BupoGuux: AT «Kuismeanpenapam, /. (044) 490-75-22
Aiavmug Nel uexy 3 supoBuuirsa Teepanx (OpM FOTOBHX JiKapehKHX 3aco6in
Anpeca srpodunvoi ainbHui: Yepaina, M. Kuis, sy, Cakcaranchkoro, 139
Alpeca Micu IPOBEAEH IS KOHTPOMO sxocTi: Yipaiua, 01032, M, Kuis, nyn. Cakcarancuioro 139, Bigain KOHTPOJIO AKOCTI
Jlinewsin na supoOunuTBO: AE No295498
Caizourso npo avecrauiio: Ne293 sin 30.03.2016 p.
Ceprudiikar sianosignocri GMP Me001/2020/GMP

Ceprudikar sxocti Ne 37955
Pypaunain®

TAGaETKH A5 NPUIOTYBAHHSA PO3MHHY A5 30BHILIHLOIO 3aCTOCYBAHHS 110 20 Mr, mo 10 TabaeToK ¥
6aicrepi; no 2 Gaicrepu B nauni

I Tabrerra micruTs: nirpodypazouny (nirpodypany), y nepepaxysaini ua 100 % peuosuny - 20 mr
PIT NeUA/5187/01/01, ai€ GeacTpokoso

Cepin 0027031
Kin-mo B cepii 11,554 ruc. yn
Jlara supobuuirsa 02.12.2020
Jara Bupavi ceprudpikary 17.12.2020
AHaiti3 BUKOHAHO y BiANOBianOCT 3 MKS$1 JI3 no pecerpaniiinoro noesinuentst NeUA/S187/01/01 (naxas MO3 Ne730 sia
19.07.2016), smina Nel, Ne2, smiuna p. " Mapxysauns® g0 PTT NeUA/5187/01/01 (nakas
MO3 pin 29.05.2019 Na1194)
Ne Halimenysanus nokasuika Bumorn MKSI/AHI Pesyavrar ananizy
| Ornue Talnerin sxonToro ao 3eneiyBaro-KoBTOr0 KOALOPY, 3 Bignoninae
NeAbL HEPiBHOMIPHUM 3abapBreHnsM nosepxiii,
RROCKOLMIHAPIYHOT (hopMH, 3 (PACKOIO | PHCKOIO,
2 | lnewrdikauis A. YO-cnexrp Bianosigac
B. Xapaxrepua peakuia sa uitporpyny. Bianosinac
C. Xapaxrepna peakuist (a) Ha XJ0Opui. Bianonijnae
3 | Cepeams maca, Mr Bizx 789 mr 1o 872 mr. 830
4 | Posnamaums, xB. He Ginbuie 15 xs. 5
5 OnnopiauicTs 1030BaHHX OARHMLD TTpuiiMabEe YHCIO Mae BIXNOBIAATH BUMOTHM, Biznosinac
3asiauennm 8 JJOY/EP, 2.9.40.
6 | MikpoGiosnoriuna uncrora Kpurepii npuitnsrocti: 3aranbie uicno aepobuux Bianosinac
sikpoopranismis (TAMC) - 100 KYO s I 1. <10 KYO/
* - KOHTPONIOETHCA KoXkHa 10-Ta cepis
Kpurepii apuitnatiocri: 3aransHe YHCAO APIKIKOBUX Bianosinac
ricenenux rpuGis (TYMC) - 10 KYO B I 1, <10 KYO/
* - KOHTpOMOETLCA KokHa 10-ra cepis
Bixcyriicrs Pseudomonas aeruginosa va Staphylococcus Binnosinac
aureusB I r
* - KOHTPOMOETHLCA KoAHa 10-Ta cepisn
7 | Kinbkicse suanauenns, Mr Buicr nitpodypany s onuiit rabnerui mae 6yi i 18 mMr 19
410 22 Mr, y nepepaxyBatni Ha CepeaHIo Macy TabneTkH,
Buicr narpito xnopuay B onnifi abnerui Mac Gy sig 760 797
Mr o 840 Mr, y nepepaxyBaiii Ha cepesio Macy
TabnCTKH.
8 | Mapkysanus 3rimio MKSI




Ceprudikar sxocti Ne 37955

Pypanain®

Ne HaiimMenynauts nokasnmka Bumors MIKI/AHL Pesynprar ananisy

9 | Ynaxoska 3rismo MKS! Binnosijnae

Tepmin npuaariocti: 5.00 p. Mpnaarunit no: 11,2025

Ymonu 30epirasis: B opurinaarniii yuaosni, npu remucpatypi ue sume 25 °C.
BucHosk: Bisnosigac suvoras MKSIJI3 o pecerpauiiinoro nocsiguenns NeUA/S187/01/01 (naxas MO3

Ne730 sin 19.07.2016), 3sina Nel, Ne2, 3atisa p. "Mapxysanus' po PIT NeUA/S187/01/01 (naxas
MO3 pin 29.05.2019 Ne1194)

Havanenuk BKSI EE T e i QA Mukonaisia Unkonoseub

Josponeno fo peanisauii _
«lluM 8 3acpiguylo, wo masegesa suue  inopmauis € plocy

{BKUIOMAIONY  TAKYDAHWHA Ta MADKyBAHHS) T4  NPOBENCHOR|XGHTPONE KQIC PKOCT] o BHUE3A3HAMCHIE  QbHURE Y NOBHIi
pixnosignocti 3 sumoramu GMP, ncranosnenamu Micucma i Jlslfbiﬁ@ﬁ}l'ﬁmprz @f ;‘: TAKOK  BiAnoBiAHO o creundikauii,
o MicTAThCH Yy peccrpauiiinomy  nocke.  Tlpotoxonu " ?@E‘i(@?/‘ﬁylv /' ta  awanisis  Gyno  mepernanyto  Ta
peradosieHo Bignosinuicts GMPy ',,6,4_";“ 4

VYnoeHOBaKEHa 0¢06a 3 AKOCT p o

wowense

Pow-an 11496 om 4304 got0 T~




Bupobnme: AT «Knismeanpenapars, T, (044) 490-75-22
Jimssus Nl uexy 3 BHpOSHMITES TREPEHX (JOPM MOTOBHX NiKEPCRKHX 38cobin
Anpeca supalinusof ginsomi: YipaTna, m. Kals, sya. Cexcarancexere, 139
ANPECS MICUS NPOREASHHA KOHTROMO AKkocTi: Yipaina, 01032, . Knln, syn. Caxcarancenoro 139, Biagin mostposo seocTi
Nivewsin va prpoGuuuTeo: AE Ne295498
Ceigourse npo erccrawing: Me293 sin 30.03.2016 p.
Cepragurar signosizwocri GMP M001/2020/GMP

Cepradikar axocti Ne 48484
Oypanunin®

TabAETHH 09 NPHIOTYBAHKS POIYHHY L5 J0BMILHEOMO 3acTocyBanna na 20 mr, mo 10 radnerox ¥
. Baierepi; no 2 GaicTepn B navni
1 TaGneTka MiCTHTE! uirpgﬁplﬂ?_[n"ﬁ‘ﬁn“pa.lﬂ.y nepepaxyeanni wa 100 % pevosuny - 20 mr
5 PILN:UA/S187/01/01, aie Geserporono

Cepin ;i 0032130, ,

Kin-Tu & cepil ;I 1550 Tuesyn - -

Jara wupobiHuTEa 1.1..333131].- f

JlaTa BHOMI CopTHgIRETY 1503,2021

AHANIT BHKOHEHD ¥ KIZNCEIIHOCTI 3 MEKH I3 av pecerpanifinoro noesinnenus MUASISTOU01 (uaen MO3 X730 sin
19.07.2016), smina Nal, M2, smina p. “Mapxysanua®™ go PI1 NaUAISIET01/01 (waxaz
MU3 pio 29.05.2019 Mel194)

e Hadise sy BAHHA NOKEKIHHKR Bumore MES/AHO PeayneTar gnamsy
I | Onmc Tafineren mosroro abo 3eMeRyBATO-KABTON KONLORY, 3 Binnosinae

1 HOpiBHOMIpHHM Jalapaneina sy RosspH,
IUIOCKOLUHTIHAPHHHOT GOpMH, 3 (ackDio | PHCKOK.

2 | lacrATHdixawms A Yd-enestp Bianocsinae
B. Xapaxtepha peaKilia na HiTporpymy. Bianoaigae
C. XapaxTepHa peaEuin (8] va xIopman Bignosigae

3 | Cepeana maca, Mr ’ Bia 789 mr 1o 872 mr B32

4 | Poansannwn, x8. He Ginbwe 15 xn L]

5 | CmaopionicTe AOSOGAHHN GARHKLE MprfiManiie GHCcao Mae MiRONILETH BHMOTEM, Bianosizae

Jmawauenns 8 JEY/EP, 2.9.40

6 | Mikpofionoriana wacToTa Kpurepii npuitiariocti: Jaramuue uncno sepobnix Bianosizac
mikpooprakissie (TAMC) - 100 K¥O e 1 r.
* - KOHTPONIOETECA Kookcha | 0-Ta cepis
Kpurepii npriHamHocT: Jaraasie UHCRD ApiscmsoRi i Bimnosizac
nuicenenx rpubin (TYMC) - 10 KYO el
* - yoHTRONIOCTRCE WxeHe | (T8 cepin
Riacytricts Pseudomonas aeruginosa ta Staphylocoecus Bianosinae
auréus s I r

* - KOHTPONIOETHEA koacHa | D-Ta cepin
T | Kinexicue pHanaseHHs, MT Bumict nitpodypany B oanift ratnetui mac GyTH pig 18 T 0
ap 22 Wr, ¥ NCpepRxyBAHHI HA CSpeHED Macy TafaeTin,

BMicT HATDIIO XADPRIY B CAHIA TeGneTU Mae GyTH sin 760 a03
sr oo B40 wr, ¥ NEPEPRXYREHHI HA CEPELHIO MACY :
rafineTiH

& | MapryBasKs 3ngno MEA




Ceprudixar axocti Ne 48484

DypaunTin®
He HafiMeRyBanng noxasHiKa Bumorn MIGUAHT Pegynsrar asanizy
9 | Voawoma Jrigvo MEA Bianosiaec
Tepmin npuasraocti: 500 p Mpuaeriit oo 02.2026
Yrtonn 3BpIresHn B opurinansulii yaawonul, npn Temmeparypl ne sume 25 °C,
BHCROBRH Binnoainae nsoram MES J13 ao pecerpanilinoro noeninmenun N UASIETOL0T (naxay MO3
Ne730 min 19.07.2016), smina Nel, N2, tina p. "Mapxysanua” oo PIL MUASISTAOL/OL (nusas

MO3 aia 29.05.2019 Na1194)

Hawansumx BESA £ 2 &aCTRa 3y, 10nia Mukcnaiana Husoroseus

Tioasoeno g0 peanisanil A

allos 8 3aceimuylo, W0 HEsegcHR Buwe indopManis € Lo cepho npoaysayl Gyno  snpobneno
(BEMIOMAMH TAKYDAKHE TR  MOPKYBAHES) it pMuesaIHsNeHil  ainkim Yy noasil
signosigmocTt 1 swsorams GMP, DCTRHODNEHMMH - MicLien L ol 0 Texow DaONOBLOMO A0  cnewsgixauif,
Wo MICTATRCA ¥ PELCTPEUIFHOMY 3 { L Ta Esanipis  Gynd  nepernmMyToe  Ta
seTapoRnena sianoaizwicrs GMPy i z
Ynosnosakena ocola 3 axoctl "" m:un leapriiana CHuosa

Pl L o | . fF =
B e NOPIP 0w p2_0p-202/ ﬁ




Bupo6uuk: AT «Kuismennpenaparm, /¢, (044) 490-75-22
Ainbhuus Nel uexy 3 BHPOGHUUTBA TBEPAUX (HOPM rOTOBHX nixapcbKHX 3aco6in
Azpeca BUpOGHHYOI AiNbHUL: Vpaina, M. Kuis, yn. Caxkcarancbkoro, 139
Azpeca micus NPOBEASHHS KOHTPOMIO SKOCTI: Yxpaina, 01032, m. Kuis, syn. Caxcarancsioro 139, Biagis koutposio sxocti
Jliensis na BHPOGHULTBO: AE Nu295498
‘ Cainourso npo atectauiio: Ne293 pix 30.03.2016 p.
Ceprudikar signosiznocri GMP Ne001/2020/GMP

Ceprudikar sxocti Ne 61767
Dypauunin®

TAGJIeTKH /15 NPUTOTYBAHHSA PO3YHHY 17151 30BHIILIALOTO 32CTOCYBAHHSA n@ 20 mr, no 10 TabaeTok y
Gricrepi; no 2 6aicrepu B nayui

1 Ta6nerka micTuTh: HrrpO(bypasoHy (iitpodypaiy), y nepepaxysanui Ha 100 % peuoBuny - 20 mr
P NoUA/5187/01/01, aie 6e3c1'p01cono

