flyEnivne aniicHepHe mogapuemso «Hayxogo-supofuuaui yeump
«BOPLATIBCHKUA XIIKO-OAPMALUEBTHYHIA JAB0 33

Biddin Koumponio Srocmi
BXD3

My&nuusoe akuuoHepHce ofuacmeo «Hayyno-npouisodcmees bl esmp
*EOPUIAMOBCKHA XHMUXC-APMALEBTAMECKWA SABOL
Omden Kowmpaonn Kavecmga
CawserenscTao of arrecrauuy N MT-410/14 07 03,1244
aul3aHo 1T YRpmeTprecTerassapt”

Canaerenseysn 0f arrecTauqu Ne 95 or 20.01.12
BLIAAHO Oty ADPCTBEHHON CNyXEof Yipauie N0 NOLapeTaC LM CHaacTeam

Criaouree apo aTecTadiio Ne M7410/14 3l 03 12 14
sudane [N "Yepmarprecrorangapt”
Ceizoutes npo arécraulio e 96 8ia 200112
neaave [epraproo cyrboio YRpainu 3 nikapchrax 3asobis

Fepzeiz 03134, i Koig, ayn Muoy. 17
dgn 203-11-38, 402-76-36, «bare 401-40-38

Yepawag, 03134, 75400, yn Maps 17
Ten. 205-31-38, 402-76-36, Haxc 401.45-38

CEPTUBIKAT AKOCT!

{CepTuchurar KavecTsa)

KNOTPUMAION
(kroTpumaszon)
PO3UMH A5t 30BHIWHLOTO 3acTocyraHus 1 %, no 25 mn y donanoHi
(pacTeOD ANA HAPYXHOro npumMeHeHusa 1 %, no 25 Mn Bo GnakoHe)

Ne cepif {cepuu) 0561220 KinbkicTs B ¢cepii (xonuuecrso s cepun) 14520 wr,

Dara supoBHUUTBA {aaTa npounssoscraa)  02.12.202¢

PeceTpayifne nocnigueHna (DErMeIpaunoHHoe cauaeTenscTan) Ne UAME645/03/01

Tenmin nif peccipaniBHoro NOCBIAHCHHA Heo0BMeMeHUA (COOK NERCTANA DETMCTDALMOHHOID CBRASTENLCTEA HEOIDAHNUBHH I}

BunpobyBanns nposeaeHe 3rigHo Metoaie konrtponto srocTti FNI3 Ne SFP-169-04
(MCTIBITERMA NposeseHbl cornacko MeTofos xoHTpona xavecTsa MC Ne SFP-169-04)

MoKasnmKm HKOCTI
{nokazareny kauecrsa)

Kpurepil npuinatHocTi (KpuTepun npuemnemMocTu)

npy BUNycKy {npy ssinycee)

Pesynbraty (peaynutartsi)

g')nm‘ {onucarne)

Mpoaopa, BeaGapeHa aGo madmke GoatapaHa J 3Nerka KoBTYBATHM
KONbOPOM pianHa (npospayHan, GECUBSTHAR kW NOYTH BecusatHan
O CRETKa KENTOEATHIM LIBETOM HWAKOCTh)

Binnosigac (cootegreTaveT)

;iqnu‘mqniﬂauiﬂ {npenTuchuranmn)
i - RNAOIMPUMABIOS {4HOMBuaMadon)

A, Metog TIEX 3rinHo 3 TecTom
(meton TCX corpacHa TecTa)

Bignoslnae {(cooTseTcTEYET)

2. Ha xpomarorpami BKnpoGORYBAKOIO P-Hy YaC YTPUMYBaHKA
nika KA0TPHMaIoNy Mac TRIBNagaTy 3 4acoM YTPHMYBaRHR
nika KNOTPUMAZONY HA XPOMATOrpaMi p-Hy noplananuna (a}

{HA XPOMBTOTPSMME KCNBITYEMOIO P-Da BPOME YESDHMBAKUA 1-
KA KNOTHUMA3Z0Na L0MKHO COBMaAaTL CO BPEMEHEM YaepHviBa-
HUA NUxa ENOTPUMAINNA HA XPOMATOrPAMMEe D-Pa CPaBHEHUA {8}

Bignosinae (cooraercraver)

Jouniwsii BUINAA npeRapaTy
{3rewmut Bup ngenaparal

Fipenapar Mac DyTH npo30opum (Rpenapar Jomxen BblTe NpO3pasHbita)
3abapsnenns npenapary mac GyTH ne iHTencuBRiwe 33 eTanod BY,
{oxpacxa npenapaTta AcnHa UbiTh KE UHTEHCUBHEE JTanoMa BY.)

