P-09.07-006

CEPTUDIKAT AKOCTI Ne 266-1

Haspa mikapcbkoro 3acoby

Homep peectpalliitHOro moceiraeHHsI
Cuia Aii/aKTHRHICTD

Jlikapceka dopma

Po3mip Ta THII NaKyBaHHA

Howmep cepii

Pozmip cepii

JlaTa BHpOOHHIITBA
TepMiH IPHAATHOCTL IO

IOpupmuna anpeca

Haspa mimeHWUIN BUPOGHUIITRBA T4 KOHTPOIIO AKOCTL

Anpeca AITEHUIN BUPOSHUIITBA T4 KOHTPOIIO SIKOCTI

Homep mitensii Ha BUPOSHUUTBO TIKAPChKUX 3ac001B

Ceprudixar GMP

AHAJIBI'TH

UA/14166/01/01

1 MJI pOZUMHY MICTHTE: METAMI30IY HATPito - 500 Mr
Pozumnn ans i1’ ek

[To 2 M B aMIIyTi; TIO 5 aMITyT ¥ KOHTYPHiH 1apyHKOBIH
YTIAKOBIIL, TIO 2 KOHTYPHI YapYHKOB1 YTIAaKOBKH B TI&MITI
EF13/1-1

13196 mau

05.02.2023

02.2025

Yxpaina, 03038, . Kuis, syn. M. Amocora, 10

Ter. (044) 275-01-08, (044) 281-01-01

Bupo6mimuii nenaprament TOB «IOpisa-dapm»
Jemaprament kouTpono skocti TOB «Opis-dapury
Yxpaina, 18030, M. Uepkacu, Byn. Kobzapcrka, 108
tern. (0472) 71-00-98

AB 598091

004/2022/GMP

No
3/m

XapakTepHCTHKH
AKOCTI

Bumoru H)I

Metoan

BHIIPOOYBAHDL

PesyabraTn

Omuic

IIposzopa, 6e36apeHa ado
37IeTKa JKOBTYBATa piANHA

Bisyanpamid

Binnoeinae

Tnenrudikarrs:

Metamizon

XapakrepHa peaxiiisi. PozunH
3a0apBIIOETHCA Y TONYOHit
KOJIp, SKWH MBUAKO 3HUKAE 1
qepes AeKUIbKa XBIHH
MePeXOIHTh ¥ YepBOHUH

MK

Binnoeinae

Ha xpomarorpami
BHIPOSYBAHOTO PO3UHHY,
oflepaHIi y po3LIL
"CyIyTHI JOMIIIKH",
BHSBISETHCA OCHOBHE IITAMA
HA PIBHI OCHOBHOI IUISIMH Ha
XpoMarorpaMi po3uHHy
TIOPIBHSHHS (a), aHATOTIIHA
it 3a pozMipom Ta
3a0apBIEHHAM

JADY 2.2.27

Binnorinae

Harpiit

XapakrepHa peakriis (a).
YTROPIOETHES Oca1 GUIOTO
KOTBOPY

JIdY 2.3.1

Biamnosigae

Cynbditu

XapakrepHa peaxist (b).
PeaxTie 3He0apRIIOETHCA

DY 231N

.1/19;

ﬂlo‘qi%' 3

[Mposopicts

[Ipemapar mae 6yTu
TIPO30PHM

DY 221

ﬁOBU'r

Crymisab 3a0apBIeHHS

JabapBrieHHs [IperapaTry Mae
OyTH He 1HTEHCHBHIIITNM 38
etamon GY,4 abo Yy,

JDY 2.2.2,
meTo 11

AHANBIIH, pO3YMH AN 1H ek 500 Mr/Mn mo 2 M1 B ammyiax Nel)

