrir 2,45 mrfr
3. OekcnanTeron (90 - 110 %): 2,25 - 2,75 mrir 2,53 mrfr
4. Iaonponadon (80 - 110 %): 203,0 - 279.1 mr/r 2375 mrft
94 %
Ynakorka 3rigHo Bumor MKH Bignoginae
MapxyeanHs 3rigHo Brmor MKH Bignosigae

BHCHOBKH:

Cepriupixar ananisy ne nignsrac nosHom

SOP/G-5.10/D1

Cepritirar ananisy Ne 0610 iz 26.03.2024 niaTBepmIKYE, WO Mepesipennii 3pasok npenapaty
T'EMTATPOMBIH, rens 50 Q0@

F100, 1o 40 1y Ty6i; no 1 Tybi B kaprouHiit ynakoswi, Ne cepii
"?A,[{', Recnybnika Cepdia sianosigae Bumoram MKA ao p.n.Ne

e

RO

.";'": - =
BN Bipfopenio Ges noasony UM “LlenTpanbia naboparopis 3

ixgpebInXAdedBin | Meawanol npoaysLiT
kg eI 38edbis 1 Mool npoaysu

h""‘l-lm- pEi . .
Kineur ceprihirata atanisy Ne 0610 nin 26.03.2024

aHanisy sk

S nto B LSV
IRy
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AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMH ¥V KHIBCBKIM OBJIACTI

npos. Ceitnuunol Hapii, 3, m.Kuis, 02099, ren/(axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CIPIIOY 37078774

BUCHOBOK
npo AKicTH BBe3eHOro B YKpaiHy dikapchbkoro 3acofy

02.04.2024 Ne 4329/24/10

IEIIATPOMBIH

(waiimenynaimia nikapeskoro 3acofy 3rimuo 2 PECCTPAINHHIMM NOCBIYCHEAM)
reiie, 50 000 MO/100 r; mo 40 r y Ty6i; o 1 Ty6i B KapTonHii ynaxonui

((ropma BHIYCKY, HO3YBAHIA, BHA NAKYRAHHA RIKAPCLKOTO 39c00Y)

Howmep peecpaniiiroro noceiguenns UA/3054/01/02 erpox mit pecerpatsiinoro nocsiues 01.01.2099

Cepis nikapcokoro saco6y Ne 146 WUA KimbkieTs Bresenoro nikapenkoro sacofy 10620
Bupotunx "Xemodapm" AJl, Pecniybnixa Cep6is
(waftmertynamis BHPOBHIKA INKAPCHKOTD 31coly, Kpaula HoXo/uKeHH:A)
Baescuo 5 Vicpaury HotipHe nignpuemcrso "CTAJA-YKPATHA" Konmauii "BEIIXA
Beratinirynreresennmadr grop dapamasepre M6X", . rox:
321105490

(naiiverypamms Ta kog 3n CIAPTIOY 1oprnunol ocoGy abo npissuite, in'a, 1o GaThkos! (30
ocobH - munpHeMUA, T Miclte nposkueanns Ta pecerpauiiinnii Homep obIikonol KAPTRH nnaTHIKA
nopatkis abo cepist Ta nonep nacnoprTa)

IIporoxou sizyaneitoro kowrpomo sin 09.02.2024 Na 0005/16.

JlaGoparopumii ananis sxocri nikapcsxoro aacoby amiicnenuii:

HI1 "[enrpans#a naGoparopis 3 ananisy sxocti MIKapCHKUX 3ac06iB 1 MexmroT MpomyKIii"
(M.Kuiz, Byn. Kynpsscsxa 10r m.Kuis, By Kynpspcska 8B Kuiscnka obnacrs, ¢. Hosi Ierpieui,
By, Isama Pparnka, 19)

(nafiMenysadns Ta MicuesHaxomKe S 1a6opaTopil, 1o nposena nabopaTopHuii aHAMZ AKGCT)

Buctuiosox uiono axoct nixapeskoro sacoby, runannii naGopatoprero six 26.03.2024 No 0610

Pesynurarn nabopaTopnoro alaiisy 1xocTi nixapchXOro 3acoby 3a NepesipeHHMI ITOKAZHIKANK BiAMOBINAIOTH
BHMOTAM METOAIB KOHTPOAIO AKOCT1 (AHAMITHYHO-HOPMATHBHO! JOKyYMeHTAL]).