Bignosinac {cocTBeTCTBYET)

CyCTHHd {NROTHOLTH)

(2-xniopd:ernit} AnbeHURne Tanon

Big (o1} 0,967 rfcm® o 1,020 ricm® 0,995 rics®
|8MicT eTAHONY (COARPMEHNE TaHONA) He Menine (He menee) 24,0 % 316 %
Z-xnopierinjpudeninMerasion
{ pe A He Ginbue (ne Gonee) 5,0 % < 50%

MixpoGionoriiHa YHCYoTa

DOGHONCTYECKEA YUCTOTR)

JaranoHe uncno aepobrnx mikpoopranismie
(oBuiee wicno aapobubi MUKPOOPTanu3Mos) - TAMC -
e 6lnuwe (He 6onee) 10° KYO (KOE) 8 1 Mn

Bignogigac {cooTaercrayer)

3aranbhe YKCNO APIKAKOBMX Ta anlcedesnx rpubin
(oBuies uucno Apockesnx U Nneckeesix rppbon) - TYMG -
He Binuwe (1e Sonee) 10 KYO (KOE) B 1 Mn

Bignogigae (COOTRETCTRYOT)

Biacyrnicte (o1cyiciaue) Staphyfococcus avreus s 1 Mn

Bignogigae (covrsercrayai)

BineyrricTs {oTcyTeTBUE) Pseudomonas aeruginosa 81 mn

Bianosigae (coovserctayet)

KiffnKicHE BUIHAYEHHA
{ROIMIELTRCINIOE CNPBABNSHUE }
- RITOMIPUMa300 (KNompusmason)

Big (on) 9.5 Mrao 10,5 mr{10,0 Mr£5 %)
8 1 mn npenapary (B 7 M0 npenapara}

9.8 mr

Ynakoexa (ynakoska)

NosuHex Blgnosinark sumoram Kl
{nonxen cootaeTCTEORATEL Tpebonaunam HI)

Binnosigac (cocteeroinyer)

Mapryoauna (Mapkposka)

NosuKeH Bignoninary mumoram HA
{aomxes conTaeTCTEOBATL TpeBonanam HI)

Bigneeipac {(cootaerciBys)

Tepwuin npuaarsocti (Cpok roaHoCTR)

3 powu (rona) 4o 122023
BucHoBok BK#A: Bignosigae Bumoram MeTogis KOHTPO/MO sakocti TN3 Ng SFP—1 69-04
{3arnouenne OKK: Cooreercrayer TpeSosaHuAM Me‘ro;,zoa koa’rpom xauecrea [ NIC st SEP-169 Ux;;

Hau. BKA (OKK) 1  MNegewxo O
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PYBAHIOR ARHHOHEPHOE OBIECTBO « HAY NG UPONIBOC I BEIHILIE
BEHTT «GOPIATOBORH XEMIURO-GAPMAIFBTHHECKRIIN 3ABO b

Ypara, 031340 r Katew. yau Mupa, 17
Peu (330443 203-03-10, 103-31-1;

(380447 203-03-83, (+3804d) 203-03- 14 (Y ooisoMoicniue o)
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CEPTUOUKAT CEPHR IS IEKAPCTBEHHOTO CPEJCTBA

KJIOTPHMAZ3O!, pacrsop Aist Hapy#KHOTO IpHMenensn 1%

HanMenosamie npoay K
Jderapernennas gopaa

Cuig ACHCTRIN/AKTHBHOCTL

Paimep 8 THI YHAKOBEH
Crpana-tupoiiBojnTe

Homep perncrpaiHoiHore
CBIVICTOILCT B
Haosep cepuu

Passep cepun
Adwra nponssoaessa

Jlara oReuuams ¢pora
POLHOCTH

Hazsanus, aapees # Homepa
JHIEHITH BCCX VHACTKORB
HPOIZBOACTEA M KOHTPO.AS
RHUCCTBA