Cepin 0039136
Kin-ts B cepii v ) 10,871 THE. yR
Hara supoGuuurea ©13.07.2021
Hara Bunaui ceprudixary 21 67‘ 7:021 -
Anaiz BUKOHAHO y BiANOBIAHOCT 3 MK3 T3 a0 peectpauiiinoro noceiavcuns MUA/5187/01/0] (naxa3z MO3 Ne730 sin
s 19.07; 2016), amina Nel, Ne2,3mita p. "Mapxysanun" g0 Pl NeUA/5187/01/01 (nawas
MO3 iz 29.05.2019 Ne1194)
Ne HaitmenyBanns norastnxa Bnmom MKSVAHL Pesynvrar ananisy
1 Onue Tabnerxn sx0BTOr0 260 3€NEHYBATO-XOBTOrO Konsopy, 3 Bianosinae
’ nenb HEpiBHOMIPHUM 3a6apBeHHAM HOBEPXHI,
TLTOCKOLMNIHAPHYHOT (hopmi, 3 (ackoio i puckoio,
2 | Inenmuoikanis A. Y®-cnexrp ‘ Binnosinac
B. Xapakrepua peakuis na nitporpyny. Biznosinae
C. Xapaxrepua peakuis (a) na x10pHay. Binnosinae
Cepenns maca, Mr Bix 789 mr no 872 mr. E 841
4 Posnanauns, xs. He Ginbiue 15 xa. . % %
OnHopinuicTs 1030BaRKX ORMHMUE TpuitmansHe wicno mMac BiaNOBiAaTH BuMoram, ” / = Bihnoﬂfnac
3a3Havenum B LOVY/EP, 2.9.40. IR
6 | MixpoGionoriyma wncrora Kpurepii npuiinstrocri: 3aranbue uncno aepoﬁuuk b o F Bianosinac
mixpooprauismis (TAMC) - 100 KYO s | 1. : ’ )
* - KoHTpOMIOETHCS KokHa 10-Ta cepis
Kpurepii npuiinataocrti: 3aransue uncio gpi)xmkonux i o »Bign‘oniixae‘i
nricenesyx rpu6is (TYMC) -10KYOs 1T o ’
* - KOHTPOMOETHES KoxHa 10-Ta cepis R
Bincymicts Pseudomonas acruginosa ta Staphylococcus . Biariosinae
aureusB I r _
= KOHTPOMOEThCA Kokha 10-Ta cepia
7 | Kinbkiche Bu3Hauenss, mr Buwicr nitpodypany B onuiit Tabnerui mae 6yTu Bin 18 mr 20
Z0 22 mr, y NepepaxyBaHHi HA CEPEAHIO MACy TabNEeTKH.
Buicr natpiro xniopuny B oauiii Tabnetui mae 6y sig 760 . 807
Mr 10 840 mr, y mepepaxyBaHHi Ha cepeHIO Macy
TabReTKH,
8 | Mapkysauns 3riaso MKSI Binnosinae




; Ceprudixar sxocti Ne 61767

Oypanuaig®
Ne Halimenypanus noxasnuxa Bumoru MKS/AH[ Pesynsrar auanisy
9 | VYnakoska ' 3rinno MIKST 5, Bianosinae
Tepmin npunarnocri; 5.00 p. Tpunaruuii 2o: 06.2026
YmoBu 36epiranns: B opurinaasniii ynaxosui, npu remneparypi e sume 25 °C. '
BucHoBku: Bianosizae sumoram MK JI3 o peccrpﬂuil‘inoro noceigucnnn NeUA/5187/01/01 (nakaz MO3 '
Ne730 sux 19.07.2016), 3mina Nel, Ne2, amina p. "Mapxypanna® 3o PIT NeUA/5187/01/01 (naka3
MO3 sia 29.05.2019 Ne1194)
Hauanbiuk BKSI L7 itiey IR Mukonaisna Unxonoseus

Hossoneno g0 peanizauii -
«llum 3 3aceiguyio, wo HaBegeHa BuE indopMania € go
(Bxnrouaoun
BIANOBIAHOCTI

BCTAHOBAEHO BianoBigHicTs GMPy»

WO  MiCTATBCA Yy  peecTpauiifHOMy  JOChe. Hpom@

YnoBHOBa)keHa 0coba 3 aKkocTi

cepito  npomykuii 6yno BupoGneno
luesasHauenilt  minbHMUi Y  moBHii
KoK anomm-lo no  cneundikanii,
aHanizis  Oyno  mepernaHyro Ta

NaKyBaHHA Ta MapKyBaHHA) Ta npoBeieHO KoHH
3 Bumoramu GMP, BCTaHOBREHMMM MiCLIEBMM p




BupoOuux: AT «Kuismeanpemnapar», 7/¢. (044) 490-75-22
Hinbuuua Nel niexy 3 BupoGHuLTEA TBepaUX GOPM NOTOBHX MiKapchkux 3aco6in
Anpeca supo6umuoi fineHuLi: Yipaina, M. Kuis, syn. Cakcaraucskoro, 139
AJpeca Micns npoBeaeHHs KOHTPOMIO AKoCTi: Yipaina, 01032, M, Kuis, syn. Cakcararcsxoro 139, Bigmin KOHTPOJHO AKOCTI
Jlinensia Ha supo6uunreo; AE Ne295498
Cainourso npo arecranito: N293 sig 30.03.2016 p.
Ceprnikar ignosigHocri GMP Ne001/2020/GMP

Ceprudixkar sxocti Ne 65692
= Pypanuain®

Tabaerkn aas HPHIOTYBAHKS POIUHHY MAl 30BHIIIHBOIO 3acToCyBaHNA no 20 mr, no 10 Tabaerox y
_baicrepi; no 2 Gaicrepn B navni
1 TaGnerka MicTuTn: HiTpoq)yp'a’;o"ny (_ﬁfqu@ypany), y nepepaxyBauni Ha 100 % peuoBuny - 20 mr
: * PIT NeUA/5187/01/01, sic GescTpokoso

Cepia r 0041062 .

Kin-te B cepit 10,940 Tae. yn ok ]

Jlara Bupo6rmmrsa “17.082021 ’

Jara sunavi ceprnﬁ)imxy 02.09.2021° :

AHaJIi3 BUKOHAHO Y BiATIOBIAHOCTI 3 MKSI J13 1o peecrpaniiinoro nocaiauenns NeUA/5187/01/01 (naka3 MO3 Ne730 in

i 19.07.2016), smina Nel, No2, 3mina p. "Mapkysauus" xo PII NeUA/5187/01/01 (naxa3
M03 Bix 29.05.2019 Ne1194)
Ne HaitmeHyBaHua nokasauxa Bumorn MKSVAHL Pesynbrar ananizy
1 Onuc " TabneTku x08TOr0 860 3€/1EHYBaTO-XKOBTOIO KOALOPY, 3 Biamosinac

nieib HePiBHOMIPHHM 3a6GapBACHRAM NOBEPXHI,
TUTOCKOLMITIHAPHYHOT opMH, 3 (hackoio i puckolo.

2 Inemud)iki}uix A. YO-cniextp Bianosizae
{ B. XapakrepHa peakuis Ha HiTporpyny. Bignosigae
i C. XapaxrepHa peakuisi (a) Ha XJIOpPHIH. Bianosinae

3 | Cepenns M:aca, MI Bix 789 mr no 872 mr. 832

4 Poananami:x, XB. He Ginswe 15 xa. 6

5 OAHOPiJ.IHl'iC‘l‘B L030BAHHX OXHHHLB [IpuitManene 4ueIo Mac BiANOBIAATH BUMOTaM, Bianosizae

!
: 3a3Hauennm B JIOY/EP, 2.9.40.

6 Mixpoﬁioniori'ma 4HCTOTA Kpurepii npufiuarnocti: 3araneHe uncno aepoGHux Bignosinae
mikpooprasismis (TAMC) - 100 KYO s I t.
* - KOHTPOMIOETBCA KO Ha 10-Ta cepist

niicenesnx rpu6is (TYMC) - 10 KYOs 1 .
* - KOHTPOMOETHCA KoXHa 10-1a cepin

Kpurepii mpuitHatHocTi: 3aransHe Yucio apikmKoBHX i Binnosinae

aureusB l r
* - KOHTPOMOETBCA KoxkHa 10-Ta cepis

Bincyrnicrs Pseudomonas aeruginosa ta Staphylococcus Binnosinae

7 | Kinskiche !Ijmnaqem-m, MT Bwmicr Hitpodypary B oauiii TaGneTui Mae GyTu Bin 18 Mr 18
‘ A0 22 mr, y nepepaxyBaHHi Ha CEpeHIO Macy TabneTku.
Buicr Harpito xnopuny B oaniit rabnetui mae Gyv six 760 804
Mr g0 840 Mr, y nepepaxyBaHHi Ha CEPELHIO Macy
TaONeTKH.

8 | MapkysauHs 3rigno MKST Binnosiaae




s

Ceprudikar sxocti Ne 65692

Pypannain®
Ne HaltMeHyBanRs MOKa3HHKE Bumorn MKS/AHK ; Pesynstar ananizy
9 | VYnakosxa 3riano MKA : Bignosigae
Tepmin npuparnocti: 5.00 p. [Tpunarnuit no: 07.2026
¥YmoBH 36epiraHHa: B opurinansuiii ynaxosui, npu Temneparypi ne saiue 25 °C.
BucHoBxu: Bianosinae sumoram MK JI3 xo peecrpauiitnoro nocsixuenns NeUA/5187/01/01 (naxas MO3
Ne730 Big 19.07.2016), 3mina Nel, N2, 3miua p. "Mapxysanas' ao PII MUM5187/01/pl (nakal
MO3 sia 29.05.2019 Ne1194) '
i
Havansaux BKA Onis Mukonaisua Yukonoseus
o3soneHo a0 peanizauii

«lluM a4 s3aceimdyio, WO HasemeHa Buwe i{HdopManis
(BKAIOMAIONM [aKyBAHHA TA MAapKyBaHHA) Ta INpoBeAcHds
pianosimHocti 3 BumoraMu GMP, BCTaHOBNEHMMM Micuel

funs  Ta  adanizis iGyno neperAHyTo Ta

wo MictaTecs Yy peectpaliiiHoMy  gocke.  Ilpoto! :'

BCTaHOBNEHO BifnosigHicTs GMP» ;

YnosHoBaxeHa 0coba 3 AKOCTi yPre. Wl Z
W ¢ mﬁ f

Lo cepito nponykuii Gyno BupoGneso
HA BUIUE3A3HAuCHid AUBHWLI Y  TOBHIi
MM, a TaKox ninno);inﬂo no  cmeuwmdixarii,




Bupobunx: AT «Kuismeanpenapar, 1/d. (044) 490-75-22
Ainbrnug Nel nexy 3 BupoGHULTBA TBEPHMX GOPM FOTOBUX AIKAPCHKUX 3aCO6IB
Appeca sapoGHuyOi AinsHuUL: Yipaina, M. Kuis, Byn. Cakcarancskoro, 139
Anpeca Micis OPOBEACHHS KOHTPOIO SKOCTi: Yxpgmg 01032, M. Kuis, Byn. Cakcarancskoro 139, Bingin konrpomo axocti
Jlinewsis Ha BupoGuunTee: AE Ne295498
Csinonrso npo arecrauito: Ne293 sin 30.03.2016 p.
Ceprugixar signopinsocri GMP Ne001/2020/GMP

Ceprudixar sxocti Ne 65695
Pypanuain®

TabieTky Aan NPUTOTYBaHHs PO3YMHY A5 30BHILIHLOTO 32CTOCYBaHHR 10 20 Mr, no 10 Tabnerox y
Guictepi; no 2 Guictepu B navmi

ony (HiTpodypany), y nepepaxysanni na 100 % peuosuny - 20 mr
UA/5187/01/01, nie 0e3¢cTPOKOBO

1 TaGnerka MicTHTB: HiTP

Cepis
Kin-ts B ‘cepii'
Aara BupoGHuuUTBa
Jlata Bunaui ceprudixary X :
Ananiz BHKOHRHO y ninnosi,uuqcri 3 MKiI J13 R0:peecTpaniiinoro nocsizsenna NeUA/5187/01/01 (naxas MO3 Ne730 six
E “y "19; 07, 2016), 3mina Nel, N2, smina p. "Mapkysaunn" go PII NeUA/5187/01/01 (nakas
MO3 zin 29.05.2019 .N‘.1194)

No HailimeHyBauus mokaswmuka Bnmom MI(H/AHII Pesynsrar ananizy

1 | Onuc TabneTku x0OBTOFO 260 3€/ICHYBATO-)KOBTOIO KOILOPY, 3 Binnosigae
1€k HEPIBHOMIPHMM 3aGapBIEHHIM MOBEPXHI,
IUIOCKOLMIIHAPHYHOT (HOpPMHA, 3 JACKOIO i PHCKOIO,

2 | lnenrudixanis A. Y®-cnextp Bianozinae
B. Xapakrepna peakuis Ha HiTporpyny. Bianosinae
C. XapakrepHa peakiid (a) Ha XJIOPUAM. Binnosinae

Cepenns n@aca, Mr Bin 789 mr no 872 mr. 827

4 | Posnaianus, xs. He 6inbme 15 xs. 6

5 | OnuopiasicTs Ko30BaHUX OAKHMLE TpuitmansHe yncno Mae BiANOBiAaTH BUMOram, Binnosigae
3asuayenmm B [JOVY/EP, 2.9.40.