3a  pesynpTaTaMu  NEPIABHOTO KOHTPONIO BCTAHOBJICHO, TIO Jikapcekuil 3aci6 BBezeHo 3 VYxpamy 3
AOTPHMANHAM BHMOr 3aKOHOLABCTRA IIOKO 3a6e3eye Hns aKocTi JiKapceKix 3acobis,
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DapmapeBTIHo-xiMiNNa BPOMIEaoBicTs, Cepbia

: Adpeca supubnura: Beazpadcokult wanx v/a, 26300, a1 Bpuay

 Tenedon: 3BT (0 13 84 32 67
Cbare: 381 (0) 13 8034 24

CEPTHRIKAT AKOCTI

i Haftvenysamig npoaysuil

i

Uengrpovbin

Jlikapewka hopata:

Urens, 50000 MO/I00 ¢

. Bupobuur, gpaina:

«Xemodapyn AJl, Cepbin

Cuna ai/axrdsicTs:

100 r remo micrarTy:
renapus Harpio 50 600 MO

- Possip ractan narysadms:

10 40 ry 1yBi. sie | ryBly kapronuii navui

P

Peecrpauiiine nocsiguenis;

UA/3054/01/02

- Cepi: 148G2A

Hara supobruursa: 102023

Hpuaarnuit no; 102026
- Poswip cepit: 13700 ynakonox )
| Isnoprep: JUT «Crana-Ygpaisa» Komnanii «BEITXA

beralinivynreresenuadyy drop Wapmasepre wdXn, Yipaina

KOHTPOIO copll:

Hiswias 0o supobumrsy. yiakosu i

«wXenohapan AL Bpmau, sijui supobrnya gl 1L
sy, Xaitaye Beaskosa 66, 15000, v Labai, Peenybaixa
Cepbin

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

HORLL

HineHuus no sunyery cepils

wXemodapay AL
Bearpajgenkuit aux 61, 26300, s, Bowsuy, PecriyGaira Cepbis
Jiuensia No 515-04-08166/2018-11 8in 03,12.2018

¢ Ceprudixar sinnosiavocti GMP supoBhua:

0932009/GMP

Aganis puronano v sizuosianocy go MIKH

- gaanroin (TIUX, sx. MeToR)

Lo aexcuantenon (BEPX, s, MeTo)

L ponponanos (I'X, s, Merosn)

Haspa recry Bussoru Peayastary
S Onne (BI3YWIbHE BHIHAHCHHA, BH. METON) [Mposopnit 6ezbaparuil resm 3 Bianosigac .
XAPAKTEPHUM 2a0AX0M COCHH Ta
i3onponaxony
' brenrudikauia
|- renapun paTpio (Gioasoriunnii. 5. Meron) TO3HTHEHA

Bianosigae ;
koaip 1 RE s \a | Bianosinae
xpoMaTorpaMi sHnpoboryBaHOIe i
CTAHARPTHOTO POSHKIY CIHBIAAAE
4ac  yrpumypasss  oaos niky | Bignosinae
HCKCHAHTOHOMY HA XPOMATOrpai
BUNPODOBY BAHOIO POTHITHY
BIIOOBIAAC  qaCY  YIPHMYBAHIR
A THRY  ACKCHRHTCHOAY  HY
xpoMarorpan POBUHHY
FIORIBHANEHR