rald




P-09.07-006

Neo
3fn XapaKTequTuKu Bumoru HJT Merom PezyanTaTH
AKOCTI BHIIPOOYBaHb
5 | pH Bin 6,00 5o 7,50 HDY 2.2.3 6,81
6 | CymyTHi noMIITKH:
4-aMIHOAHTHITIPHH He 6inpime 0,25 % JDY 2227 Memute 0,25 %
Oy/Ib-sIK4 1THIIIA JOMIIITKA He 6utsime 2,0 % JoY 2.2.27 Memnmie 2.0 %
7 | 3anumkoBMit BMICT HATPIIO He 6ubime 1,0 mMr/mn JDY 2.2.29 0,2
bopManbaerIcyIbhOKCHIATY
8 | KinbkicHe BU3HAYEHHSA (MI/MI):
MeTamizon HaTpito Bin 475,0 oo 525,0 Turpumerprunmit | 515,2
9 O6'eM, MO BUTATACTLCS He MeHIIe HOMIHAILHOTO JIDOY 2.9.17 2,1
10 | MexamHiuHl BKIIOUSHHS!
Buanmi gacTkn Pozunh, mo nmpakTHaHO He JDY 2.9.20 Binmoeigae
MICTHTh BKIIOUEHb
Hepmnumi vacTrn CepeHst KUIBKICTD yacTok 3 | DY 2.9.19, 2122
poamipom 10 mMxm 1 Ginbine Meron 1 9,8
He nepeputrye 6000 B oxHii
BUNMPOOYBAHIM OAMHUII 1
KUTBKICTh YACTOK 3 PO3MIPOM
25 MKM 1 GLbIle He
nepeBuiye 600 B OmHiM
BUNMPOOYBaHIH OIMHHII
11 | CrepwibHICT [penapar mae ButpumyBat | JIOVY 2.6.1 Biarnosiae
BUNPOOYBAHHS Ha
CTEPMIBLHICTh
12 | BakTepianbHl eHIOTOKCHHH He 6inwme 174 MO/ JDY 2.6.14 Bianosigae
BucHoBok:

gikapebkuii 3acido AHAJIBI'TH Bianoginae Bumoram HJT no PIT Ne UA/14166/01/01

Konmenrapi:

36epiraty mpu Temriepatypi He Buile 25 °C B opuriHanbHii ynakosti. He 3amMopoxkyBaTi.

Hun s 3ac6i04y10, Hio Hagedena guue inpopmayis € docmosiproo i moynoio. Lo cepito aikapcorozo 3acoby dyio
BUPOBAEHO (GKIIOYAIOYY RAKYEAHH/MAPRYEans) supobnudunm denapmamenmom TOB «IOpis-hapms ma nposedeno
KOHmPOIb AKOCHI 8 denapmanenmi konmpomo axocni TOB «FOpis-hapmy y nosuiil 6idnogionocmi 3 aiyeH3iinumu
BUMOZAMU A NPASUAAMYU HANEHCHOT BUPOOHUYOT NPAKMUKY, 8CMAHOBACHUMYU HAYIOHAIbHUM DeZyIAMOPHUM OP2aHOM, d
MAKONC GI0NOGIOHG 00 CHeYUPIKAYIT, {0 MICHAMbCA Y PEECPAYiiHOMY O0CHE.

lIpomoxonu eupobruymea, NAKVEURHA Ma KOHMPONIO AKOCMI OVA0 NePe2IAHYMO Ma SCIMAHOBeHO 8i0N0GIOHICHb
NMYeH3IHHUM GUMOSOM Mo NPASUIAMY HALEHCHOT SUPOOHUYOT RPARMUKLL

Hag

YnopHOBaXKeHA ocoba
TOB «IOpist-hapm» 21.02.2023

I A ApraTiok Eprudirariy

o7

AHANBIIH, pO3YMH AN 1H ek 500 Mr/Mn mo 2 M1 B ammyiax Nel)




-09.07-006

L A
S

CEPTU®IKAT AKOCTI Ne 2715-1

Ha3pa nikapchkoro 3acoGy

Homep peecTpaliiiHOro mocBigueHHI
Ciula Aii/aKTHBHICTb

Jlixapcbka dpopma

PoaMip Ta THIT MaKyBaHHs

Howmep cepii

Poamip cepii

Jlata BHpOGHMIITBA
Tepmin npugaTHOCTI 1O

IOpuanuna agpeca
Haspa pinpHMII BEPOSHMIITBA T KOHTPOITIO SIKOCTI
Azpeca JUIBHMLI BUPOOHHIITBA Ta KOHTPOITIO SKOCTI

Howmep nirnensii Ha BHPOGHHIITBO JTIKapCHKHX 3ac061B
Ceptudixar GMP

AHAJIBI'TH

UA/14166/01/01

1 MJI pO3UHHY MICTHTh: METaMi30iy Hatpio - S00 mr
Pozunn s in’exiiit

ITo 2 M1 B aMITyJi; TI0 5 aMIyN y KOHTYPHI# uapyHkoBilt
YIAKOBII; MO 2 KOHTYPHI YapPYHKOBI YITAKOBKH B TIAYLl
EF181/1-1

13046 nau.