6 | MixpoGionoriuna uucTora Kpurepii npulinsrsocti: 3aransHe 4ucno aepobHux Binnosinae
Mikpoopranizmis (TAMC) - 100 KYO s I T. /<10 KYO/
* - KOHTPOJIOEThCA Koxkna 10-Ta cepia
Kpurepii npuitHaTHocti: 3aransHe YHClIo APiXOKOBHX i Bianosinae
nicenesux rpuGis (TYMC) - I0KYO B 1. /<10 KYO/
* - KOHTPOMIOETHCA KOkHa 10-Ta cepis
Bincyraicts Pseudomonas aeruginosa Ta Staphylococcus Bianosinac
aureus B 1 r

* - KOHTPONIOETLCA KoXkHa 10-Ta cepis

7 | Kinbkicne BU3HaueHHs, MI Bwicr wirpodypany B onuiii Tabnetui Mac GyTH Bia 18 Mr 20
H0 22 Mr, y niepepaxyBaHHi Ha CepeHIO Macy TaGleTku.
Bwmicr Harpito xnopuay B onuiit Tabnerui mae GyTH Bin 760 805
mr j10 840 mr, y nepepaxyBaHHi Ha CEPEAHIO Macy
TabNeTKH.

8 | Mapkysauus 3rigxHo MK Bianosigae




Ceprudikat sxocti Ne 65695

Dypanuain®
Ne HaiimeHyBauHa roKasHuKa Bumoru MKS/AHI Pesynsrar aHanisy
9 | VYnakoska 3rizHo MKsA Bianosiaae
Tepmin npuaarsocti: 5.00 p. Ipuparaui no: 07.2026
YMmosH 36epiranus: B opurinanbuiii ynakoBmi, npn TeMneparypi ne Bume 25 °C.
BucHosku: Bianosinae Bumoram MKS1 JI3 ao peccrpauiiinoro nocsinuenns NeUA/5187/01/01 (nakas MO3

Ne730 i 19.07.2016), 3mina Nel, Ne2, 3mina p. "MapkyBanusa” o PII Ne_UA/5187_/01/0'[1 (naka3s
MO3 Bin 29.05.2019 Ne1194) ‘

Hauanshuk BKA
Jlo3BoneHo fo peanizauii
«lIuM n 3aceimuyio, O HaBefeHa BHIe iudopMauin € mocTffRInEg nwﬂmxo. aﬁx cepito npoaykuii Gyno BupoGneHo

(BKNIOYAlOUM MaKyBaHHS Ta MapKyBaHHA) Ta NpPOBEACHO
signosigHocti 3 Bumoramu GMP, BCTaHOBAEHHMH MiCLEBMM D
wo MICTATBCA y  peecTpauiiinoMy  JOCHE.
BCTaHOBJICHO ,Bi)moninuvicn GMP»
VYnosHoBaxeHa 0co6a 3 axocTi

Rline3asHayeHii  QNbHUIU Yy  MOBHIM
aKOK BIANOBiAHO JO cneumdikauii,
ayanmizis = 6yno nepernsHyTo Ta

o

Ty
mm ‘OPA[/
* e A

&
e




Bupo6unk: AT «Knismeanpenapar, 17/¢. (044) 490-75-22
Hinsruns Nel nexy 3 BupoGHKITB TBepAMX (OPM TOTOBHX TiKapChKHX 3aco0iB
Anpeca BupoGruyoi Ainsuuui: Yxpaina, M. Kuis, By Cakcaraucsxoro, 139
Appeca MiCLid NPOBEAEHHSA KOHTPOIIO AKOCTI: YKpaiHa, 01032, M. Kuis, Byn. Caxcarancsxoro 139, Biagin konTpono sxocti
Jlitensin Ha BupoGHuTo; AE Ne295498
Caizourno npo arecrauiio; Ne293 six 30.03.2016 p.
Ceprudixar signosigsocri GMP Ne001/2020/GMP

Ceprudikar sxocti Ne 71222
Dypanuain®

TAGAETKY ANS NPUTOTYBAHHS PO3UMHY AN 30BHIIHLOTO 3acTocyBaHHA no 20 Mr, no 10 Tabnetok y
6aicrepi; no 2 Gnicrepu B navni
1 TabaeTka micTuTs: HiTpodypasony (nirpothypasny), y nepepaxysanni ua 100 % pevosuny - 20 mr
o P J\’QUK/5187/01/01,A Aie GescTpokoBo

Cepis ’1(‘)0‘41456" 4 ”
Kin-Tb B cepii 11,140 THe ¢ R
. Jara BupoGHuLITBa 0 4;10.20’2“1'.: N
Hara sunesi cepradiary 13102021
AHani3 BHKOHAHO Y BiANOBIAHOCTI 3. JM.KQ,JB o p_eé:_crpauiimoro nocsigyennn NeUA/5187/01/01 (naxas MO3 Ne730 Bix

19.07.2016), smina Nel, Ne2, amina p. "Mapikysanns" go PII NeUA/S187/01/01 (uakas,.-
MO3 sin 29.05.2019 Ne1194) '

Ne HalimMeny BaHHa nokasHHKa Bumoru MKSI/AHT Pesynprar ananisy

1 | Onuc TabneTku x0BTOTO 260 3eNEHYBATO-)KOBTOIO KOJILOPY, 3 Binnosizac
JIeab HEPiBHOMIPHUM 3a0apBJICHHAM NIOBEPXHI,
NI0CKOUMAIHAPYUHOT JOPMH, 3 (aCKOIO i PHCKOIO.

2 | Inenrndikauis A. Yd-cnexrp Binnosigae
B. XapaxTepHa peakuiis Ha HITporpyny. Binnosinae
C. XapakTtepsa peakuis (a) Ha XJIOpHIA. Bipgnorinae

3 | Cepenns maca, Mr Bin 789 mr no 872 mr. : ) 836

4 | PosnaaanHs, XB. He 6inbure 15 xs. 10

5 | OnwopianicTs A030BaHUX OMUHULE IpuiiManbHe YHCI0 Ma€ BIANOBIAATH BAMOFaM, Bignosinae
3a3HaueHuM B JJOVY/EP, 2.9.40,

6 | MikpoGionoriusa uucrora Kpurepii npuifuarsocri: 3aranbhe 4icno aepoGHux Binnosinae

mikpoopranismis (TAMC) - 100KYO B 1T,
* - KOHTPOMOETLCA KoXHa 10-Ta cepia

Kpurepil npuiiHATHOCTI: 3arajsHe UHCIO APIKAKOBHX i Bianosinae
nuiceneBux rpubis (TYMC) - I0KYO B 11
¥ - KOHTPOMOETHCA KoskHa, 10-Ta cepis

Bincyrnicts Pseudomonas aeruginosa ta Staphylococcus Bianosinae
aureusB lr
* - KOHTpONIOETHCA KoxkHa 10-Ta cepist

7 | KinbkicHe BU3HA4YEHHS, MT Bwicr wiTpogypaiy B oauiit Tabnerui mae 6yt Bix 18 mr 19
no 22 Mr, Y nepepaxyBaHHi Ha Cepe/iHio Macy TabNneTKu,
Bwmict Hatpito xnopuay B onHiii Tabnetui Mae GyTu Big 760 812
Mr o 840 mr, y nepepaxyBaHHi Ha CepeIHIO Macy
TaONeTKH.

8 | Mapkysauns 3rigno MK Bianosinae




 Ceprudixar sxocti Ne 71222

@Oypauuai®
MNe HaliMeHyBaHHA NOKasHHKA Bumoru MKA/AHI Pesyasrar ananisy
9 | Ynawoska . 3riano MKST ' Biznosinae
Tepmin npuaarsocri: 5.00 p. Ipuparauii a0: 09.2026
‘Ymosu 36epiranns: B opurinanmiiii ynaxosui, npu TeMnepaTypi ne same 25 °C.
Bucrosxu: Binnosixae sumoram MK JI3 no peecrpauiiinoro nocsinuenns NeUA/5187/01/01 (nakas MO3

Ne730 sin 19.07.2016), 3mina Nel, Ne2, 3Mina p. "Mapncynamm" Ao PII NeUA/5187/01/01 (naxa3

MO3 six 29.05.2019 'N91194) ; _
D3 o= P

Havansuuk BKSI

Jossonero 10 peanisarii
«quM 2 3acBiguylo, 1O HaBeAeHa BHWE iH(popMaLlia
(BKTIOYA04Y TaKyBaHHS Ta MapKyBaHHN)

Lo cepito mpomykuii Gyao BupoGneHo
a BHMIUE3a3HaYeHilt MinbHMWi Yy nOBHIM
BianominHocri 3 BuMoramu GMP, ecramoBnemuMu MicueR¥gZpery. ﬁiﬂ | a rakox Biamomimmo mo  cmemmdikanii,
JO  MICTATBCE Y peecTpauiiiHoMy  JOCHE.
BCTaHOBJEHO BigmoBigicTs GMP»
VrosHoBaxkeHa 0coba 3 sKocTi

Ta aHamisis Gyno = meperisHYTO Ta




Bupobuuk: AT «Kuismemmpenapam, /. (044) 490-75-22
lImLHmm Nel uexy 3 BupoGumirea TBEPANX GOPM FOTOBHX JHKAPCHKHX 3aC06iB
Anpeca BUPOGHUO] Ainbyuni: Ykpama, M. Kuis, Byn. Cakcarancsxoro, 139

. Anpeca Micus npoaenem-m KOHTPOJIO AKOCTi: YipalHa, 01032, m. Kmn By Caxcarancskoro 139; Binain xontpomo sxocri

{

H

{

|
'raﬁ.ne'rlcn s npnrmynamm PO3YHHY AN 3oamumboro 3ac’rocyaanna no 20 mr,

Jliuensis na BupoGunuTBO: AE Ne295498

Caigourso npo arecranito: Ne293 Bix 30.03.2016 p.
Ceprudikar simmosimnocti GMP Ne001/2020/GMP

Ceprudixar sxocti Ne 71261
(I>y'pauu.r1in®

Gaicrepi; mo 2 Gnicrepu B nauni

no 10 Tabrerox y

1 Tabnersa micTuTs: m'rpoq:ypaaony (nitpodypany), y nepepaxysanni na 100 % PE4OBHHY - 20 mr

PII .N‘eUA/5187/01/01, Xie GescTpoxoso

Cepis . ooaer
KinTo B cepif .+ 11,469 THe.ym :
JHara BupoSunursa 1 +.05.10.2021
" Hara Bugaui cepTudikary . 18.10.2021
Amanis BukoHaHo y BianosigHocTI 3 MKs1 I3 mo pecc'rpamiinoro nocsiavenns N°UA/5187101101 (uam MO3 Na730 Bi}l
‘ 19.07. 2016), amlia Nel; Ne2, amina p- "Mapxypanus" ao PXI NeUA/5187/01/01 (nakas
MO3 sia 29.05.2019 Ne1194)
Ne Haitmenysanns nokasuuka Bumoru MKSUAH]] Pesynerar ananizy
1 | Omue TaGnerxu x0BTOr0 260 3ENEHYRATO-XOBTOrO KOSIbOpy, 3 Bianosinae
! Jienb HepiBHOMIPHHM 326apBIIeHHAM TIOBEPXHi,
[ TJI0 CKOLHNIHAPHIHOT qmpMu 3 dmcxoxo i pucxolo
| 2| Inewrncixamis A. Yd-cniexrp Binnosizae
|B. Xapakrepua peakuis sa HiTporpyny. Bignosigae
! C. Xapakrepna peakuis (a) Ha XNOpHaH, Bianosigae
Cepenna maca, Mr Bin 789 mr no 872 mr. 825
4 | Posnapamms, xs. |He 6insime 15 xs. 8
OnHopianicts ao3oBanux OIVMHNMIL Tpuitmansue ymcno mae sianosinaTy BHMOTaM, Bianosinae
" |3a3navennm B JJOY/EP, 2.9.40.
6 | MikpoGionoriuna uucrora ; | Kputepii npuituatrocrti: 3aranshe YHCIIO aepOGHHX Binnosizae
3 Mlkpoopramamn (TAMC) I00KYOBIrT.
- KORTPONIOEThCA koxHa 10-Ta cepis
Kpurepii npuiinsraocri: 3aransue uncno HpbKIpKOBHX i Binnosinae
nniceneBux rpu6is (TYMC) - 10 KYO s I .
* - KOHTPOMOETHCA KoxcHA 10-Ta cepis
Bincyruicrs Pseudomonas aeruginosa Ta Staphylococcus Binnosinae
aureusBIr
i * - KOHTPOMOETHCA KoKHa 10-Ta cepis
7 | KinekicHe Bu3HaveHns, Mr Buicr Hh‘po(b_ypany B O/uiil TabeTui Mae 6yTu Bin 18 Mr 20
: A0 22 Mr, y nepepaxyBaHui Ha CEPEAHIO Macy TafneTku.
Buicr narpito xnopuay B oawiii TaGnerni Mae 6yTu Bix 760 804
Mr zio 840 Mr, y nepepaxyBanHi na CepeIHIO Macy
Tabnerku.
8 | Mapkysanus 3rinno MK Binnosinae




Cepragixar sxocti Ng»?-"l'i 261

Oypauunin® |
H : 3
Ne HaiiMenysamus noxasuuxa Bumoru MKSI/AHJ] i Pesynerar ananizy
9 | VYnakoska 3rigmo MKS , Bignosinae
Tepmin npuparsocri: 5.00p, " o : - : c Ll . . Tlpuparnmit no: 09.2026
YmoBM 36epiranns: B oplirinanbniﬁ ynﬁxo‘nui, npu TeMIepaTypi ne same 25 °C. '
BncHoskn: Binnosiaac snmoram MK JI3 no peecrpauiiinoro nocsingenns JﬂhUA!Sil87/01f01 (nakaz MO3