Ceprudurarst GMP
YURCTROR, VRA3ANHLE B 1,10
POIviaLTATDHI AHAINIOD

Koymcarapnn

FuunacHie 0 CCPTIHRANNN

Duniass, HOILCL 1
JOARHOCTD (LA,
BLLISBIICIO PAIPCHICHRE HA
BLIEYCH cepun

Kiorpumaso.i

Pacrsop jUs napysHoro upsivcncinst 1%

§ M HPenapita COACMEIT! KAOTPHMLIoAa

{1 trepecuere Ha 00 M cyxoe peitecrno) — 10wy
[0 23 st so durakonax

Yipauia

No UAZ1645/03/01 (Vpanna)

(561220
14 508 vn.
02.12.2020

no 12.2023

Yrpausa, 03134, r. Kues, ya. Mupa, 17:
annensise AB NeS83003;
CRIASTALCTHO 00 aTTecTagmi Jadoparopiil KK N6

Ne(J 1 722019/GMP o 18.01.2022

Pipusesweus 8 cepribMrae xauecesa

Hacromuuy  nOArsepmagio,  Yle  BBRUDNCYREZMGS
sBAACICH aocToscpHel 1 wodnoll Dra oopi
APOHBRCICHA (BRI YUAKORKY/MADKUPOBKY) 1 HPOBC i
£e KAYSCTBA HA BRUIICVKAZAHHAOM YHACTKE B MOIGHOM COUIHSTUTRI:
ipedosanmsyn GMP,  voTaHOBASHHLIMI  MECIUBIM DU
OpIAHOM, @ TAKKC B COOTBCTCTBHI CO CREHHHIKu M.
COCPAATCH B perHCTPAIHOHHONM jocpe. [pororaib upoisos
HuLillt HPOCMOTPEHBL B yoTarosiene coorperersie GMP

SPOULIYRS

1127628

& OO aEY

Posanonciuii ALD.
§ HOGHOMUSCHEOC (FH0




NMYBJINYHOE AKUMOHEPHOE OBLIECTBO «HAYYHO-TITPOU3BOACTBEHHKIH
UEHTP «BOPUIATOBCKUA XUMHUKO-®APMAILEBTHYECKHI 3ABO1»

Ykpauna, 03134, r. Kunes, yn. Mupa, 17
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83, (+38044) 205-03-14 (YnonHoMo4CcHHOE AHIIO)

P 6xd3

CEPTU®HKAT CEPUU JJISI TEKAPCTBEHHOI'O CPEJICTBA

KJIOTPHUMAS3O.I, pacTBop A/t HApYkHOro npumeHenust 1%

1 HaunmenoBanune npoxykuun KﬂOTp"Ma3OJ‘l
2 JlexapcrBennan ¢popma PacTsop nn1st HapyxHOro npumeHenns 1%
3 Cuua 1eHCTBUA/aKTHBHOCTD | M1 nipenapata copepxuT: KIOTPUMa3oia
(B nepecuere Ha 100% cyxoe Beitectso) ~ 10 mr
4 Paismep u THn ynakoskn ITo 25 M BO drakoHax
5 Crtpana-npouspoaurenn YkpauHa
6 Homep perncrpannonnoro Ne UA/1645/03/01 (Ykpanna)
CBHETEILCTBA
7 Homep cepun 1091020
Pa3mep cepun 14 688 yn.
8 JlaTa npousBoacTsa 30.10.2020
9 Hata okOHuYaHHS CpOKa o 10.2023
rOAHOCTH
10 Haseauus, anpeca u Homepa Yxpauna, 03134, r. Kues, yn. Mupa, 17;
JIMIEH3UH BCEX YHACTKOB JuueHsus AB Ne598003;
HPOU3BOACTBA H KOHTPOJIA CBHACTCLCTBO 06 aTTecTanuy gaGoparopuit OKK Ne96
KayecTBa
11 Ceprudpuxarer GMP NoO17/2019/GMP no 18.01.2022
Y44CTKOB, YKa3aHHbIX B 11.10 .
12 Pesyavrars ananusos IprBenenst B cepTudukaTte kayecTsa
13 Kommenrapun -
[4  3assnenue o cepTudHKALHK Hacrosmum  noartsepxnaro, uTo  BRIEyKasaHHAs nudopmarms
ABJIACTCA AOCTOBEPHOH M TOUYHOH. DTa cepus mNpopykuuu Gbiia
Npou3BeAeHa (BKIIOYAs yNaKOBKY/MapKHPOBKY) M NpoBeaeH KOHTPO/Ib
€¢ Ka4yeCcTBa Ha BLIUIEYKA3aHHOM Y4acTKE B [10JIHOM COOTBETCTHHH ¢
tpeGosannamu  GMP, yCTAHOBIGHHBLIMH MECTHBIM peryaaTopinim
OpraHoM, a TaKXE B COOTBETCTBMM CO CHEUHUDUKALMAMH, KOTOphIE
COZEpXATCA B PErHCTPALUMOHHOM jaoche. [IPOTOKOMEI NMPOM3BO/ACTRA
Ob1IM MPOCMOTPEHB! M YCTAHOBJIEHO cOOTBeTCTBHE GMP
15 damuiaus, nogiuce u PomaunoBckHnii A.B, 23.11.2020

