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JUABHULA NPHTOTYBAHHS TA YIIAKOBKH PiKHX TiKAPCLKHX 3acoBiB XiMiuHoro exy
A.peca BUPOOHUUOT lidbHuL: Ykpaina, 79024, M. JlbBis. By.1. OnpuiiKkiBebka. 6/8

BupoGuuk: AT «Tanxuuadapy», 1/¢. (0322) 949907

Alpeca Micus IIPOBEICHHS KOHTPOMO AKOCTI: Ykpaina. 79024, s, Jbsis. BY:1. Onpinukiscbka 6/8. BivL1in KoHTpo:mo SkocTi

Ceprugikar Bianosianocti GMP Ne032/202 1/GMP, aiticuuii 10 16.04.2024

Kin-rs B cepit

Mlara BupoGHuLTBA

Jara Bu1aui cepruikary

AHa113 BUKOHAHO Y BiaNOBIAHOCTI 3

Jlinewsis na BipooHuuTBo: AL Ne637433
Caiaourso npo arecrauito: Nel91 sia 19.09.2013 p.

Ceprudikar sxocti Ne 112608
[inepun

po3yiH HawKipuuii 85 %, no 25 r y dutakonax

PIT Ne UA/7946/01/01, aie 6e3cTpokoso

0037593
23,638 THe. v

01.07.2022
26.12.2022

MR Ne UA/7946/01/01, 3minn: "Craan ua 25 r 1ikapcbKoro 3ac00y"", "3asBHUK,

kpaina”, "Bupobunr, kpaina", "I'paditue opopmienns ynaroku'", TEKCT
MAPRKYBAHHS 10 PIT Ne UA/7946/01/01 Bix 08.11.2017, TERCT MAPKYBAHHS

A0 PIT Ne UA/7946/01/01 Bix 22.02.2019

Ne

HalimenyBanus nokasuika

Bumoru MKSI/AH]

Pesy:ibrar anacisy

Onue

CupononoaiéHa. MacasHHCTa Ha 10THK. Ge36apBHa 260
Maibke 6e30apsHa, po3opa pianna. Jlysxe
TirpoCKOMIUHHII.

Bianosiaac

(3]

Posuunnicrs

3umiwyerses 3 Boaoto Pi 96 % cnuprom P, mano
po3uuHHMii B aueToHi P. npaktuuno He posuunuuii y
KHUPHHX 1 ehipHHX 0iaX.

Bianosiaae

[99Y

[aenTudikais

A. Jlikapcbkuii 3aci6 Mac BiANOBIIATH BHMOraM 110,10
NOKA3HHKA 3a10MJICHHSI,

Bianosizae

B. Bianosiauicts: etanonsomy cnexrpy JAOY rainepuny
(85%).

Bianosizae

C. Ilpn 3mitmyBanHi 1ikapcbkoro 3acofy 3 KUCI0TO
a30THOIO P I HawapyBaHki posuiHy KaTito uxpomary P,
HA MEKI1 IBOX ILAPIB PIIHHH Ma€ YTBOPIOBATHCS ONAKHTHE
KiJIbLIE, SIKE HE MA€ NEPEXOUTH B HIKHIIT wap npoTaroM
10 xs.

Binositac

D. Ipu warpisauni y BumnapHiii sawwi Jikapeskoro 3acody i
Ka:1ii0 riapocy:sdary P 3 ssasioTses BHnapu (aKpo:ein),
WO BHKTHKAIOTH NOYOPHIHHA (hiIbTPYBaIbHOrO Manepy.
3MOYEHOIO PO3UMHOM Kalilo TeTpaiio1oMepkypary

JYKHUM P.

Bignosigae

ITposopicTh posuuny

Po3uun S mae 6yTH npo3opun.

Bianosigac

KoabopoBictb posdiny

Ozepkanuli po3uuH Mae GyTH 6e30apBHIM,

Bianosiiae

Kucotuicrs ado ayxkuicTs

[Tpu 101aBaHHi 10 po3uuny S po3dHHY (enoadraneiny P
po3uMH cTae 6e3dapsuuM. Powkese 3aGapBieHHs Mae

3 ABHTHCS 1P 10.1aBaHHi He Oiabiue 0.2 ya 0.1 M POBUHHY
HATPIIO TLAPOKCHTY.

Binosigac

[Toka3sHiK 3a;10M 1€ HHS

Bix 1.449 10 1,455

1.453

Al jaeriu

He 6iabme 0.001 % (10 ppm)