Bixnosijac
| Mac BLANORLHTH

/'57/, Qie WSTRY




. ;
¢ MidiMasie nanopaenns He MeHme 40 ¢ 40.4 ¢
- (70l pignosizac USP «Misivansie
P HAnoBHeHRy <735)
- pH (novenuioverpraimit, BP 2.2.3) 52-5.8 3.6
| Tlokasuk saiomaenna (EP 2.2.6) 1,3590 - 1,3690 1,3621
’ |
Faskiers (EP 2.2.8, au. METO) L7 13 {lac §2 Hac
Kitsgivhe sirthavess 500 MO 503 MO
renapun sarpiro (Siogoriusuil, pu, MeTOR)

Ha sunycr: 475-525 MO/, 1., 95
-~ 105%

KISHE BH3IHAYEH S
| daaHTOm {cncx’rparj;om:x»xcrp;mmﬁ, BH. METO]1)

25 /(2,25

- 110%

275 me/ry T, 90 | 249 sir

d SHAMO KR
| ACKCHanTenon (BEPX, an, METOR)

2.5 Mrfr (2,25 3.75”1?»4;/"3"), .41, 90 247 sl
- 1 10%

H

~ KICHE BHIHBUCHIY
~isenponanon (X, sy, MOTOMN )

253,7 srir (203,0 - 2791 sr/o),
T, 80 - 110% ‘

ikpolionoriung uncrorg *
C{Usp, Bapw, 2.6.12, 2.6, 13

Baranbya Kiankicrs acpoduuxy -
Mikpooprauiavis (TAMC) < 100 | .
KYO/r,
Jarwibnia kiznkicry Apinuvrenux i | -
ncksBuN rpudis (IYMC) < 10!
KYO/e

He nosywen sMictiru: )
- Staphylococeus aureus/r, P~

BCTOTa BHnpody

| Pseudomonas aeruginosair o
|

oy

e et

s R e
MMWMMMWMW RN st

Mt pnanung HUITBEPIDRYEMO. 1o Brlnenasesena indopMania seserbes qoctop; PHOW | TOYHOIO.
Wa cepls npoavery Gyia BUIOTORICHA, BRIIOUEIOUH HaKYBAHHA/MAPKYBalS | KOHTpOM, cepit. ua

BHIESQ3HAYCHIR »pupoBuaiil aimmmu| Y HOBHIN Bizmosimocti samorav GMP MICHERHX peryaisropuny
Oprasis ra coeuudikanii peecTpaniftnoro gocwe Kpainu-iMroprepa,

Hpouee  supoSumiren cepii,
slanosigHocTi GMP,

YHUAKOBKH |

pesyneTath ananisis Gy poO3TIsARY T |

DasyioTLes ua

Biixuaenns v sizuowenss swocr) | BHIYCKY POy kUil

ACHUS BLICY THi

SCHTARI MpHAM T R o

Tax. vex neodxiana aonarkona indopyantia nansua

dara prnyery:

~, P
TATL N f’/ / Lanle, }
e

Ynosuoswrena ocoda (QP), i
OPI3BMLE 0CoGH. 1510 11
— ;




NEPKABHA CJIYXKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnu4sof Hanii, 3, M.Kuis, 02099, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3EHOT0 B YKpaiHy nikapcbkoro 3acoby

02.04.2024 Ne 4327/24/10

T'ENNTATPOMBIH

(HaltMeHyBaHHs JliKapchKoro 3acoby 3PLAHO 3 peeCTPAILifiHIM NTOCBIAHEHHsM)

resib, 50 000 MO/100 r; o 40 r y TyGi; mo 1 Ty6i B KApTOHHIii ynakosui

(popma BrmycKy, 03yBAHHS, BUJL T1AKY BAHHA nikapebkoro 3acoby)

Homep peecTpauiiiHoro nocsinuenus UA/3054/01/02 crpox aii peecrpauitiioro niocsiatenis 01.01.2099