17.09.2021

09.2023

Yxpaina, 03038, M. Knis, Byn. M. Amocoga, 10

Ten. (044) 275-01-08, (044) 281-01-01

Bupo6ununii nenaprament TOB «IOpis-dhapm»
JenapramenT xoHTpouto sikocti TOB «Opis-hapm»
Ykpaina, 18030, m. Uepxacu, Byn. KoGzapcoka, 108
Ten. (0472) 71-00-98

AB 598091

071/2018/GMP

Ne

B

3/n

XapaKkTepHCTHKH
SIKOCTI

Bumorn HJT

Metoaun
BHIIPOOYBaHL

PesyabTaTn

Omnc

IIpozopa, GeabaprHa aGo
3]IeTKa OBTYBaTa PiIHHa

Bisyanbunmit

Biamnosinae

Inentudikamis:

Meramizon

XapaxTtepHa peakitist. Posuun
3a6apBIIOEThCA Yy TONyOnH
KO, SIKM MBHIKO 3HUKAE i
yepe3 JIeKlIbKa XBIJINH
MIePEXOANTE Y YePBOHHIT

MK

Bianosizgae

Ha xpomarorpami
BHITPOOYBAHOTO POIUNHY,
OZlepIKaH1it y po3aLIl
"CymyTHi TOMITIKH",
BIUIBIISIETLCST OCHOBHA TUTSIMA
Ha PiBHI OCHOBHOI TUIIMH Ha
XPOMATOIpaMi pO3UNHy
TIOPIBHSHHA (a), aHAJIOTIYHA
iif 3a po3MipoM Ta
3a6apBICHHSIM

ADY 2.2.27

Harpiit

XapaxTepHa peakuis (a).
YTBOPIOETHES 0cag 6imoro
KOJBOPY

APy 2.3.1

Binnosimae

Cynpitn

XapaxrepHa peakis (b).
PeaxTun 3HeGapBIIOETHCS

ODY 231N

Binnosigae

TIposopicTh

TIpenapat mae 6yTit
TIPO30PHM

Aoy 2.2.1

Binnosimae

CTyniHb 3a0apBIeHHT

3a6apBIIeHHA IIpenapaTy Mae
6YTH He iIHTEHCHBHIIIHM 33
etasloH GY, abo Y4

DY 2.2.2,
meton 11

Bianosinae

5

pH

Bin 6,00 mo 7,50

HDPY 2.2.3

6,64

AHabTIH, po3umH JuIs 18 exuii S00 mr/mi no 2 mi B ammynax NelO

EF181/1-1




®-09.07-006

Ne
3/n Xap AKTEPHCTHIH Bumorn HJT, e PesynbraTn
AKoCTI BHIPOGYBaHL
6 | CynyTHI BOMIIIKH:
4-aMIHOAHTUITIPHH He 6inpme 0,25 % DY 2.2.27 Menmte 0,25 %
Oynb-sKa 1HITa TOMIIIKa He 6inwime 2,0 % DY 2.2.27 Menme 2,0 %
7 | 3anuuKkoBHi BMICT HATPIIO He Ginbure 1,0 mr/vo JADY 2.2.29 0,2
bopmanbaerincynbhoxcuaTy
8 | KinbkicHe BH3HaUeHHS (MI/MIL):
Metamizon HaTpilo Bin 475,0 mo 525,0 Turpumerprunuit | 502,8
9 | O6'eM, 110 BUTATAETHCS He menme HomMiHalbLHOTO DY 2.9.17 22
| 10 | MexaHiuHi BKJIFOUEHHSL:
Buanmi vactkn Posunn, mo npaxTuaHo He DY 2.9.20 Binnosinae
MICTHTh BKJTIOUEHE
Herwunnmi wactkn CepenHst KUTbKicTh uactok 3 | DY 2.9.19, 418,7
posmipoM 10 MiM 1 Binbine Merogn 1 80,7
He miepeBnitye 6000 B oxHiit
BHNPOOYBaHii OnMHMIT 1
KUIBKICTh YaCTOK 3 PO3MIPOM
25 MKM 1 GLibIIe He
nepepuye 600 B ouiit
BHIIPpOGYBaH1i ofuHMI
11 | CrepmibHicTb Ilpenapat mae BurpumyBatin | DY 2.6.1 Binnosinae
BHIPOOYBAHHS Ha
CTEPIIILHICTh
12 | BaxTepianbHi eHAOTOKCHHM He 6inpuie 174 MO/mi JDY 2.6.14 Binmosinae
BucHoBok:

Jgikapenkenii 3acio AHAJIBI'TH Bignosinae sumoram HJI go PIT Ne UA/14166/01/01

Komemnrapi:

3Gepirati mpn TemnepaTypi He Buime 25 °C B opuriHansHiit ymaxori. He 3amoposxyeariL.