AOJKHOCTD JtHUA,
BbIIaBUIEr0 Pa3pelieHHe Ha

'BbHIYCK CEpHH

Ynoasomoyennoe auno Jara noanucanun




MyGnuyroe sxyuonepHoe oSujecmeo «Ha, YYHO-NPOU3IBOACME8HHBLIT YaHMP
«BOPUWAT OBCKHA XMMHKO-®APMALIEBTHYE CKHA 3ABO»
Omden Kcumpons Kavecmaa
Canaetenncreo o6 atrecraunn Ne MT-410/14 or 03.12.14
BoiaaHo [Tl "YKpMeTpTecTCTaHAapT"

CanaetenbcTao o6 avTactauwu Ne 96 ot 20.01.12
BblAaHO TOCYAAPCTBEHHOM CNYXISON YKpaWHbI N0 NEKAPCTBEHHbIM CPEACTRAM

My6niune axylonep P «HayKx060-8upoBHuUNUl yenmp
«5OPUATIBCLKMIA XIMIKO-OAPMALEBTHYHUA 3ABOA>
BIiddin Kowmponto Sikocmi
Csigoyrso npo atecrauyiio Ne NT-410/14 sig 03.12.14
swaaxe N "YkpMerprecTcTanaapr”
Caiaourso npo atecrauiio Ne 96 sig 20.01.12
snaare [lepxasHoto cryxBoio Ykpainm 3 nikapcokux 3acobis

D
BX®D3

Yxpaikg , 03134, M.Kui, ayn.Mupy, 17 Yxpauna, 03134, r.Kues, yn. Mupa, 17

Ten. 205-41-38, 402-76-38, Qakc 401-40-36

CEPTUDPIKAT AKOCTI

(CepTudukar kayecTsa)

KNOTPUMA3O/

(knoTpuma3son)

PO34uH ANA 30BHIWHBLOrO 3acTocyBaHHsA 1 %, No 25 Mn y dnakoHi

n 1091020

Bunpo6yBaHHs NnposeAeHe 3riaHo MeToAis koHTponio skocTi M3 Ne SFP-169-04
(vcnbITanvs npoBeAeHs! cornacHo MeTogos koHTpons kayectsa [1IC Ne SFP-169-04)

(pacTBOp ANA HapyXHoro npumeHerns 1 %, no 25 mn Bo (pnakoHe)

Kinexictk B cepil (xonu4ecTso B cepum)
[Qara Bupo6HuuTBa (naTa npoussoacTea)

Ten. 205-41-38, 402-76-36, Qexc 401-40-36

14700 wr.
30.10.2020

HANEHRBIA

MoxaaHuku axocTti
(nokasatenu kavecrsa)

Kputepii npuiHATHOCTI (KpUTEpHUKU NpUEeMNeMocTy)

npu BUNYcKy (Npn Bbinycke)

PeaynnTaTtu (pesynbrarol)

Onwuc (onucaxue)

Npo3sopa, Ge3GapsHa a6o mauxe 6e36apBHa 3| an6rxa X0o8TyBaTHM
xonbLOpoM plauna (Npo3payHas, becuseTHan unu noyTu GecLiBeTHan
€O CNEerka XenToBaThiM LUBETOM XUAKOCTb)

