NEKJAPAIIAA O COOTBETCTBHH

Haumenoganue 0p2anu3ayui, RPUHACWEN OeKIapayuio 0 CoOmeememeuu.
Obwecmso ¢ ozpanusennoil omsemcmeennocmoio "TIK® PAPMIPAHTA" (000 "IIK®

PAPMIPAHTA")

3apezucmpuposano : Meowpaiionnas urcnexyus Pedeparerou Hanozo60u enyaicéer Nel3 no
Canxm-ITemepbypzy OTPH 1027801546200 om 30.10.2002

Adpec mecma naxoscdenus: 194292, 2. Canxm-IlemepGype, 5-ii Bepxrut nepeynox, 0. 19. Teneghonu:

8(812)647-02-46
Hoeepennoe nuyo: Buxmoposa B.B., docepennocms: Ne2 om 26.11.2018

3ASBJET, YTO

nexapemeensoe cpedcmeo: Hsaxapoun®, cnpeti nodvassunbiil 003uposanmeii 1.25 m2/o03a 15 mn (300 do3),
dnaxon (1), nauxa kapmonnas, cepuz 221019, xoauvecmso I 0000 ynaxosox, zoden do 01.10.2024, npoussodemsa

000 HII® "MUKPOXHM", Jlyeancxaz obn., 2. Pydesicnoe, yn. Jlenuna, 33, Yxpauna, x00 OKIIL 2 OK
034-2014 (KITEC 2008) 21.20.10.141, ko6 TH B3 3004 90 000 2, xoumpaxm Ne 03-02-2017 om 03.02.2017,

cuem Ne39 om 05.11.2019

COOTBETCTBYET TPEBOBAHHAM
JIT-000348-190917

NEKJAPALIAS IIPIHSATA HA OCHOBAHMHA
pezucmpayuonnoe ydocmosepenue JIII-000348 om 22.02.2011 (dama samenw: 19.09.2017) oOepicamens

(enadeney) OO0 "Texnoxom”, eudano Munsdpasom Poccuu, npomoxon ucnsimanuit Ne 8313 om 15.11.2019 HJl
CIT6 TBY3 "C3LKKIIC" (RA.RU.21®PMI8), cepmuguxam Ne22 om 29.10.2019 OO0 HIP "MHKPOXHM",
cepmughuxam Ne POCC UA.PM03.C12653 om 15.11.2019 000 "OLCC3" (POCC RU.0001.11DM03)

JATA IPHHATHA JEKTAPAIMMY 18.171.2019

% Buxropoea B.B.

OIIHCE O U0

" CBEIEHHS O PETUCTPAIAH

OPTAH ITO CEPTHOHKAIIHAU, 3APETHCTPAPOBABIINI JEKIAPAITIIO
Pezucmpayuonnsiii nomep POCC RU.0001.11DPM0O3 Opean no cepmugpurayuu npodyxyuu OO0
«Oxpyorcnot yenmp cepmuguxayuu Ceeepo-3anady, adpec : 194156, Poccus, zopod Canxm-Ilemeptype,
Ceemnanoscxuii np., 0.2, ogpuc 413, oguc 503, ogpuc 503, men/paxc: (§12) 380-06-34.
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000 HN® “MUKPOXUM”

93000, Ykpaunz, lNlyraHckas obn., r. Pybexuoe, yn. llesuna, 33,
ten. (06453) 6-35-00, ten./ chakc (06453) 6-16-00; e- mail: office@microkhim.com.ua

Cepruduxar Ne 22

® - 221
HaumeHosaHWe NROAYKUMK! H3AKAPHM H 3 3 gz:;;pcz:;:mzf 3 gj; Vi,
Nexapcreexnas dhopma: CNPen NOABbA3LIYHbLIA A03MpoBaHHbId, 1,25 mrigosa
Axanua eninonxed no: HO NN-000348-190317
Homep pervcTpaumonroro yaoctosepenus: Ne M - 000348 or 18.09.2017 r, [aTa npov3soacTsa: OKTADPSL 2019 1.
Cuna ASRCTBUA/AKTUBHOCT,, 1 4033 COABPXUT M3ocopOuaa auHurpaTa 1,25 mr [Jata OkOHYaHuR cpoka rogHocty: 10 2024
Pasmep u Tan ynaxoskn: Mo 15 mn (300 403) BO (hNaKOoHL! M3 KOPUYHEROTO CTEKNA. PNAKOHLI CHEOKAKT MEXZHUHECKHMM HACOCOM AOZUPYHOWETD
peicTaus ¢ pacnsinureneM. Ha kaxabii GnakoH HAKNEUBAT CAMOKASIOWYHICA ITUKETKY. Kamaniid hnakeH BMECTE ¢ pacnbLinuTenem,
NpenoXPaHUTEeNSHEIM KOMNAYKOM ¥ MHCTPYKUMER NO NPUMEHEHUID NOMEWAKT B NAYKY U3 KApTOHA.