Cepis nikapebkoro sacoGy Ne 148G2A KCinbKicTs BBE3EHOrO Jikapebkoro sacoby 10700
BupoGHuK "Xemohapm" AJl, Pecny6uika CepOist
(naitMenyBanns BUPOGHUKa Jlikapcbioro 3acoby, kpaiiia TIOXOLKEHHS)
Baeseno B Yipaiiy JlouipHe MiANPHEMCTBO "CTAJA-YKPATHA" Komnanii "BEIIXA
Beraiiiirynarereseabmadr grop ®apvasepre mOX", inen. Kon:
32110540

(HaiiMenyBanus Ta xoa 3a CAPTIOY opuIuaHoi 0coGy abo NpisBUilLe, iM's1, o 6arbkoBi dizuunol
0co0u - mianpuemus, ii MiCLIE NPOXKKMBAHHS Ta peectpauifinui HoMep 061iK0BOT KapTKH IIaTHUKA
roaaTkis abo cepis Ta HOMEp Nacnopra)

TIpoToK0J Bi3yabHOTO KOHTPOJIIO Bl 09.02.2024 N 0005/14.
JlaGopaTtopHuit aHai3 SKoCTi NiKapehKoro 3acofy sailicHenuit:

JIT1 "LienTpanbHa saGoparopis 3 anaiisy AKOCTI JliKapchkuX 3ac0BiB i MEaMHHOT npoxyKuii"
(M.Kuis, Byn. Kyapasceka 10r M.Kuis, Byi. Kynpsscbka 8B Kuiscbka 06.1acTb, C. Hosi IetpiBui,
pyn. Isana ®panka, 19)

(uaitMenyBaHHs Ta MiCLIE3HAX0PKEHHS naGopartopii, 1o NpoBea JaboparopHui aHai3 SKOCTi)

BHCHOBOK LLOJ0 SKOCTI fikapekoro 3acoby, Biaauui 1aGoparopicio Bia 26.03.2024 Ne 0607

PesyibTaTH 1abOpaTOPHOTO aHalli3y 4KOCTI MiKapChKOTO 3aC00Y 3a NEPEBIPEHUMH NOKA3HHKAMHU BinIOBiA21I0TH
BHMOTaM METOAIB KOHTPOJIO AKOCTI (aHaiTHUHO-HOPMATHBHOT JokyMeHTanii).

3a  pesynbTaTamn JIEPNKABHOTO  KOHTPOJIO BCTAHOBJEHO, 10 Jikapebkuit 3acib  Bpeseno 8 Ykpainy 3

,[lOTpl/lMaHHHM BHUMOT 3aKOHOAABCTBA 1010 3a0e3Me eHH s axocTi NiKkapcLKMX 3ac00is.




Hepwagna caywéa Vipaing
3 21KAPChKMX 3acoBin 1a KOHTPOSIO 34
HAPKOTHKAMM

State Service of Ukraine on Medicines
and Drugs Control

HAepmanne nignpuemerso "LenTpannna State Enterprise "Central

aaboparopist 3 ananizy sxocri JHKAPCLRHX Laboratory for Quality Control of

3a¢06iB { Metnanol upoaykuii” Medicines and Medical Products"
Ypaiua, 04053, m.Kuis, syn.Kyopascora 10/ 106, Kudryavska street, Kyiv, Ukraine, 04053
men./hake (044) 272 57 98 Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: cenlrallab@clab.com.ua web: www.clab.com.ua, e-maif: centrallab@clab.com.ua

Ceprugikar ananizy Ne 0607 pix 26.03.2024

Hasea spasica: FETTATPOMBIH, rens S0 000 MOA00 I, o 40 vy Ty6i; o | 1v6i B KapTOHKIN
YHakosLi

Pecerpaniitnmit nomep: 0370.24

Bupobue: "Xesmohapm” AJ, Pecny6nika Cepbis

Hontep eepii: 148G2A

Micue sinbopy spasia: HIT"CTAJIA - VKPATHA"

3asosuni: Hepixanna caynda Vipaiiu 3 Alkapebkax sacobis Ta KOHTPOIIO 33 HAPKOTHKAMH

Cynposinuuii aokymenr: Jluer Ne 1357-002.0.1/002.3/2-24 in 16.02.2024 p.