Ne730 pix 19.07.2016), 3mina Nel, MZ,":mina p. "Mapkysanua" ao PIT M::UAISIMIOIIOI (maxa3s
© MO3 Bix 29.05.2019 Ne1194) = | T

Hauaneuuk BKS

KossoneHo no peanisauii
«llum. 1 3aceiguylo, mo HaBesema mume " iHdopmanis ¢ §
(Bxmouaoun makysamms Ta MapKyBaHHA) Ta nposeneHd|:
BianosigHocTi 3 Bumoramm GMP, BcraHoBneHHMM Micues
mo  MictaTees  y peectpauiiinomy  nocpe,
BCTaHOBJIEHO BipmOBignicTs GMP» f
YnoeHoBakeHa 0co6a 3 AKoCTi

Onist Mukonaisna Yuxonoserts
N\ N

% Heo| cepiio ~npoaykuii 6yno BHPOGNEHO
BUIESZ3HANERIH  giNbHHLj Y nDoBHiK
a TakoX BiANOBiAHO A0 coeuubirauii,
Ta  asarisis Gyno mepernamyro Ta




BupoGuuk: AT «KuisMexnpenapan, T/th. (044) 490-75-22

Jinsavmg Nel uexy 3 snpoﬁnmmza ‘TBepwX HOPM TOTOBHX JIKAPCHKHX 3acobiB

peca BupoOHUHOI nummm Yipaiua, M. Kuis, Byn. CakcaraHcskoro, 139
-Anpeca MiCIis TIpOBEAEIHA KOHTPOIIO AKOCTH prama, 01032, m. Kuis, Byn. Caxcarancsxoro 139 Bumm xourpomo xKocn:

T Jliensis va Bnpoﬁumrmo AE Ne295498 .. :

: ] . CBi/IOLTRO NPO ATECTAIIIO: Ne293 pin 30.03. 2016 P-

i A Cepridixar simnosigsocti GMP Ne001/2020/GMP

Ceprudikar saxocti Ne 71268
(I)ypammm®

BAHHS pOS‘IHHy AAs: mnﬂlmnbom 3ac1'ocysamm no 20 Mr, 1o 10 TabneToK y '
.. Guicrepi; no.2: Gricrepw's nawui | :

2 mTpoq)ypasony » rrpotbypa.uy), Yy nepepaxysaum HA 100 - peqonmly <20 mr

R i ¢ .N‘sUA/5187/01/01, Aie 6e3cTpoKoBo '

Tabnerkn jmu npu

" Lfs6nerxa micTH

Cepia ’f 0041466

Kin-Ts B cepil e : Lo
Jlaa,supoGHuITEA B ’06.10 202'1‘ o i
arasupadi ceprudixary - 4 *18.10.2021

AHajii3 BHKORAHO Y BiANOBINHOCTI 3f .« MKS! J13 a0 pecc'rpnmiiuoro ‘nocaiauen ns N:UA15187101101 (nam M03 M730 n‘in
19.07:2016), aMina Me1; Ne2, 3mina p. "Mapxysauns" o PII MNeUA/5187/01/01 (naxas
MO3 Bix 29.05.2019 2e1194)

Ne HaiiMeHyBaHHSA NOX#3HUKA Bumorn MKSI/AHI Peaynurar anamisy

1| Omuc TabneTky %oBTOro abo 3e/eHyBaTO-KOBTOT0 KOJIbOpY, 3 Bingnosiaae
Nems HepiBHOMIPHIM 3a0apBICHHAM niOBepXHi,
nnocmmil-uxpwlaoi (bopml, 3 ¢ackoIo i PHCKOIO.

-2} Ipewrndikamia - - {A.Y®-cmextp. . : ) B - Binnosinae
; SO S B. anmepﬂapeakmxuam'rporpmy 0 | Bigmosinae
C. XapaxTepHa peakiia (a) Ha XJIOPHIM. Bianosiaae
Cepenns Maca, MI Bin 789 mr 1o 872 mr. 833
PosnapaHHus, X8. He Ginpme 15 xB. 8
5 .] OnmuopiaHicTh KO30BAHHX OYHHHUB TpuifMansHe YUCIO MAE BIANOBIATH BHMOraM, Bimnosinac o
aasnavenum B JJOV/EP, 2.9.40,
6 | MikpoGionoriusa uucrora | Kpurepit mpuiinaTROCTI: 3araiske wncno acpoGHIX : Bignosinac
i T Mlkpoopramsmn (TAMC) - 100KYO 8 ir. } E
EZL R - KOHTPOMOETbCA Kokag: 10-T2 cepis iz e ¥
Kpurepii npuiHATHOCTI: 3arabHe THCNO JHApDKDKOBHX i Bignosinae

nnicenesux rpu6is (TYMC) - 10KYO B 1T
* . KOHTpOJIOETHCS KokHa 10-Ta cepist
Bincytuicts Pseudomonas aeruginosa Ta Staphylococcus Biznosinae
aureus Blr

* . KOHTPOMIOETHCA KKHa 10-Ta cepis

7 ‘| Kinskiche ,smuaqen_ﬂx; Mr Buicrt, Hrrpoq:ypany B onmﬁ Tabnerni Mae GyTu Big 18 mMr '. - 19

' ' R 22 M1, y nepepaxysakii Ha CEPEAHIO Macy TaGlieTKH. |
Bumict Harpuo xropruy B onHilt Tabnerui Mae Gy sig 760 808
Mr 10 840 Mr, y TiepepaxyBaHHi Ha Cepe/iHio Macy
TabneTxH.

8 | Mapxysauus 3riano MKA Bianosinae




Cepmadixar sxocti Ne 71268 |

Dypannain®
e HatiMeHyBaHHA noKa3HuKa " | Brmorn MKSVAHI Pezyasrar anamsy
9 | Vnakopka - - .. - 3PIAH°MKH T TR L Biguopigge ™ |
Tepwmin npuparHocri: 5.00 p. : TMpugaranit no: 09.2026
YMoBH 30epiranus: B opurinansaiil ynaxosni, nps Temneparypi ne sume 25 °C, ‘
Bucnosku: Bianosizac sumoram MKA JI3 a0 peectpaniiinoro nocsizaenns MUJ:\/SISWOIIOI (naxa3 MO3
Ne730 Bin 19.07.2016), amina Nel, Ne2, smina p. "Mapkysaung" .03 ﬁ MUA/5187/01/01 (naxa3

MO3 six 29.05.2019 Ne1194)

HaqanmanKﬂ., e NI AAA A inis ‘Mnxonaisna Yuxonosewy .
Jo3Boneno o peanizanil e
«lam s 3acsigdyio, mo Hapemena Bume indopMamiz € 1o
(BKXMOYAIOMH TAKYBAHHA T4 MapKYBaHHA) Ta OpPOBEACHO
simnopigHocTi 3 BuaMoraMu GMP, BCTAHOBNEHHMM MiCLEBHMM
me MiCTATBCH Y  peecTpaniifHOMy  JOChE.
' BCTAHOBJIEHO BiamopinHicTs GMP»
YroBHOB2KeHa 0c06a 3 AKOCT

cepito  mpomyxuii Gyno. BupoGnero
esasHauenift  AimeMMLi y  moBmil
KO  BiNOBIAHO 20  chneupdixauii,

aHanisis .. Gyno. mepermimyro Ta




BupoGrux: AT «Kuismeanpenapar, T/¢. (044) 490-75-22
Himervmsa Nel nexy 3 BupoGHAITBa TREpAMX (hOPM NOTOBUX MKAPCHKHX 3ac05iB
Anpeca supoGrursoi aimsrmni: Yipaina, M. Kuis, Byn. Caxcarancskoro, 139
Anpeca Micil1 IPOBE/ICHHA KORTPOJIO AKOCTi: Vipaina, 01032, M. Kuin, syn. Caxcarancskoro 139, Bizin KOHTpOMO AK0CTi
Jliuensin #a BupoGHHuTBO: AE No295498
Cainourso npo arecrauiro: Ne293 six 30.03.2016 p.
Ceprudixar sizgosianocri GMP Ne001/2020/GMP

Ceprudixar sxocti Ne 79745
Oypanuiin®

TableTKH A1 HPHIOTYBAHHS PO3YHHY IS 30BHIMIHBOTO 3aCTOCYBaHis 10 20 Mr, N0 10 TatieToK y

Gnicrepi; no 2 Gaicrepu B mayni

1 raGaerxa micTuTe: wirpodypaszony (uirpodypany), y nepepaxysansi ua 100 % peqosuny - 20 Mr

PH N2UA/5187/01/01, aie Geactpokoso

Cepis 0043209
Kin-15 8 cepii 11,690 THE. yn
Jlara BHpOGHHITBA 06.12.2021
Hara sunadi cepracdirary 16,12.2021

Amnani3 BUKOHaHO y BiAmoBifiHOCT] 3

MK JI3 g0 peecrpaniiinoro nocsinaenns NeUA/5187/01/01 (naxas MO3 Ne730 sin

19.07.2016), 3mina Nol, Ne2, 3mina p. "Mipxynnn" o PI NeUA/5187/01/01 (naka3

MO3 min 29.05.2019 Ne1194)
Ne HaifmeHyBaHus nokasunka Bivoru MKSI/AH] Pesynerar ananisy
1 | Ommc TaGneTiH 30BTOrO 260 3eMeHyBaTO-KOBTOIO KONEOPY, 3 Bianosinae
NeIb HEPIBHOMIPHHM 3a6apRITCHHSM MOBEPXHi,
TUIOCKOWUTHAPHIHOT GopMH, 3 (ackoIo i pHCKolo,
2 | Inewrndixamiz A. YO-cnektp Bimmosinac
B. Xapaxrepna peaxuid Ha HiTporpymy. Bianosinae
C. Xapaxrepha peaxis (a) Ha XJIOPHEH. Bimnosinae
3 | Cepeans maca, Mr Bin 789 Mr no 872 mr. 834
Posnazanms, xs. He Ginsme 15 x». 5
OpHOpiABICTD 030BAHMX OMMHHLE IIpuiiManbHe TUCI0 MAE BiITOBIAATH BUMOTaM, Binnosinae
3asuaueHnM B JOVY/EP, 2.9.40.
6 | MikpoGionorigna wicrota Kpurepii npuifnsTHocTi: 3araubHe TCI0 acpoGHIX Bimnosinae
Mixpoopraniamis (TAMC) - 100KYOB I 1,
* - KOHTPOMOETHCA kovkHa 10-Ta cepia
Kpurepii npuiissraocTi: 3araisHe 9cn0 ApimamoBHX i Bizmosinae
mwricenesux rpuGis (TYMC) - 10KYO B 1 1.
* - KOHTPOMOETHCA KOkHA 10-Ta cepis
Bincymicrs Pseudomonas acruginosa a Staphylococcus Binosigae
aureusB 1 r
* - KOHTPONOETHCA Kojkma 10-Ta cepist
7 | Kimskiche BUsHEeHHS, MT Bumict mitpodypany B onnilt Tabnerni Mae Gy Bin 18 Mmr 21
20 22 Mr, y NlepepaxyBaHHi Ha CepeJIHIO Macy TalleTKH,
Bumict marpito xnopuay B ofwilt TaGnerui Mae Gyu Bin 760 787
Mr 20 840 Mr, y NepepaxyBauHi Ha CepelHIO Macy
‘TaGeTKH.
8 | Mapxysanna 3rigno MKS Bignosizae




Cepradixar sxocti Ne 82930
Dypanunin®
M | Heplivcuypasns DOKEsMHES Bevorn MICHAHT PesyimTar aganizy
g | vmcere  3rizen MIKA Bimiorinae
Tepmit: npasamiocti: 5.60 p. " Tipunarswit ao: 12.2026
Yuoee 36epiranysy: B epirrinansnifi yaaxonai, npn remuepsrypi ae eome 25 °C.
Buenorin: Bipnesizae novoram MIKS JI3 as peeerpaniiinoro noceigmenas MNeUAJ LIS‘?!QIIM {naraz MO3

MO?3 pin 29.05.2019 Ne1194)

Nb730 Bin 19.07.2016), 2mina Nel, Me2, amina p. "Mapryeanns” pe PH NeUA/5187/03/01 (nagaz

a

Havzmsuek BKS _, LA ot 5 B aNVinronaiaua YAkonorens

Jlozeonero o peamizauil
clla 1 3aceigtylo, moe Basefenma swie iaGopmamis € ARCYOR
(BRMOCUAIGTY MAKYBAREA T4 MADKYBAHH) Y2 RPOREAEHO  KORY
signesigpocTi 3 bumoravu GMP, DCTABORACHMME  MICHCRIM  pe
WO  MiCTATSCS Y  peccipamifimoMy  Aoche,
BCTAHOBMCHO RiAnOBiARicT, GlPs
Ynoa.noaa?xceﬂa ocoba s mimc,'ri

o

mkephio  mpenyriil  Gyno  BEpofneso
MgespadeiE  HiEHPmi Y TOBHIN
BiAOBIAEG [0 cuvimdiramil,
-E'»r/ apanizie GyN0 NeperMAEYTO  Ta