CNELMOUKALWA KHO PesyneTathl UCneITaHni
Ne HaumernoBaxue JonycTumbie HOpMbI MeToawst KOHTPONS
nin nokazarenew
Onucanue MpoapayHan CecuseTHaR UNM XMEeNTOBATOro UBeTa OpranonenTuyeckui Coomsgemcmeayem
MAAKOCTS €O CAMHTOBLIM 33n3aX0oM
2 | MopnUHHOCTL
BpemA yAepKMBaHns OCHOBHOIC NuKa Ha Xpomartor- BIMX
pamMe UCnbITYemMoro pacTsopa S0MKHO COOTEETCT- Coomsememsyem
208aTk BPEMEHU Y4EPKUSIHUA NuKka uzocopbuga au-
HATPATA HA XPOMATOrpaMMe PaCTECPa CTAHASZPTHOMS
obpaaua (passen «KonuyecreeHHoe onpeaenexue,
Uaocopbuaa annurparar)
Cunee okpawwueanue (HuTpoadupHan rpynna) KauecrsenHan peaxuns Ha Coomeemcmeyem
HUTEO3UDHY® rpynny ]
3 | NpozpayHocT MpenapaT AonxkeH SbiTo Npo3paysbiM ro Xiil Coomeemcmayem
4 | LUeeTHocTs MpenapaT ACM<EH BbiASPKUEATL CPABHEHNE C ro Xl Coomsememeyem
sranosom Ys
5 | MnoTHocTs O 0,830 g0 0.850 rfem’ o Xl meToa 1 0,854 2/em’
6 | McnsiTaHue QrniakoHa
Mposepxa pnakoHa Ha
rEPMETUHMHOCT QnzaKon ACKEH GBITh repMeTYHbIM Meroauka HQ Coomeememeyem |
MNposepka MexaHu4ecKoro AucnepcHan cTPYs AOMKH2 NOASAATLCA He Bonee, vem Metoavka HO 4 Haxamus |
HACoCs nocna 7 HawaTui
7 | OgHopogHoCTs Macchl 8 cooTzeTcrauy ¢ TpeboeaHuAMY ro Xl ' Coomsemcmeyem
A03bI | +4,8 %
-3.9%
8 | KonuuecTBo Q03 8 He meres 300 re Xl meTog 2 311
YNaKoBKe
9 | POOCTBEHHbLIE COSAMHEHNA Msocopbuaa-S-HuTpaT - He Gones 0,5%, TCX He oBHapyweHs!
Wzccopbuaa-2-HuTpaT- He Sonee 0,5% He c6Hapyweannl
10 | MrKpobonorvyeckan Kareropus 2 re Xt 8 1 M7 IPEN2PAMI.- MUKPOOPE-
YUETOT2 mu3Moe (6akmeputl u 2pubos)
cymmapHo-menee 10 KOE
» Enterobacteriaceae — omeymec.
b Pseudomonas aeruginosa —
pmeoyme.
r S:aphy!ococcus aureus-omeyme.
11 | KonuyecreeHHoe 011,18 40 1,31 mr/p03a BIMX 1,27 m2/do3a
onpeaenexne Wzocopduaa auHurpat
12 | Mapkuposka B coorseTcrene c HA
Coomacmcmesyem

KommeHTapui: YCNOBUA XPaHeHUA - NpKr TeMneparype He soiwe 30°C, saanu ot orua,

JNvugHzua Ha NPOW2BOACTEO NEeKapCTBEHHbIX cpeacTs cepun AB Ne 598070 ot 13.12.2013 r. 93000 Nyraxckas obn., r, PyGexroe,
yn. Nenuxa, 33., 93400, Nlyranckas ofn., r. Cesepogoseux, yn. MNpombiwunetHan, 24-8, 93012 Nyranckana obn., r. PyBextoe,

yn. Nenuka, 48, 83008 Nyraxckas obn., r. PySesxHoe, yn. Movaesckan, 9.

Cepruthukat GMP 084/2016/SAUMP/GMP ot 06.12.2016.