AxT Biabopy 3paska: Ne sig 19.02,2024

Craw 3paska: 3pasok b cTani OPHARTHOMY /LIS NIPOBEIEHHS BUNPOOYBaHb

Aara orpumanns apaska: 22.02.2024

Aaru pukonauns podir: 22.02.2024 - 26.03.2024

Bua kourposio: 33 POBNOPSLKEHUAM Heprauor cnyx6u Yipaitn 3 sikapebkix 3acodis Ta KOHTPOIQ

3a naprotakamu ("IM”, Tocranosa 202)

Micue nponecacuus HIT dlenrpansha padoparopis 3 ananisy sxocti JUKAPCHLKUX 32C00iIR | Mepuynol

MsabHoCTi: npoAyKILT

HA, sinnosiano 1o scoi MESE a0 pnNe UA/3054/01/02; aminm

TPOBOAMBLS AHAI3:

MNokasHuku Bumoru H Pesynbrati

Onue Nposopuit Gesbapenuii rens 3 XapaKTepHUM 3anaxom COCHU Ta Binnosigae
isonponanony

laeHTUikauis 1. Fenapun Harpito. Biosioriuxmi merod. MNosuHra signosinatu Bignosinae
2. AnamToin. TLUX. Konip i Rf nnsimu 1a Xpomarorpami Bianosigae

AOCHILKYBAHOIO | CTaHAaPTHOTO po3uuny crnisnagae

3. Dekcnanteron. BEPX. Yac YTPUMYBAHHA ANA Nika AekcnaHTeHony Bianosinae
Ha xpomarorpami gochimxysaroro pOo3yMHy Bignosigae Yacy

YTPUMYBaHHS ANA Nika AekcnaHTeHony Ha XpOMaTorpami poaunHy

MOPIBHAMHS
4. Isonponawon. X, NosuHHa sianosigatu Bianosipae
MivimansHe HanosHeHnHs  He meHie 40 r Bianosinae
40,07 r
pH 52-58 5,5
Kinbkicke suakaueHHs 1. Fenapun Hatpiio (90 - 110 %): 450 - 50 MO/ 495 MO/r
2. Ananvoi (90 - 110 %): 2,25 - 2,75 mr/r 2,51 mrir
3. Hexcnantexon (90 - 110 %): 2,25 - 2,75 mr/r 2,49 mr/r
4. 1sonponakon (80 - 110 %); 203,0 - 279,1 mr/r 234,86 mr/r
92 %
Ynakoska 3riaHo Bumor MK5 Bignosinae
Mapkygawhs 3rigHo sumor MKS Bignosigae

BHCHOBKM:  Ceprudixar ananisy Ne 0607 i 26,03

L 2024 nigrsepmwrye, wo nepepipesnit 3pasox npenapary
FETTATPOMBIH, resw 50 OOQV}\?O 00

10, 40 ry 1y6i; o | Ty6i B KapTOHHIN ynakosui, Ne cepii

148G2A, BupoGunirso >§é»’°?jf¥2%’£a€& 1. ?’6&3%61“1(& CepSis pinnoninac numoras MICS 5o p.Ne
2 . ALEIVETABNL N AN
UA/3054/01/02; antinn IVHENIC HoREsHIKaM .

Poman MAPKIH

Hupexrop 2

% Pey it i}‘»)‘;

2

. . . . B - qperreyREIEET g ~ . ) .
Ceprudirar AHANIY HE MLIArAE NOBHOMY 480 yaCTROY BIATBOpeHHio Ges go3sony JIT1 Lenrpanbua haboparopis 3

anaisy skocri ‘fﬁk_\g’i;g‘g,mxaé}écpﬁiﬂ I MeanuHot npoayxuir
NV

Kineus ceprudikara ananisy No 0607 sin 26.03.2024

SOP/G-5.10/D1 Crop. 131
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