BapoGmm: AT «KnieMepmipenapar, T/g. (044) 490-75-22
ieruie Nel mexy 3 sHpoGHBRTE TREPAUY HOPM FOTOREX MKAPCHIAX 3ac05lE
B‘Lrpeca appebuuol Ainsemi: Yipaina, v, Kris, sys. Cakcarancsroro, 139
Appeca MicHs SpDREfeHE? XONTROMG SKOCTI: Yipaiua, 01032, m. Kuls, sys. Caxcaraucnxoro 139, Bigmin kouTpome axocTi '
Hinensia va sapeGaummse; AE Me295498 "
Caigonreo o atectanino: Ne293 pig 30.03.2016 p.
Cepruditar pigrozizRocti GMP Ne00L/2020/GMP

Cepradixar sxocti Ne 82930
Dypannmia®

TabneTKa AN TPALOTYEARAA PO3TRNY AR 20BHIMILOFD 32CTOCYEARNA N0 20;mr, 0o 10 tabaeror y
Gnicrepi; o 2 GaicTepn B maami

1 raGaeTra micTuTh: Hrrpo@ypasoay {mirpediypany), y nepepaxyeapai ga 100 % pewosnay - 20 mr
s PH MUAISIS'?IM!GI, Aie Gescrpororo

Cepis 0851798 .
Kin-tn B cepit SR 11,2801’"‘3-3‘“
Jlewa srpoSmmyaa 3 S 0301.2022
Jiara emaat cepradixary ._:‘14&1'2022 ¥

Ananis BUROHAEQ ¥ BiANOBIAHOCTI 3

T MK# J3. nu;'peempamﬁuom moceignensa NeliA/5187/61/01 (n'una MO3 Xa730 oin
1 07:2016), aminaNet, M2, smina p. "Mapryeanua™ go PT MiUA/S187/01/81 {naras

MO3 nin 29.05.2019 N21194)
Ne HaibveHyeasun noxazama Bivors MIS/AHL Pezynrtar auanizy

i | Oaxe TafineTrs xostoro a6 3eneuyaam-}mm1“o EOREOPY, 3 Bianoninae
Jielk RepicEeMipHEY: 3eGapRICEEAM TOBERXE,
U cRoEpniEpprIHol Gopms, 3 @acksio i pHcRoLD,

2 | Imemradixaiis A, Yd-cnexrp Bigrioripae
B. ¥apaxkrepna pearis Ba BITPOrpYnY. Binmnorigae
C. Xaparropna peaais (a) B2 XnOPHTA. Bimonigac

Cepemns maca, Mr Bin 789 mr 0 §72 831
4 | Posnafauns, Xr. He Ginrme 15 x8. 6 !
Cummiopi mpicTs A030RIEAN OMBUDE Diprifivannie TEcio Mae BiAHORIRATY BUMOram, Bimmoerinac

zazpadeurm B JIOVIEP, 2.9 40.

& | MirpeSioneriaza wmerora Kpurepii npplinarHocTi: 3aranbHe Sueio aepobHin: Binnoeinae
Mirxpovprenizmia (TAMC)~ 100 K¥O e i 1
* - ROHTPOAIEThCY KoEaa 10-7a cepia
Kpurepii npuitasrnocti: 3araibue 160 IPDRDKOBHAX i Bianosigac
nriceneax tpubis (TYMC) - 10 KYOe i
* - xoHTpEmoCTHCR KRR 10-Ta cepin
Biacymicts Pscudomonas aemuginosa 1a Staphylocncclfs Bignesinac
aurens g ir
* - KOHTROMOCTRCH Kosaa 10-Ta cepis _

7 | Kimexica® smapasess, mp Buicr uitpodiypany & opniit taGrens mac Gyt zin 18 mr 21
710 22 vF, ¥ NSpepaxyBanii Ha CEPEAHIO MACY TABNETRRA.
BuicT natplio Xnopmiy B oMsiR Tabnerni Mac Gy Bin 760 784
MT 10 840 v, ¥ BEpEpaXYRaNHE] B2 CEPEMT0 Macy
TabNeTIN.

8 | Mapiysamma 3rigno MK Bigmorigae




2 A}TERIUM

AkuioHepHe TOBapUCTBO "Ku'rame,qnbenapaT",

Honatox 1 no Ceprudikary Biamosizsocri cepil

Ceprudikar, ananisy Ne 102316

‘Dypauuain®

TabaeTky Ann npuroTyBanus po3umny ans 3onu|mm.oro 3aCTOCYBaHHS NoO 20 M!", no 10 Tabaeror y

6mc'rep1, no2 6.nic'repn B navui

1 Ta6.ne'r|ca MiCTHTB: m’rpod)ypasony (Hrrpocbypa.ny), Y nepepaxypanti va 100 % peuosnuy - 20 mr

Cepis 0055245

Kin-tp 8 cepit 11,439 e, yn

Hara BupoGuuLTBa 15.07.2022 ‘
Hara supaui 15.08.2022

Amanis puxoHaHo y Bianosignocria ©

MK JI3 no pecc'rpauiihloro nocaifuenin. N‘-UA/518‘7101/01 (nam M03 Ne730 sin
19.07 2016) '-:mma Nel, Ne2, minu - "Mapkysauns" no PII NeUA/S187/01/01 (naka3
(.~MO3 Bin 29.‘0. 2,019 Ne1194)

Ne | Haiimewysauns nokasuuia. Pesynbrar ananisy Brucnonok
1 | Onuc ;TaﬁneTKu\ ):xoﬁ'!r'ioro abo Bianosigae Bianosinae
-3eneHyna'ro-monToro KOLOpY, 3 Nezb
: prxauowpunm 3abapBiaeHHAM NOBEPXHI,
e vnnocxouumnnpuqnof (I)opMH, 3 dackoio i
) puckoror”
2 Inenrudixartis A Vd-cnexrp Bianosinae Biznosinae
B. Xapaxcrepua peaxitis Ha nitporpyny. Biznosizae Bianosizae
C. Xapaxrepna peaxuis (a) ua xnopuau. Bianosinae Bianosizac
3 | Cepenns maca, mr Bix 789 mr no 872 mr. 830 Binnosinae
4 | Posnananns, xs. He Ginswe’15 xs. 6 Bianosizac
5 | Onuopinmicrs nososanux ogusmHus: IpuitMansie uncno Mae signosigan Biznosinac Bianosizac
k o BMMOraMm, 3asnadeuum B JOY/EP, 2.9.40, 10,4/ '
6 | MikpoGionoriusa uncrora ) - Kpurepil npuitiarsocri: 3aranbHe wncno Bimosinae Binnosinae
: ' aepofiux Mixpooprauiamin (TAMC) - 100
'KYOslr
*'~ KOHTPOMOETHCA KOXHa 10-Ta cepis
Kpurepit NPUHHATHOCT: 3aranbHe uncio Bianosinae Binnosinae
ApinIKOBMX i nticenesmx rpubis (TYMC) ‘
-10KYOsB IT. '
. KOHTPONIOETHCA kokHa 10-Ta cepig
Blncy'mlm Pseudomonas aerugmosa Ta Bianosinae Binnosinae -
Slaphylocoocus aureuss I r. ’
- KOHTPOMOETLCA KodkHa 10-Ta cepis
7 | Kinbxicue BHIHAUCHHS, MT Buicr uitpogpypany s onuilt tabnerui mac 19 Binnosinac
‘ 6y Bin 18 Mr 110 22 mr, ¥y nepepany R :
Ha CepeftHio Macy TabneTkH. ,’ 1%y
BwuicT narpiio xnopuny » gy 798 Binnosinac
mae GyTu Big 760 Mr a0 A
nepepaxysaHHi Ha cepesy
k | Taneriu.
8 | Mapxysanns 3riano MK$1 Bianosinae
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Axuionepne Topapucrso "Knibmesnpenapar”

Ceprudikar Biymosijocti cepii Ne 102623

Dypannain®

Cepist

0055245

Cuna i/ akruBHICTS, JiKapchKa
hopma Ta po3mip

TAbACTKH 45 IPUTOTY BAITHA POIUNHY JUIS 30BHILIILOTO 3acToCcyBanus no 20
mr, no 10 rabaerok y Gricrepi; no 2 Gnicrepy B nauui

1 rabnetia mictaTs: Hitpodypasony (uitpodypany). y nepepaxysanii Ha 100
% peuosny - 20 Mr

Hassa va renedon supoGruia

AT «Kuismennpenapar», /. (044) 490-75-22

Haspa kpatHu/ kpail pusHaseHHs
sist cepii

Yxpaina

Peectpaiiiine nocsiueHus, repmin
aif

NeUA/5187/01/01, nie 6escrpokoso

Poamip cepil 11,439 ruc.yn
Hara pupobanursa 15.07.2022
Tepmin npuaarocti 5.00 p.
Upuaarnuit no 06.2027

Ymonu 36epirains

B opurinansuiit ynaxosui, npu remneparypi ne puiue 25 °C.

Bupobrnya ginsauus

Hinennus Nel uexy 3 BupobHuiTsa TBEPARX QOPM POTOBMX JIIKAPCHKUX
3ac06iB, JinbHuLs Ne2 1exy 3 BupoGuuLTBa TREpANX (GOpPM FOTOBHX
Jikapebkux 3aco6is

Aspeca BUPOOHHUOT ANLHALI

Yipaiua, M. Kuis, syn. Cakcaraucexoro, 139

Aslpeca Ta MicLiC NPOBCAEHHS
KOHTPOAIO SKOCT

Yxpaiua, 01032, M. Kuis, syn. Cakcarancpkoro 139, Binain xoutposio sixocri

Jlinewsis wa supoGHHLTHO

AE Ne295498

Crinourso npo arecrauniio

Ne293 Bin 30.03.2016 p.

Ceprudpikar pinnosiarocri GMP

Ceprudikar sianopignocri GMP Ne001/2020/GMP

NpokorTpossosano BiANOBIANO A0
BHMOT

MKS N3 no peecrpatitHoro nocsiguenHa NelJA/5187/01/01 (Hakas MQ3
Ne730 sin 19.07.20186), amiHa Ne1, Ne2, amika p. "MapkysaHHs” ao PN
NeUA/5187/01/01 (Hakaa MO3 eig 29.05.2019 Ne1194) (Peaynstary aHanisy
HaseneHi 8 Joaatky 1)

Jlossoneno no peanisauil

«Llm 2 3achiguylo, wo Hancgena sue indopmauis € gocTosipHOIo Ta TowHo0. Liio cepilo nponyknii Gyso supobicso
{BKITIOMAION K ITAKYBAHHA T& MAPKYBAHHS) Ta TIPOBEACHO KOHTPOSE i AKOCTI HA BHUC3A3HAUEHIIT AiNBINL Y HOBHIH
signosiauocri 3 samoramn GMP, BCranoBieHIMH MICIICBUM PErYIATOPRIM OPraHOM, a TAKOX BIANOBIANHO 10

cnenudixaniit, 1o MictHTbes y peectpauifiomy aocuc. IpoTokons BUpOGHHLLH
HEPEINAHYTO Ta BCTAHOBACHO BiANOBiAICTs GMPy»

YnosHosakena ocola 3 skocri

7

15.08.2022




@) ARTERIUM

AxuioHepHe TosapucTeo "Kuismeanpenapar”

Homnarox 1 no Ceprudixary Binosinrocri cepii
Ceprudixat anasizy Ne 102316

Dypaunnin®
Ne | Haitmenysanus nokasmuka _ Bumoru MKSI/AH,ZI B o Pesyaprar ananisy Bucrosox
9 | Ynaxoexa 3rino MKS . - " Bianosigae : Binrioninae
Tepmin npupatrocri: 5.00 pokis . , . ' - Tipugaranit po: 30.06.2027
Ymopn 36epiranns: B oparinansnili ynaxosui, npu Temnepatypi ne sume 25 °C. : ’ B '
Buchosin: Bianoniaae Bumoram MICS JI3 no p'eecrpauinubro nocsiayenus MUAISIS‘IIOI/OI (uaxaz MO3
Ne730 Bin 19.07.2016), smina N1, M2, 3m

- MO3 Bin 29.05.2019 N21194)

- Havanpuux BKS




8 ARTERIUM

AKUIDHEPHE TOUAPHETRO “KniBreanpenapar”

Ceprudixar axocti'MNe 110481

@ypanuain®

Cepin 0065058
Cuna nfi/ awrunnicTs, nikapouka TABACTHM 414 NPHTOTYBAHKA POSHHIY MR 308HILIHLOTC 3acTocysarns no 20
hopMa TR poIMip wmr, no |0 Tabnevor y Gricteph; no 2 Gricrepy B nakui

| Tafnerka sicriers: nitpodiypazony (HiTpodypaay), ¥ NEpEpEXY BRHHE Ha 100

% pedqobuHy - 20 Mr
Hassa Ta encdon sHpobumxa AT «Kuismeanpenapars, v/, (044) 490-73-22

| e
Hasna kpatin’ kpaid npHIHaueHHA Yupaiia
nna cepii I
Pecotpaulfne noceizacuna, Tepin NaUJA/5187401/01, aie Geactpokoso
Al i i)
Pomip capii 11,717 THC. ¥M
JHara supoGnuurea 17.11.2022
Tepmin npuaaTHOCTI 5.00 p- o
MpataaTrul oo o 10.2027
Vmonu 36epirans B oprrinansHif yRakoBui, npi TEMNEPaTYp He Buie 25 °C. S
| BupoGHuua DinsiHus Tlinbn it Mol Uexy 3 GHpOG!MITDA TOGPANK BOPM (OTOBNX MKGpeBi

spcofiie, Jinemaua Ne2 texy 3 BHpOGHHUTES TREPAHX DOPM FOTOBAX
nikapchkay seoobin

| Aapeca pupofuuucl ainuumui Yipaina, m. Kits, syn. Caxcirabcerora, 139

i
AJpEca Ta MICUE NPOBCICHAA Yicpaira, 01032, a. Knis, sy/. Cakcarancexore 139, Biaain xoutponio aeocri
KOHTCOIK) BEDET] : S
TMiuensin va enpolbunursoe AE N:2054%8 |
Coifolras npo arecTailin Ne293 min 30.03.2016 p. .