Bianosiac

Edipn

3a0apBIeHHS PO3UHHY Ma€ 3MIHHTHCS MPH 10,1aBAHHI He

venwe 8.0y 0.1 M posuuny kuci1otu XJIOPHCTOBOIHEBOT

Bianosiae




¢

Ceprudikat sixkocti Ne 112608

I'ninepun
No HaiiveHyBaHHS NOKA3HHKA Bumorn MKSI/AHJ, Pesyabrar aHaaizy
10 | Mowmiwka A Ta cynpoBiIHI AOMILIKH - JIoMilLKa Al [11011a THKa He MA€ MePEBULILYBATH LIOILY Bianosilae
BIIMOBLIHOTO MIKA HA XPOMATOrPaMi PO34HHY 1OPIBHAHHA
(¢) (0.1%)
- Oy/1b-sIKa 1HIIA OMIIUKE 13 4acOM YTPHMYBAHHS MeHILE Bianosijae

dacy yTPHUMYBaHHs! LIILEPHHY: M7101Ua [TIKa He Ma€e
MCPEBHLLYBATH MI0NLY MiKa A0MILIKH A HA XpoMarorpami
po3uuny ropisHsHHS (¢) (0.1%).

- CyMa BCIX JIOMILIIOK 13 4aCOM YTPHMVBAHHS OljIblie Hacy Bianosiae
VTPHMYBaHHS TJIILUEPHHY: CYMa IIOLL MiKIB HE Mac
NEPEBHILYBATH 5 MO MiKa JOMIIIKH A Ha XpoMarorpami
po3unHy nopiBHAHHSA (¢) (0,5%),

- He BPAXOBYIOTh: TOMILUKH, [ITOLIA MiKa SKHX Mertue 0,03 Bianosizac
1011 NiKA AOMILIKH A Ha XPOMATOrpami po3uHHY
nopisasitHs (e) (0.05%)

11 | laiorenonoxizini He 6iaswie 0.003 % (30 ppm). Bianosizae

12 | Llyxpu Ouepkanuit po3duHH Mae 3a1umaries OTakUTHHM 1 He Bianogiiae
Ma€ yTBOPIOBATUCA OCAL.

13 | Xuopuan He 6iabiue 0,001 % (10 ppm) Bianosiiac

14 | Baxki metaiu He 6iabiie 0.0005 % (5 ppm) Bianosiae

15| Boaa Bix 12,0 % 10 16,0 % 12.1

16 | Cyabdarna so1a He 6uibuie 0.01 % 0,01

17 | Maca BMicTy ynakoBKi He meHme 25.0 ¢ 25

18 | Mikpobioioriuna uucrora 3araiabHe uHe10 aepodHuX Mikpoopratismis (TAMC) ne Bianosiiae
oiabme 100 KYOB I 1. <l
3araibHe YHCI0 APDKIUKOBHX 1 niiceHeBUx rpudis (TYMC) Bisnosiaae
He OL1biie 10 KYOB I 1. <l
BiacyTthictb Staphylococcus aureus B 1 1. Bianosizae
Biacytricte Pseudomonas aeruginosas | 1. Bianosiaae

19 | KiabkicHe BH3HAUEHHS He menme 83.5 % (M/M) 1 He Ginbize 88.5 % (m/M) 85.6

nponan-1,2,3-tpiony (C3H8O3. M. 92.1).

20 | Ynaxoska 3riano MKS1 Bianogiae

21 | MapkyBanns 3riano 3minn 10 TEKCTY MAPKYBAHH A Bianosiiae
Tepwmin npuaarHocrti: 5.00 p. [puaarnuii 10: 06,2027
YMOBH 30€piraHHs: B opurinaabniii ynaxosui npu remnepatypi He sume 25°C.
Bucnosku: Bianosizac Buvorav MK Ne UA/7946/01/01, 3winu: "Criaaa na 25 r gikapcbkoro 3acody ',

"JasBHAK, kpaina', "Bapobuuk, kpaina", "I'padiune opopmaenns ynakopru", TERCT
MAPRKYBAHHS 10 PIT Ne UA/7946/01/01 Bi1 08.11.2017, TEKCT MAPKYBAHHS 10 PII N\e
U'A/7946/01/01 Bia 22.02.2019

HauansHuk BKA : }/JmHa MukonaisHa YaByc
/78

«llm 1 3acBiiuyio. w0 HasegeHa BHIIE  iHdopmauis € I0CTOBIpHOIO Ta TouHolo. Lo cepito npoaykuii  6ya10  BHPOOICHO

J103BOICHO 10 peanizaitii

(BKIIOYAIONH  TIAKYBAHHA Ta MapKyBaHHs) Ta [POBEIEHO  KOHTPOAb ii  AKOCTI  Ha  BHIIE3asHaueHill  JiTbHMIG Yy  noBHii