CaungeTtenscreo 0f atrecrauun nadopatopum GU3MKO-XMMUHECKOro asanusa n KOHTPonA npovsaoacTea Ne 238 ot 17.12.2014 1,
CengeTenscreo of atrecrauun nadbopatopuu Gronorudeckore anwanuaa Ne 352 ot 21.06,2017 r,

3ameneHue o ceprudhukaunmn: STUM A NOATBEPKAAK, 4YTO NPUBEAEHHAEA Bhlle MHMOPMaLUNA ABNRETCA AOCTOSEDHOM U TOMHON, ITY Cepwio
npoaykunu Oblno NPOU3EEASHO (BKNIOYAR YNAKOBKY W MEPKMPOBKY) W MPOBEAEM KOHTPOMb €8 K2YeCTBa HAa BbILUEYKAZBHHOM YYECTKE B
nonHoM cooTeeTcTeMyu ¢ Tpebosaknuamu GMP, yCT2HOBNEHHBIMU MECTHbIM PEryNATOPHLIM OPraHOM, 2 TaK K& B COOTEETCTBUMM CO
creumbukauMaMmI, COOEPKALMMNCH B DETMCTPAUMOHHOM A0ChE. MPOTOKOMS! NPOU3BOLCTEE, YIIAK0BKK 1 2HaN1308 Bbiny NepecMoTPeHb! 1
yCTanceneHo cooTeeTcraue GMP. g S
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3aknovenne: Coomsememeyem TpebosaHuam HA NN 000348-180917 Ha/ &/
W3AKAPOWH, cnpel noaba3biuHbll 403UpOBaHHLIN, 1,25 r\gﬂifaa
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PazpeweHo K peanusauuu
YNonHOMOYEHHOE NUL0 NO Kay
« 29 » 10 2019r.




CI/ICTEMA CE?TH@DI/IKAHI/HI I'oCT P
OENEPAILHOE ATEHTCTBO 1O TEXHI’MECROMV PETYIMPOBAHITIO ¥ METPOIIOTHH

T;;C"_OTBETCTBM

Ne POCC UA <DMO3 012653

208Bo207 s

< __
PTigua Cpoh Aencnaxsz c1511 2019 : By

Ne 0302420
OPTAH IIO CFPTHQ)I/IKAHI/IE

- POCC RU.0001.11%M03 OPTAH 1O CEPTH@HK-MW HPO,EVKIM OOO «OKPY)XHOH L[EHTP
CEPTH®HKALYH CEBEPO-3ATIALl», adpec : 194156 Poccuz, z0pod Canxm-Ilemepbypz, Ceemnanoscxut
np., 0.2, oduc 413, opuc 503, oguc 503, mem’;baxc (8!2) 380—06 34 :

I—POA?'KT_IM :
Hsaxapoun®, cnpeil nodeassiunstl aomposaxnuu I ?5 meldosa J 3mr (5 00 003), KO&,‘E{ZKO 14 (KTIEC 2008)
@raxon (1), -nauxa xapmornaz, cepus 22101 9, napmwi ] 0000 ynaxoeox, 200ex 0o OKIA2 21.20.10.141

01.10.2024, KOHMPAK Me 03-02-2017 o 03. 02.2017, cuem M39 om 05 11.2019

COOTBETCTBYET TPEEOBAHUAM 'HOPMATKBHBIX .;&omMEmos

‘ xopa TH B3A,
3004 20 000 2

JII-000348-190917

H3TOTOBHTIEAD

00O HII® "MHKPOXHM", ﬂyzancxaz obn., 2. Pyoeo:c;;oe yﬂ Heuuﬁa 33
cmpana: Yxpauna

CEPTHIQUVKAT BBRIAAH E
Obuyecmeo ¢ 02pantentol omeemmeerzuosmwo "HR’ @ ¢APMPAHTA " (000 "IKD PAPMIPAHTA"),
194292, 2. Canxm-Ilemeptype, 3- uBepruu nepeyﬂox 6 19 Te.rzegbon 8(812)647-02-46

HA OCHOBAHHUY

DeZUCTPAYUOHHOE YOOCMOsepeHUe Ne JIIT- 000348 om 22 02 20171 (aczma 2amener 19.09.2017) depocamens
(sradeney) OO0 "Texnoxom", eerdano Mmdpasom Poccuu, npomoxm ucnermanuit Ne 8313 om 15.11.2019 HIT
CIlI5 I'BY3 "C3LKKIIC" (RA.RU.21 @MI '8), cepmuqﬁzmam ]\‘922 om 29.1 0. 701 9 000 HII® "MHUKPOXHM"
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Crxpunagesa E.H.

M . MHALANY, GAMKAKA

CepTuduKaT He IPUMEHTETCS opu OBH3ATEALHOM CepTUPURANEH
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