MpOROHTHAALGEARG RIANOBIAHD N0 MKA N3 ap peecrpauiinors nocaiguenna NeUAS18TI01/01 (Haras MO3

BHMOT Me730 sig 19.07.2016), amina Ne1, Ne2, smina { Haxas MO3 aig 17.02.2022
Me318), amina p. “Mapsysa-sa" go PN MeUASS187/01/01 (nakas MO3 ein
07.10.2021 Ne2174), TercT maprysanka o P NeUAS1B701/01 (raxas

MO3 gin 17.02.2022 Ne318). (PeaynbTaTy awanisy nasenedis Sofatky 1)

Jlo3monens 10 peanisauii
Lipts & SACHIOYI0, 1O WADEGENE DiLe in(ropMAin € RoCTosipHOMW Ta Tounoo. Lo copiro npoayruil Gyao snpobaeio
{ERNMONAIGNH TAKYBAIHA TA MAPKYEAHILT) TH NPODAIEN0 KHIFTPONL Il AKOCTI Ha RMUETHAYENIR RIALIHLT ¥ N0RHA
BIANGRIAHOCTE 3 NiLeiri ISl DIMOTAMS, BCTAHOWISI MM MICLIERHM PErYRRTODHMM (RFSECS: 8300 BIANOHIAHD 20
eneumixauil, wo MicTaTLed ¥ peccTpaLiinesay aocet. [poTokony anpoﬁnu:va_wﬁfmnﬂﬁi Tid (i
MEPErRAHYTO T4 BETLIBOAALKO BIANOBIAHICTE AILEHIIHNKX THMOT, Sy

YnonHonakeHa ocoba 3 AKOCTI

29.11.2022



& ARTERIUM

AsudicHepHe TosapueTao "Knlemeanpenapar”

Hoparox | no Cepradikary sxocri

Ceprudirar axamiay Ne 110467
Dypannnin®

TalaeTin 240 NpHIOTYBANKS POIUMHY Liin 30BHIMINLOrG 3acToCyRAHNS 110 20 mr, o 10 Talaeromn v

Gaicrepl; no 2 Gaicrepu B nauui

1 rabnerica mieTurs: BiTpodypasony (nirpodypany), ¥y nepepaxyoanui na 100 % pevonuny - 20 mr

Cepis H06S068
Kin-Tu o cepii 11,717 wike, yui
Aera nupoGHHITES 17.10.2022
Jlara snssai 19.11.2022

AHANIZ DHKDUENG ¥ RIANCRIAHOET 3

MICH JI3 a6 peeeTpauifnero noesinuenns NUASIETOIN (nawas MOI Ne730 sia

19.07. 20163 amina N1, No2, 3salun | mawas MO3-ala 17.02.2022 Ma318), ming 18
"Ma pmmnl" ao PITNpUASSTETAOL/01 (nawas MOZ ola 07.10.2021 M2174), Tescr
- HW‘IHHfID Pl:l '*EUMSIH-‘TJ'IFDI (nmens MO3 sin 17.02.2022 Ne318).

I Haltuenynamna noxasimss / ;

Bnmru MK.S.I"AHE

:l PeaynpTin axaniy

i f]‘jﬁa:nm woezore afio

IRNENY BETO-HOUTO N KOALOPY, 3 A8k
HEpiBHOMipIgHn: JaapERBHIM NOBOPXHI,
MRSCKILHATAPHRaHO] hOpai, 3 fackon |
PHERDID,

Biamooizee

Buchooox
|
Dianorugng

T Y& -cnosTp

Bignosinae

Bignosigac

B. Xapastepin peaKLis Ha HiTporpyny.

Binnosinse

Binnouniane

C, XOpuicrepHa peaxkun (8] HE <I0pEH,

Bianooimae

Bianonigsc

3 | Cepenun Maca, mr

Big 789 mr 20 872 mr.

830

Bignonigs:

4 | Poanngaika, Xs.,

He Glasme 15-xe,

5

Bignosianc |

5 | ORHOPIZHIETE D0M08ANKX QAHHMLL

Mphétsansms uueac Mae signosigam
BHMOraM, JEHEIcHEM o JIBY/ED, 29,40,

Bianopigae
fAN=2 5

1
Binmooigne |
|

6 | MikpoSionorives yHerots

Kpurepil npwitnstsoeti: Jaransne uxeso
sepolrnx Mixkpoopraniasio (TAMC) - 100
K¥Onir

| * - kOHTPpOMIGETLCA Kok [0-Ta capia

Biznoainse

Bignoainsc

Kparrepil npefsismieoct!: Jaranene uscno
Apismronkx § nuicenesdx rpalio (TYMC)
=l0KYOnlr

* - KONTPOAIOCTLCR Nokeka | 0-Ta cepin

Bimnoalmac

Bignonigee
|

Bincytuicrs Pacudomonas scruginesa Ta
Staphylococous aureus g | -
* - kowTpomrocTEeR konia | 0-ta cepin

Bignesizee

Biano IJ'iI.l.ﬂ-L |

7 | Kissxiche apansienus, Mr

Buict witpofypary 8 oamill TaBnerii mae
Gy Bia 18 wr o 22 wr, y nepepaxyszuul

Hil CRpeAHIO Macy TalneTii, e

w0

Binnowinsc

Bualer narpitn xaoputy o o

e ByTa aia 760 mr a0 B4 B!‘r cn
NCPEPAXYIANI 1A cspmﬂ.p l-'l.'}:!j_'i',..j'.n-.. ff54
TalaeTen,

-
g

8%

Bignouiaze

Jriguo MK

Bianouigze




& ARTERIUM

fsuioHepre TosapreTea “Kriemeanpenapar”

Honarox 1 zo Ceprudixary axoctl
Cepradixar ananizy Ne 110467

- Oypanmain®
M | Hafiveiyparns noismgs !Eauma MICTARL Pesyinrar anaaisy | Brcrosox
|9 | Yesopeo 3rigue MESA Bignosigse |  Bianosisac
Tepain nprazgmiocTs: 5.00 poxis Tpeorhsi poc 31.10.2027
Wioen abepiranim B opuriansnill ynaxesui, nps Tesneparypl ne aie 25 ¥C.
Bitcnnmien: Bianosinac sumoram MEA A3 go pecerpuaifinors noeplaucnna NeUASIETOLOT (naweas MO3

730 pig 19.07.2016), wina Nal, M2, 3wlua { umeas MO3 nig 17.02.2022 Ne318), aminz p.
“Mapysania® go PIT A2UASIETOL0E (iaway MO3 sia 07.10,2021 Na2174), TeReT Mapyuaing g

PO MUASSTEF000T (irascas MO3 ala 17.02.2022 N
E
J—— s
Hasanenux BEKH = /‘iﬂ 3 0¢
- g i I

P
.
ra




Bupotuux: AT «amudapm», 1/¢. (0322) 949907
Jitbhuns sUpoOGHUITRA TAONETOBAHNX JHKAPCHKUX 3aC001B TabNeTHO-(Acy BATLHOTO LEXY
Ajtpeca BupoOuuUol AinbHuLE Yipaina, 79024, M. JIbsis, Byn. Onpunixiscbka, 6/8
Aapeca Micus NpoBEIeHHs KOHTPOILO AKoCTl: Yipaina, 79024, m. JIssis, Bya. Onpumkiscska 6/8, Biytin KOHTPOIIO SIKOCTL
Jlinensis Ha BupoOuuLTBo: AE Ne637433
Caizontso npo arecraigio: Nel91 Big 19.09.2013 p.
Cepru¢ikar Binosignocti GMP Ne034/202 1/GMP, niticuuii 10 16.04.2024

Ceprudixar sikocti Ne 124914
Pypaunain®

TabaeTKy 415 NPUTOTYBAHHSA PO3YHHY VIS 30BHILIHLOIO 32CTOCYBAHHS 1o 20 mr,

no 10 Tabaerox y Gaicrepi, mo 2 Guicrepu B nauui
PIT1 MKS51 NeUA/5187/01/01, aie Ge3eTpokoro

Cepis 0074893
Kin-tb B cepii 11,520 Tie. yn
Hara BupoGuuirsa 01.05.2023
Jara Buaadi ceprudirary 15.05.2023
AHaj113 BUKOHAHO Y BIANOBIAHOCTI 3 MEKSI NeUA/5187/01/01 , 3minm: "TEKCT MAPKYBAHHS 10 PIT NeUA/5187/01/01
Bix 09.06.2022",
"TEKCT MAPKYBAHHJI 10 PIT NeUA/5187/01/01 Bia 17.02.2022", "YuakoBka",
"Onuopiznicrs nosoBaunx oxnnnue", "Mapkysaunsa", "Mikpo6iosoriuka sucrora”
Ne HaitmeHnyBaHHs noka3zHHUKa Bumoru MKSI/AH Pesynbrar ananizy
1 Ornue TabneTku :0BTOr0 ado 3eJeHYBATO-KOBTOTO KOJIBOPY, 3 Bianosinae
Jie/lb HEPIBHOMIPHHM 3a0apBIeHHSM HOBEPXHI, TalJIETKH JKOBTOTO
IO CKOLUATIHIPHYHOT hopME, 3 $ackoro i puckoro. KOJIbOPY
2 | laentudikanis A. VibTpadioseTOBHIT CHEKT MOTTHHAHHS Bianosizae
JIOCJILKY BAHOTO PO3YHHY, IPUIOTOBAHOTO s
KIMTBKICHOIO BU3HA4YEHHS, B o6nacti Bia 245 uM 10 450 um
TTOBUHEH MATH MaKCHMYMU 3 JIOBKUH XBUTb (260£2) HM |
(375+2) HM Ta MIHIMYM 38 J0BKUHM XBUJ (306+2) HM
(nitpodypai).
B. Xapakrepna peakiist Ha HITpOTpyI1y. Biarnosinae
C. XapaxrepHa peakiiis (a) Ha XJIIOPH/IH. Bianosinae
3 | Cepenns maca Binx 789 mr 1o 872 mr 827
4 | OnuopiaHicTh 1030BaHMX OHHUIL puitmanbHe HKCca0 Mae BiAMOBIaTH BUMOTraM, Binnoaizae
3azanaueHum B JIOV/EP, 2.9.40. 8
5 | Posmanauus He 6ixbie 15 xB. Bianosigae
4 xB
6 | MikpoGionoriuta uucToTa Kpurepii npuitHarHocti: Binrosigae
3arajibHe YHCI0 aepoOHUX MikpooprauisMis (TAMC) - 100 <10
KYOs 1T
3aranbHe YHCI0 APIKIUKOBHX i 1uticenesux rpubis (TYMC) Bianosinae
-100KYOsB 1. <10
Biacyrnicts Pseudomonas aeruginosa s 1 r. Bianosigace
Bincyrnicts Staphylococcus aureus B 1 T. Bianosinae
7 } KiaskicHe BU3HAYEHHS Buict nitpodypany (C6HON4O4) B oauiii TabneTui Mac 19
OyTr Bia 18 Mr 710 22 Mr, y nepepaxyBaHHi Ha CEPE/HIO
Macy tabieTKH.
Bwicr narpito xnopusy (NaCl) B oauiii Tabaerui mae 6yu
Bi1 760 mr o 840 Mr, y nepepaxyBaHHi Ha CepeaHIO Macy
TabNeTKH.
8 | Ymaxoska ’ 3riano MK ta 3minu




Ceprudikar sixkocti No 124914
DOypannain®

Ne HatimeHy BaHHS TTOKa3HUKA Bumorun MKS/AH L Pesyaprar ananizy

9 | MapxypauHs 3riHO 3MIHM JIO TEKCTY MapKyBaHHs Bianosizae
Tepmin npugarsocti: 5.00 p. Hpuaarnuit 1o: 04.2028
VYMOBH 30epiraHHst: B opurinaiabhiii ynakosui, npu remueparypi ne same 25°C.
BUCHOBK: Binnoesizae sumorav MKS NeUUA/5187/01/01 , 3minu: "TEKCT MAPKYBAHHS 30 PII

NeUA/5187/01/01 Bin 09.06.2022",
"TEKCT MAPKYBAHHS 1o PIT NeUA/5187/01/01 Bix 17.02.2022", " VYnakeBka", "Oxnopinnictn
A030BAHKX oAHHUHUL", "MapkyBanus", "Mikpo6iosoriuna uncrora”

Hauanenux BKS - Viasna Muxkonaipna Yasyc
Jlo3BOJIEHO /10 peaii3aiii / { 0 ; Zﬂ;{?}