N
sy

BiANOBLIHOCTI 3 BHMoramH GMP. BcTaHOBIEHH PErYJATOPHIM OPraHoM. a TakeK BLAMOBIAHO 10  crieundykaiiii,

NakyBaHHS  Ta  aHalizie  OY.I0  MEPErIAHYTO  Ta

o MICTATBCS Y peeccTpauiiiHoMy  10Ch
BCTAHOBJCHO BLAMOBLIHICTE GMP»

YnoBHoBa)keHa ocoba 3 AKOCTI



Bupodik: AT al ammdapsis, Tidy, (0322) 949907
JUALHIUA BPUROTY BAHHA T3 VIAKDEK HAKNK ISapessny tendis Ko nexy
Ajpeca rupofiuol Alsmn: Yepaiva, T9024, v Jlesie, sy, Cupomkiscesa, 68
AAPECa MICI NPOBEISING KONTPOIO ARocTi Yipaing, 79024, v, Jinsin, pva. Onproukiscesn 608, Biatia sormpoioe akecri
Jhinewnsin ma gupodmiree: AE Ne637433
Coigourso npo arecrome: Ne 191 mig 19.09.20 13 p.
Ceprndirar sianorimoecri GMP Ne0322021GMP, aificunii 1o 16.04.2024

Ceprudikar axocti Ne 116106

[nivnepun
possnn waKipuiii 85 %, no 25 ry daakonax
PIT Ne UAST946/01/01, nic ezeTpokoso

Cepin 0070611

Kit-Th B cepif 23850 Tie. ym

Nara gupodunuraa 21.00.2023

Mava wiaani ceprinpikary 07.02.2023

AR BHEOHIHO ¥ BLNOELHOCTI 3 MESH N UASTOG010L, Svinmm: " Crana wa 25 ¢ aigapeskaro wcoly™, "iansnnk,

Kpaia®, " Bupotnnk, kpatua”, "Upagivne odopseenun ynawonkn™, TEKCT
MAPKYBAIIAH IO PIT X UASTM60101 sin 08112007, TERCT MAPKY BAHHH
JLO PHL M UASTHH6/00/01 sin 22.02.2009

e Hafiveny Bania nokasika Busory MESIARJ] Pevnsrar anuniy
S T Cupononoiifig, secaanncra ia aoruk, Seabapuia afo Bignoniaac

siafise Geabapona, npotopa pianna, Jyse Gedapena pimima
TIFPOCRONIMITI.

2 PosanmnicTs Taiuyeries 1 opome P19 % ciipros P, mano Bianosiar
povant & aneroni P, npaknemo ne porsinm v
EIPHIT | efHpHIiN QA

3| Lrewmngivamiz A, Nikapessnit 1aeif sac BianoriaTn sHMOTAM UKD Binnoriaae
TORATHHKD TATOMICHHA,
B. Bianosiamicre: etwaonnosy cnektpy JIY coiuepuny Bianomiume
(85%)
C. [hpss sseiiuy pasni AIKAPCRROTD 3aco0y 3 KUCIOTORY Bianomiwmae
AI0THOD 1 HAIEPY BIHHI POISHRY KAT00 Juxpovary [,
B MEKE JBOX WARIE PUEIHI ALE VTROMOBITHCR GaKiTie
BB, SKE HE MAC CPENOITH B Witk twap npotsaros
10 xn
[ Clpi parpinauni v senapiifi samn ikapessoro meody | Bianoeinue
KA FiApocyasary P amisiorsca sninapi (aKpoaciu). -
L BRBUBHERAIOTE OMOPHInNE (hiIsTPYRATRHOTD NPy, 1_1?5“' A . o
TUALCHONT POIHHHGM KL TCTpailoaouepry pary - R '4:55,.
v P, o ‘)’/—\ %

4 | Nposopicts powimy Porpnin S mae Gy npoaopinse. o ]

| KouhoposicTh possiy Crpepecaniil pasainn smae Oy i Geslapminis, . A

6 | Knenormicrs aho misnicrs Tpn aomaraHHi 50 DOTGEHY S5 oy fgenoadmaned M""_l ﬁ_ﬂ'.
PO CTaE ._-- ']'!_F_Iih[-.:lmm FAOAPRACHIN MAC <
+ AnUTHGE ) o ananm m:'ﬁ\h_:h e 0,2 w 0,0 M posv oiove
HaTpis 1;‘4:/ E.—*'fl'_'rﬂ!,:f;;‘, \:\ nilil

7| Tokaamme sameaeina Bia 1{5:!"{.‘m 1455 FP”E}’EM- r"| 1 1,433

8 Adsaerian He ﬁlgsu*: k &i-ﬂnﬁl Fpm) j__-:il.‘ Bianosiiae

% | Edupn Indapi @quum,m:ﬂu.;?ﬁﬁ f TP TOtanaie He Bianoniiac
eniine 8% 0. | M por i LT XAOPHCTORD I HO]

;ﬁ;‘g{, ﬂ/t;’,{dﬁ 6?(/ 14 0h 223, ¢ J:/?Ff) .