Blanoslaae (cooTsetcrayeT)

laenTudixauin (MaeHTnrUKaLun)
- KTOMpUMa3lon (KnOMpuUMasosn)

A. Metopa TIIX 3riano 3 Tecrom
(meToa TCX cornacHo Tecra)

Bianoaigae (coovaercruyer)

B. Ha xpomatorpam! Bunpo6os8yB8aHOro p-Hy 4ac yTpUMYBaHHKA
nika knoTpumasony Mae cnlanagaru 3 Y4acOM YTPUMYBIHHA
nika kKNOTPUMa3ony Ha XpOMaTorpami p-Hy nopiBHRHHSI (a)

(Ha xpoMaTorpamMme MCNbLITYEMOrO P-pa BPEMS YAGPKKBAHWS M-
Ka KNOTPUMA30Na AONKHO COBNaAAaTh CO BpEMEHEM yAepxuea-
HWA NWKa KNOTPUMA30na Ha XpoMaTorpamme p-pa cpasHeHA (a)

Bianosainae (cooTeBercrayeT)

3oBHIWHIA BUrnAA npenapaty
(eHewHWi BUA Npenapara)

MNpenapar mac 6yTu NPo3opumM (npenapart A0/MKEH ObiTb NPOIPaYHBLIM)
3abapanenus npenapaty mMac 6yTu He iHTeHcuBHIWe 3a eTanoH BY,
(oxpacka npenapaTta A0nxaia 6biTh HE MHTEHCUBHEE 3TanoHa BYs)

Blanonlgae (cooTBertcTayeT)

(2-xnopcberHun) auncpernnmertaron

FycTuHa (NhOTHOCTL) Bla (o1) 0,967 r/cm® po 1,020 ricm® 0,996 rics*®
BMicT eTanony (coaepxaHve ataHona) He meHWwe (He meHee) 24,0 % 26,8 %
2-xnopdeHin)auceninmerano

( P JaucbenLnmeTanon He 6inuwe (He Gonee) 5,0 % <850%

Mixpo6GionoriuHa umucrora
(MukpoGUoNoru4eckan YUCTorTa)

3aranuHe yucno aepobHux mikpooprauniamis
(o6Liee yncno aapobHbix MUKPOOpPraHuamos) - TAMC -
ne Sinkuwe (He Gonee) 102 KYO (KOE) a 1 Mn

Blanosigac (cooTeercTByeT)

3arannHe Yncno apbkpkoBux Ta nniceHesux rpubin
(oBLee YKUCNO APOXKBBLIX U NNecHesbix rpubos) - TYMG -
e Slnbwe (He Gonee) 10° KYO (KOE) 8 1 mn

Blanoslgae (coorrercTeyer)

BiacyTHicTe (oTcytcTeue) Staphylococcus aureus 8 1 Mn

Bipnosainae (cootaetcreyer)

BlacyTHicTn (oTcyrcTaue) Pseudomonas aeruginosa B 1 mMn

Bianorinac (cooveercrayer)

KinbkicHe BU3Ha4YOHHA
(konuuecTBeHHOE onpeaeneHue )
- KIOMmpuMa3son (knompumason)

Bia (o1) 9,6 Mr 4o 10,5 mr (10,0 Mr £ 5 %)
8 1 mn npenaparty (B 1 Mn npenapara)

10,2 mr

Ynakorka (ynakoBka)

MoswuHeH BianosinaTu BuMoram HA
(aomkeH cooTeeTcTeoBaTh TpeGosanuam HL)

Blanosigae (cootsetcrayer)

MapxyBaHHA (Mapkuposka)

Noeuxen slgnosigaTu sBumoram HY
(aomxeH cooTeercTeoBaTb TpebosaHuaM HA)

Bianosinae (cootvBertcTeyer)

Tepmin npuaaTHocri (CpoK rogHOCTH)

3 poku (roaa)

Ao 10.2023

BucHosok BKA:
(Saknioverne OKK:

Hau. BKA (OKK) :

Bignosigae

«Hayroso-3

"az/j "

41

BuMoram MeToalB konTponio skocTt T113 Ne SFP-169-04
" pons kavecrsa [fIC Ne SFR-1§9-04)
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