«luM s 3acBiguylo, o HaseicHa Bume ingopMmanis € 0CTOBIpHOIO Ta TowHOW. Lo cepito npoaykuil Oyno  BupobieHo

(BKMIOYAIOMM TAKYBAaHHA Ta MapKyBaHHs) Ta [pPOBEAEHO KOHTPOJIb i AKOCTI Ha BHINE3A3HAueHill JinbHm Yy  noBHIi
pianosigHocti 3 Bumoramu GMP, BCTAHOBIEGHMMH MICLEBMM PETYISATOPHMM OpraHOM, & TakoK BIANOBIIHO 10 crieudikarii,
L0  MICTATBCH Yy  peecTpauifiHOMy  NOChGe==Piftmesgiy  BupOOHMLITBA, IAaKyBaHHA Ta adamsip  Oy10 TNEPCrIAHYTO  Ta

BCTAHOBJIEHO BiroBiHICTE GMP»

VnosHoBaxkeHa ocoba 3 SKOCTI




Cepis

Bupoounk: AT «amumudapw», /. (0322) 949907
Jlisbunis BUpOOHHLTBA TabIeTOBAHHX JAIKapChKHX 3ac00iB Tab1eTHO-(acy BaIbHOTO HeXy
Aapeca BupoOHHYOT aiabHHui: Yipaina, 79024, . Jissis, Bya. Onpuinkiscbka, 6/8
Ajpeca Micus nposeieHHs KOHTPOIO AKocTi: Yipaina, 79024, m. Jlbgis, By1. Onpuinkischka 6/8, BiiLLii KOHTPOIIO SKOCT
Jliensist na BupoOuuuTso: AE Noe637433
Caigoutso npo arecrauiro: Nel91 sin 19.09.2013 p.
Ceprudikar sianosigHocri GMP Ne034/2021/GMP, aidicuuii 10 16.04.2024

Ceprudixar sikocti Ne 127096
OypaunaiH®

Ta0/IeTKH A1 PHIOTYBAHHS PO3YIHY 15 30BHIIUHBOrO 3acTocyBanHs o 20 mr,

no 10 raénerox y Gaicrepi, o 2 Guicrepu B nauui
PII MK NeUA/5187/01/01, nie 6e3cTpokoBo

0075468

Kin-1b B cepii 11,520 tuc. yn

Jara supoGHuLTBA 30.05.2023

Hara Buaui ceprudyikary 07.06.2023
AHai3 BHKOHAHO y BIAMOBIHOCTI 3 MK NeUA/5187/01/01 , 3minn: "TEKCT MAPKYBAHHS 10 PII NaUA/5187/01/01

Bix 09.06.2022",
"TEKCT MAPKYBAHHSI n0 PII NeUA/5187/01/01 i 17.02.2022", "VYnakosra",

"o

"OanopiznicTs Ro30BanuX oqunuus", "Maprysanun", "Mikpobioaoriuna uncrora"

No

HaiimeHyBaHHS OKa3HHKa Bumorn MKSI/AH]L Pesysaprar aHatizy

IO CKOLMJTTHAPHYHOT hopMH, 3 (acKolo 1 pUCKOIO.

Onuc TabneTkn KoBTOrO a0 3€/1EHYBATO-KOBTOTO KOJILOPY, 3 Binmosizae
J1e/ib HEPIBHOMIPHHM 3a0apBICHHIM MOBEPXHI, ’KOBTOTO KOIbOPY

3]

JIOCIHJDKY BAHOTO PO3UHHY, IPUTOTOBAHOTO JUIN
KIJIbKICHOIO BU3HA4eHHs, B 0061acTi B 245 M g0 450 HM
[OBUHEH MATH MAKCHMYMH 32 JOBKHH XBHIb (260+2) HM |
(375£2) uM Ta MIHIMYM 38 J0BKUHH XBH (306+2) HM
(aiTpodypai).

Lrentudikauis A. YapTpadloaeToBHi CIEKTP MONTHHAHHS Bianoeizae

B. XapaxrepHa peakiis Ha HITpoOrpymy. Bianosizac

C. XapakrepHa peaxiiis (a) Ha XJTOPHIH. Bianosizae

)

Cepeans Maca

Bia 789 mr 10 872 mr

831

OMHOPLAHICTD 1030BAHUX OAHHULLb

[MpuiiManbHe YHC/I0 MAc BiAMOBIAATH BUMOTAM,
3azaHavenum B JIOY/EP, 2.9.40.

Bianosizae

-
J

Po3nananns

He 6inpe 15 xB.

5

KinbkicHe Bu3HAYEHHS

Buicr nitpodypany (C6HO6N40O4) B oauiit Tadnerui mac
Oy Bia 18 Mr 70 22 Mr, y fnepepaxyBaHHi HA CEPETHIO
Macy TabaeTKH.

21

Buict narpito xnopuay (NaCl) B oxniii rabiaerui mae O6ytu
BiJ1 760 Mr a0 840 mMr, y riepepaxyBaHHi Ha cepeiHio Macy
TabJIeTKH.

786

VYnakoBka

3riano MKSI ta sminu

Bianositae




B.o.

Ceprudikart sikocti Ne 127096
@Oypaunain®

Ne HatiMeHyBaHHs MOKA3HHKA Bumorn MISI/AH/L Pesyabrar anastizy
8 | MapkyBaHHs 3riAHO 3MIHH 10 TEKCTY MapKyBaHHS Bianogsizae
Tepmin npuarnocti: 5.00 p. lpuaarnuii n0: 04.2028
VMOBH 30epiraHHs: B opurinaanuiii ynaxosui, npu remaepatypi ve pume 25°C,
BucHosku: Bianosizae suvoram MK NeUA/5187/01/01 , 3minu: "TERCT MAPKYBAHHS 10 PHI

NeUA/5187/01/01 Bix 09.06.2022",
"TEKCT MAPKYBAHHSI 10 PIT NeUA/5187/01/01 Bix 17.02.2022", "VYnakoska", "Oanepinnicrn

"wose "o

A030BaHHX oHHHLB", "Mapkysanus", "MikpoGiotoriuna uncrora”

Hauanbuuk BKA ¢ VYnsna MukonaisHa HaByc
.,
Jlo3BosteHo 10 peanizaiil 0706 L3

«llum s sacBiauyo, w0 HasedeHa Buuie iHpopMaiuis € jlocToBipHow  Ta  TouHow. [lro  cepito  npoaykuii  Oyno  BUpoOeHO

(BKIXOYAKOYM  MAKYBAHHA T4 MapKyBaHHs) Ta [POBEJACHO KOHTPOIb ii  AKOCTI HA  BHILC3A3HAUCHIH  JAITBHULU Y MOBHIM
BiAnoBiaHocTi 3 BumoramMu GMP, BCTAHOBJICHHMM  MICLHEBHM PETVISTOPHUM OPraHoM, d TaKOK BUIMOBIIHO 10  crietmdikaiiii,

L0 MICTATBCS Y PCECTpAuifiHOMY  JIOChE. FIOTORO Mk, BUPOGHMITBA,  MaKyBaHHs —Ta  avajiizis  Oyjlo  neperisHyro  Ta
BCTAHOBJIEHO BLANOBLHICTE GMP» !

VnosHoBazkeHa ocoba 3 IKOCTI

* om ﬂf&’éM

W PRO192ITE
CBIDOUTER



Bupotuuk: AT «lannudapm», 1/¢. (0322) 949907
Hinpnnua BupoOHUITBA TabNeTOBAHKX TIKAPCHKHX 3aco6is TabieTHO-(Gacy BabHOIO LEXY
Ajpeca BupoSunyoi aiabHULL Ykpaina, 79024, m. JIbgis, Byn. Onpumikiscska, 6/8

Ajpeca Micus NpoBeAeHH KOHTPOJIO sikocTi: Yipaina, 79024, m. JIssis, sy Onpuinkisceka 6/8, Biiia KOHTPOIIO AKOCTI

Cepis

Kin-tb B cepii

Jlara BHpoOHULTBa
Jara Bugaui ceprudikary

AHaJIi3 BUKOHAHO Y BIAMOBIIHOCTI 3

Jlinensis na BupoGHHITBO: AE Ne637433
Caipourso npo arectauito: Ne191 Big 19.09.2013 p.
Ceprudikar BignosigHocti GMP Ne034/2021/GMP, niticauii 10 16.04.2024

Ceprudikar sixocti Ne 127555
®ypaunain®

Ta0/1eTKH J/151 IPUTOTYBAHHS PO3YHHY /IS 30BHILIHBOIO 3acTocyBanHs no 20 mr,

no 10 TabaeTok y daicrepi, no 2 Gicrepu B nauui
PIT1 MK NeUA/5187/01/01, aie Ge3cTpoxoso

0075473
11,760 Tuc. yn

01.06.2023

12.06.2023

MK NeUA/5187/01/01 , 3minn: "TEKCT MAPKYBAHHSI 1o PII NeUA/5187/01/01
Bix 09.06.2022",
"TERCT MAPKYBAHHSI 10 PII NeUA/5187/01/01 Bia 17.02.2022", "VYnakoeska",

"o

"OnHopiaHicTh A030BaHKX oAHHHIL", "MapKryBanus Mikpo6ioJtoriuna aucrora"
0 ]

Ne HalimeHyBaHHS TOKa3HUKA Bumoru MKSI/AHT Pesynbrar ananisy
1 Onuc Tabnerkn xoBToro abo 3e1eHyBaTO-KOBTOIO KOJIbOPY, 3 Binnosiaae
JIeib HEPIBHOMIPHUM 3a0apBICHHSM [OBEPXHI, Tabnerku xoBTOrO
TLI0 CKOLIMIIHAPHIHOT POpMHU, 3 HacKoIO 1 PUCKOIO. KOJIbOPY.
2 | laenrtndikauis A. ¥YapTpadioneToBHi CEKTP NONMHAHHS Bianosizae
JIOCIIJDKYBAHOTO PO3YMHY, TIPUTOTOBAHOTO IS
KiIbKICHOTO BH3Ha4eHHs, B 061acti Big 245 um 10 450 um
MOBUHEH MaTH MAaKCHMYMH 32 JOBKUH XBIIb (260+2) HM 1
(375£2) HM Ta MIHIMYM 32 A0BKUHH XBUTI (306£2) HM
(nitpodypat).
B. Xapakrepra peaxiiis Ha HITPOrpyIy. Biarnosijae
C. XapaxrepHa peaxuis (a) Ha XJIOpHAH. Binnoeizae
3 Cepeans Maca Bia 789 mr 0 872 Mr 837
4 OHOPI/IHICTS JI030BAHUX OJAHHUILL ITpuiiManbHe YHCTO Ma€ BIJINOBIAATH BIMOTAM, Bimosiae
3azaHayenum B JJOY/EP, 2.9 40. 2
5 Posnaianss He 6iabmie 15 xB. 5
6 | KinpkicHe BH3HAYEHHs Buict nitpodypany (C6HO6N4O4) B onniii Tabaerii mae 20
Oyt Big 18 Mr o 22 Mr, y mepepaxyBaHHi Ha CepeIHIO
Macy TableTKu.
Buicr Harpito xaopuay (NaCl) B oaniii Tabnerui mae 6yTu 790
Bi;1 760 mr o 840 Mr, y niepepaxyBaHHi Ha CEPEIHIO MACY
TabJETKH.
7 | Ynaxoska 3rigHo MK ra 3minu Bianosijae




Ceprudikar sxocti Ne 127555
Pypanuain®

Ne HaitmeHyBaHHS NOKa3HHKA Bumoru MKS/AH/L Pesyasrar ananizy
8 | Mapkysanus 3rizHo 3MIHH 10 TEKCTY MapKyBaHHs Binnosizae
Tepwmin mpuaarnocri: 5.00 p. Hpunaruauii no: 05.2028
VMoBH 30epiraHHsi: B opurinanbuiii ynakosui, npu remneparypi ne sume 25°C.
BucHosku: Binnesinae pumoram MK NeUA/5187/01/01 , 3minn: "TEKCT MAPKYBAHHS 10 PII

¢UA/5187/01/01 Binx 09.06.2022",
"TEKCT MAPKYBAHHSI 10 PIT NeUA/5187/01/01 sin 17.02.2022", " Ynakoska", "OxsopiznicTs
AozoBanux ounuue", "Mapkysanus", "MikpoGioioriuna uncrora"

4
%
HavaneHuk BKS] £ s Vassna Muxkonaissa Yasyc

. (&= 73.06 o263 3
I[(BBOJICHO pite) peaJmaun

«llav g saceigdyio, mio HaseleHa Bume indopmauis € ocToBipRO Ta TowHow. Lo cepiio mpoxykuii  Gymo BUPOOICHO

(BKITIOYAIOMH  [TAKYBAHHA Ta MApKyBAaHHS) Ta IIPOBEJEHO KpETPONS —~TonJKOCTI HA  BHIIE3A3HAYCHIN  AUTBHHIL y  TNOBHIH

BiANMOBIAHOCTI 3 BuMoramu GMP, BCTAHOBJICHUMH MicLEByMY, STROHLIY BRAHOM, a TaKoK BUUIOBIAHO 0  crietmdikauiii,
; . 7 WU, ANY ..

o MicTAThCA Y peectpauifinomy  nocke.  [Iporoxomy/ o BpfistiyT ) Hi  Ta awaazie  Oyl10  HeperHyTO  Ta