Ceprudikar axocti Ne 116106

Inivepun
] Flafinee iy Bariis NORAIHIK Bosorn MESAHD Py rae sy
100 ] Mowimka A Ta cynpomin JoMink - BOMILIKE A TIOUE MK 112 S0 NEPEBHLYBATH IO LY Bianosimac

BLIOBLIHOND 11K HA XPOMATOTPEME PORIIHY ROPIRIAIIA
(e} 0,1%)

Gy I-RK THEL AOMILIKA (3 1AC0M VTPIMYBAIIA Memme Bianoninae
ALY YTPUMY BAHHA FALECTIENY . TG0 IR HE M \
MEPERILY BETI ILIOULY MIKA A0MILKN A HA XpOMaTarpasi
posaniy nopisnsn (¢) (0,1%),

- CyMa BEIK AOMILIOK i3 Y3CoM YTy Banies Gk wecy Bianomsinse
VIPEIMYBRIHA TP CYMA TI0UE TIKIE e Mae
MEPERILLY EATH 5 IU0LL NIk JOMIIIEH A B XPOsMITorpavi
powiHy nopisianig (¢) (0.53%],

- 1 BPANOBYIOTS: JOMILIKH, MO0 fika AUy sewue 0,05 Bianosiiae
TLONLE KA TOMILIKH A 1 XPOMETOTPasi posiiiy
nopisnsmE (e) (0.05%)

I | Fanoresonoxisi He Gianme 0,003 % (30 ppm). Biinosinae

12 | Uykpn Chiepesannil poPeH Mac HUIHIaTHea Baasiri 1 He Bianosizac
M3 VTROMORITHEA OCAl,

13 | Xaopuan He Ginnme 0,000 % (10 ppm) Bianoainae

14 | Baski sevam He Ginewe 0,0005 % (5 ppm) Bianooizae

15| Boan Bia 12,0 % no 16,0 % 14,1

16 | Cynudarica moam He Ginsure 0,01 %6 0,01

17 | Maca puicry yiakossn He senuse 25,0 ¢ 15

18 | MikpoGionoriumna uncrora Faraanue uncao sepolbins vikpoopranisie (TAMC) e Binnoninae
Suawtue 100 KYO s 1 r, <]
Taraaene UNco Apisukosny | naicenceny rpubie (TYMO) Bianouizac
vie Giaswe 10 KYOw 1, <1
Bigeyvruicrs Staphylococous aureus s | . Bimmorinae
Bincymuicrs Pscudomonas seruginosas | r, Bianosigae

19 | Kinskicie sisHaicimnm He sserme 83,5 % (i) i ne Ginswe 88,5 %6 (aia) £8.1
nponan-1,2 3-rpioay (CIHBO5, M., 92,1)

20| Ynasonka Frizmo MK Bianosinne

21 | Mapkyoass Friano Isinn ao TEKCTY MAPKYBAHHA Bianoninac

Tepuin npwaamiocti: 5.00 p. Thpearsasit qoc 12,2027
WAMOBIE 000 s B opurinaasuiii ynasouwni npn vemneparypi ne soure 25°C,

Winonizac srvoray MES N UATO46/0001, 3simn: "Craan ua 25 ¢ aikapeusoro sacofiy”,

S T gpaiua’, " Bupobung, kpaina, "Upaditne ofopiuienua ynaropkn™, TERCT

By AN 10 PILA: UASTOAG01/01 pia 08.11.2007, TERCT MAPEYBAHHH 10 PI N:
Wi01/01 six 22.02.2019

napeena  mome  indopamts € aoctonipior Ta tounoe,  1Lb < i
(BEIBAEIGNN  NEKYBIHES  Ta MOPKYBaHHA) T NpoRCASHO  komTpons 01 Akecti  Ha i :ﬁyyu.n}(ﬁffg LU
GUM PECYIATORINM  OPrANoM, a&galm r:u.i}n uln{fjjn
NAKY BAHHA = A
%’?fa

7 é/&w\& = %

pianosignocT 3 mworaan GMP,  soradoRnesisg
Wo  MICTATRCE ¥ PECCTPAMIfNOMY  ADCLE.
BCTAHOWICHO BLNGBLAICTE GNP

YnoeHOBA#EHA OCOTA 3 AKOCTI ¢ i
AKOCTI

L REFIT]
CHIADLTEA
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