BCTAHOBJICHO BinoBigHicTE GMP»
YroBHoBaxkeHa 0coba 3 AKocTi ’ ' 4

CBLIOUTE A
NPOATEC ALK




BupoOuux: AT «I"amuudapm», 1/¢. (0322) 949907
Jinbuuns BupoGHIITBA TaONETOBAHUX JIKAPCHKUX 3aC00IB Tab1eTHO-(acyBaIbHOTO HEXY
Anpeca BupoGuuyoi ainpHuLE: Ypaina, 79024, M. Jlbsis, By, Onpuinkisceka, 6/8
Azipeca MiCLis IPOBEIEHHS KOHTPOJIO AKocTi: Yipaina, 79024, m. Jlssis, By1. Onpuinkischka 6/8, Biflin KOHTPOMO SKOCT
Jlinewsis Ha Bupobuunrseo: AE Ne637435
Ceinonrso npo arecranito: Nel191 Bix 19.09.2013 p.
Ceprugixar sianosizsocti GMP Ne034/2021/GMP, niticnuii go 16.04.2024

Cepis

Kin-1s B cepii

Ceprudikar sxocti Ne 133809
Dypauuain®

Ta0MeTKH 115l IPUTOTYBAHHS PO3YHHY JUIs 30BHILIHLOrO 3aCTOCYBaHHA 110 20 mr,

1o 10 rabaerox y Oaicrepi, no 2 Gicrepu B mayui
PII MK NeUA/5187/01/01, gie GescrpoxoBo

0077954

Jarta BupoGuuITBa

Jara Bugaui ceprudikary

AHani3 BUKOHAHO Y BiITOBIHOCTI 3

11,760 tuc. yn

10.08.2023
21.08.2023
MK NeUA/5187/01/01 , 3minn: "TEKCT MAPKYBAHHSI a0 PII NeUA/5187/01/01

Bix 09.06.2022",

(L1

"TEKCT MAPKYBAHHA 10 PII NeUA/5187/01/01 Bix 17.02.2022", " ¥Ynaxoska",

"OanopixnicTs no30Banux oaunuus", "Mapkyeanua", " MikpoGiooriuna uncrora"

Ne HaiimeHyBaHHs MOKa3HHKa Bumorn MKSI/AHJT Pesynwrar anamnizy
1 Onuc TabneTku 0BTOr0 a60 3¢ICHYBATO-KOBTOTO KOJIBOPY, 3 Biarosinae
Jlie/ib HEPIBHOMIPHUM 3a0apBICHHSM HOBEPXHI, Tabuerku xoBTOrO
TLI0 CKOLMTHAPHIHOT hopMH, 3 dackoro i puckoro. KOJIBOPY, 3 NIelb
HEPIBHOMIPHUM
3a0apBIIeHHAM
MOBEPXHI,
TUIO CKOLIH T H/IPHYH
oi dpopmy, 3
$ackolo i pUCKOIO.
2 | Inentudikauis A. YnerpadioneToBuii CrieKTp MOrIMHAHHA Bignosinae
JOCTIKYBAHOTO PO3YHHY, TIPUTOTOBAHOTO IS
KiJBKICHOTO BU3HAYCHHS, B 001acTi Big 245 HM 10 450 M
TOBUHEH MaTH MaKCUMYMH 32 JOBKUH XBUIIB (260+2) M |
(375+2) HM Ta MiHiMYM 3@ JoBxuHK XBuai (306£2) HM
(sitpodpypan).
B. XapakrepHa peakiiist Ha HITPOrpymny. Biarnosinae
C. Xapakrepna peakuis (a) Ha XJOPHIN. Bianosinae
3 | Cepeanns maca Bix 789 mr o 872 mMr 832
4 | OnHOpiAHICTH T030BAaHUX OJMHHILL IpuiimansHe YMCI0 Mae BIATOBINATH BIMOTaM, Bianosinae
3azaHauenuM B JIOVY/EP, 2.9.40. 5
5 | Posnaganns He 6inbine 15 xs. 5
6 | KinbkicHe BU3HAYCHHS Buicr nirpodypany (C6H6N404) B onniii tabnerni Mac 19
OyTu Bix 18 Mr 10 22 Mr, y IiepepaxyBaHHi Ha CEpeIHIo
Macy TabneTku.
Bwmicr narpiro xaopuay (NaCl) B oaniit tabnerii mae Gytu 781
Bia 760 mr 10 840 Mr, y repepaxyBaHHi Ha CEPEHIO Macy
TabNeTKU.
7 | VYnakoBka 3rigso MK ta 3minu Bianoginae

. e .
Ay MEHTIB NS
JOKYMEHT




Ceprudixar sikocti Ne 133809
@Oypaunain®

Ne HaiiMeHy BaHHs IIOKa3HUKA Buvoru MIKCS/AH/T Pesynprar ananizy
8 | MapkysaHnus 3rigHO 3MIHU 0 TEKCTY MapKyBaHHS Biarnosiznae
Tepmin npunaraocri: 5.00 p. [Mpuaarauii no: 07.2028
YMOBH 30epiraHHs: B opurinaasuiii ynakosui, npu TeMneparypi ne sume 25°C.
BuCHOBKHU: Biznosizae umoram MKSI NeUA/5187/01/01 , 3minu: "TEKCT MAPKYBAHHS no PIT

NeUA/5187/01/01 Bix 09.06.2022",
"TEKCT MAPKYBAHHS 10 PIT NeUA/5187/01/01 Bin 17.02.2022", " VYnaxoBka", "Onunopixnicts

Ao30BaHEX oXHHANL", "Mapkysanus', "MikpoGiesoriuna yncrora"

Hayansaux BKS i m{ Vnsiua MuxonaisHa Yasyc
Jlo3BosieHO 0 peaizamii “I '/ é} f ﬂgﬁ /3

«lluM g s3aceimdyro, mo HaseaeHa Bumle iHQopMmanis € J0CTOBIpHOW Ta TouHow. Llo cepiro npoaykuwii Oyno  BupoGneno

(BKMIOYAKOMH  NMaKyBaHHs Ta MapKyBaHHA) Ta MPOBEJEHO KOHTPONh ii #KOCTI HA BHIIE3a3HAueHill JiMbHHII Yy  MOBHii
BiamoBimHocTi 3 BuMoramm GMP, BCTAHOBICHMMU _MICHEBUM DErYJISTODHMM OPraHoM, a TakoK BiANOBiIHO 10 crenmikaiii,
[0 MICTITBCA Y peecTparifiHoMy
BCTAHOBJIEHO BianosiaHicth GMP»

ViosHOBaxKeHa 0¢o6a 3 AKOCTI

nad
” (VMEHTIB
AOKYMEHT




Bupo6uux: AT «anuudapm», 1/¢. (0322) 949907
JinbHuts BUPOGHIITBA TAa6IETOBAHUX MKAPCHKIX 32C00iB TabneTHO-dacyBaibHOro nexy
Anpeca Bupo6HIO] AiMbHULI: YipaiHa, 79024, M. JIbBiB, Byn. OnpuIIKiBCcEKa, 6/8
Axzpeca Micus IPOBEICHHS KOHTPOJIO AKOCTi: YkpaiHa, 79024, m. JIbeis, By Onpuimkiscska 6/8, Binain koHTpomo skocTi

JlineH3ia Ha BupoOHUITBO: AE Ne637435
Csizourso npo arectauito: Ne191 Bix 19.09.2013 p.

Ceprudikar eianosiaaocti GMP Ne034/2021/GMP, niticuuii no 16.04.2024

Ceprudikar sxocti Ne 136063
Dypaunjain®

TabJieTKH A5 NPHIOTYBAHHA PO3YHHY LISl 30BHILIHBOI0 3aCTOCYBAHHsA Mo 20 mr,

no 10 Tabierox y Giicrepi, mo 2 Giicrepn B nauni
PIT MK NeUA/5187/01/01, nie Ge3cTpoxoBo

Cepia 0081062
Kin-ts B cepii 11,760 Tuc. yn
Jlara BupoGHuUIITBa 06.09.2023
Jlara Bunavi ceprudixary 15.09.2023

AHaji3 BUKOHAHO Y BiALIOBIAHOCTI 3

Bin 09.06.2022",

MK NeUA/5187/01/01 , 3minu: "TEKCT MAPKYBAHHS 1o PII NeUA/5187/01/01

"TEKCT MAPKYBAHHS a0 PI1 NeUA/5187/01/01 Bin 17.02.2022", "VnakoBka",

"o

"OnnopinnicTs A030BanuX oauHnNs", "Mapkysauna", "MikpoGiosoriuna uncrora"

Ne HaiiMeHy BaHHS OKa3HHKa Bumoru MKSI/AHJT Pesynsrar aHanizy
1 | Onmuc TabneTkH 5x0BTOr0 60 3€/ICHYBaTO-KOBTOI0 KOJILOPY, 3 Biamosinae
Jeab HEPIBHOMIPHUM 3a0apBIICHHAM MOBEPXHI, TaGnerxku xoBTOrO
TUIOCKOLWTIHAPHYHOT hopMu, 3 (HacKoro i puCKOKO. KOJIBODPY, 3 JieIb
HEpiBHOMIPHAM
3a6apBICHHAM
MOBEPXHI,
TTOCKOLIMIHAPHYH
oi ¢popmu, 3
(ackolo i puckolo.
2 | ImenTndikanis A. YisrpadioneToBuii CIiEKTp MOITMHAHHS Bianosinae
JIOCHIDKYBAaHOTO PO3YHHY, IIPUTOTOBAHOTO IS
KiJIbKiCHOTO BU3Ha4€HHS, B 001acTi Big 245 um g0 450 BM
MOBHHEH MaTH MaKCHMYMH 32 JOBXHH XBHJIb (260+2) HM i
(375+2) HM Ta MiHIMYM 3a ZOBXHHH XBUII (306+2) HM
(HiTpodypan).
B. XapaxrepHa peakyis Ha HiTporpymy. Bimmnosinae
C. XapakrepHa peakis (a) Ha XJIOpHIN. Biamnosizxae
3 | Cepenns maca Bin 789 mr mo 872 mr 832
4 | OmHopiaHiCTh 1030BAHMX OAMHUIIb [puifManbHe 9HCIO Ma€ BIAOBIAATH BUMOTaM, Binnosinae
3asanaseHuM B JIOY/EP, 2.9.40.
5 | Posnananus He 6inbme 15 xs. 6
6 | Kinpkicue BusHauenus Bwicr nirpodypany (C6H6N40O4) B oniit TabneTui mMae 19
6ytH Bix 18 Mr 0 22 Mr, y nepepaxyBaHHi Ha CEPeIHIO
Macy TabneTku.
Bwict Harpito xnopuay (NaCl) B oxiii TaGierui Mae Gytu 796
Bia 760 mr 1o 840 Mr, y nepepaxyBaHHi Ha CEPEHIO Macy
TabIeTKH.
7 | Ynmaxosxa 3rinHo MK Ta 3Mmiuu _Bimmosinae




Ceprudikar sxkocti Ne 136063
Pypauuain®

Ne HaiimMeHyBaHHS NOKa3HHUKa Bumoru MKSI/AH/] Pesynsrar aHamizy
8 | Mapkysanus 3riaHo 3MiHH A0 TEKCTY MapKyBaHHS Bianosigae
Tepwmin npuaarsocri: 5.00 p. Ipunarauii no: 08.2028
‘YMoBH 30epiraHHs: B opurinaabHiii ynakesui, npu remneparypi ne sume 25°C.
BHCHOBKU: Bianosizae sBumoram MKSI NeUA/5187/01/01 , 3minn: "TEKCT MAPKYBAHHSI o PII

NeUA/5187/01/01 Bin 09.06.2022",
"TEKCT MAPKYBAHHS no PII NeUA/5187/01/01 Bin 17.02.2022", " VYnakoBka', "Oanopiznictn

A030BAHHX oMHHHLL", "MapkyBanua", "Mikpo6iosoriuna uncrora”

69 Hagansauk BKS Vnaua MukonaiBHa YaByc

Jlo3BosieHo 10 peanizarii { /f ‘ﬂ f Mﬁ

«llumM s 3acBimguylo, 0 HaBeJeHa BHINe iHQopMalis € [OCTOBipHOIO Ta TouHol. IL[0 cepito npoxykuii Oymo BHpoGIeHO
(BKMOYAlOYM MaKyBaHHSA Ta MapKyBaHHS) Ta TPOBEACHO KOHTPONb i SAKOCTI Ha BHINE3a3HA4YeHill JIMBHULI y  TIOBHii
BimmosigHocti 3 Bumoramu GMP, BCTAaHOBIEHHMH MICLEBMM pErYJIATODHMM OPraHOM, @ TakoX BiINOBiZHO H0 crenudikamiii,
OI0 MICTATBCA Y  peecTpauiiiHoMy gocke. I[IpoTokonm  BHpOOHMLTBA, MaKyBaHHS Ta aHami3iB Oyl10 MNeperiAHYyTO Ta
BCTAHOBJICHO BimoBiaHicTs GMP» :

ViorxosaxeHa 0coba 3 AKOCTI

Ne PR 047/23
CBIAOUTBA
nPO ATECTAWIO /7

e ,
JOKY MEHT

ST e—— g
Qiga M.


http://www.tcpdf.org