Hum 2 3aceiouyio, wjo nasedena euuje ingopmayia € docmosipnoio i mounowo. Lo cepiio MKapcbkoeo 3acoby 6yno
BUPOOREHO (GKMIOHAIONU NAKYEAHHA/MADKYSanHs) — eupobuuvum Odenapmamenmom TOB «IOpia-papm» ma npoeedeno
KOWmpOnb axocmi 6 Oenapmamenmi Kowmpomo axocmi TOB «IOpis-chapmy y noenifi eionosionocmi 3 niyensiiinumu
BUMO2AMU MA NPAGUNAMU HAEICHOL BUPOOHUNOL NPAKMUKY, 6CIAHOENEHUMI HAYIOHANOHUM DeZyIAMOPHUM OP2AHOM, d
MAKONC 610N0BIOHO 00 cneyudikayit, wo MICmambCesy peecmpayiliinomy Oocue.

IIpomokonu supoOHUYMEa, NAKY6anHA mMa KOHMPOMO AKOCMi GYIO Nepenanymo ma 6CcMmanoeieno eidnosionicms
JYEHIIRHUM 8UMO2AM MA NPASULAM HANCIICHOT BUPOOHUNOT NPAKMUKY

YIIOBHOBakeHa 0co6a ) ’
TOB «IOpis-papm» W% A Apramiox 05.10.2021

AWaIBTIH, PO3UHH JUTA iH eK1ii# 500 Mr/Mit o 2 Mt B ammyax Nel0 EF181/1-1



0-09.07-006

CEPTUDIKAT AKOCTI Ne 1593-1

Hazea mikapcbkoro zacoby

Homep peectpaniifHoro nmoceia4eHHs
Ca m1i/akTHBHICTE

Jlikapceka dopma

Pozmip Ta THIT TAKYBaHHS

Homep cepii

Poamip cepii

Jlata BHpOOHHIITEA
TepMiH NPHAATHOCTI JO

IOpnaigaHa agpeca

Hazpa mineHUL BHPOGHHUTEE T4 KOHTPOIIO AKOCTL

Ajipeca AUTBHHII BHPOSHHIITEA Ta KOHTPOIKO SKOCTI

AHAJIBITH

UA/14166/01/01

1 MI pO3UHMHY MICTHTE. METaM130y HaTpiio - 500 Mr
PosunH A 10 €Ki

TTo 2 M1 B aMITyITi; TIO 5 aMIIyT ¥ KOHTYPHIH TapyHKOBR1H
VYIAKOBII; 0 2 KOHTYPHI 1apYHKOB] YIIAKOBKH B TIAUIN
EF182/1-1

12458 nau.

05.06.2022

06.2024

Yxpaina, 03038, M. Kuig, Byn. M. Amocora, 10

Temn. (044) 275-01-08, (044) 281-01-01

Bupo6uimuii genaprament TOB «IOpis-dapm»
HenmaprameHT KoHTpomio axocti TOB «IOpis-dapyy

Ykpaina, 18030, m. Yepxach, Byn. Kobzapeska, 108

Ter. (0472) 71-00-98
AB 598091
004/2022/GMP

Homep nineHsii Ha BUPOGHHIUTBO TKapChKIX 3acobiB

Ceptudixar GMP

Ne

MeToan
3/n

BHIpOOYBaHL

XapaKkTepHCTHKH

: Bumoru HJI
AKOCTI

Pt‘ll}’.l] LTATH

1 Omnne [Ipozopa, GezbapeHa ado Bigmoeigae

271eTKa JKOBTYBATa PidHHa

Bizyanenuii

2 [nenTidikars:
MeTamizon

XapakTepHa peakiis. Pozunn | MESI Bigmoginae
3abapBIIOETECA Y TOTYOHI
KOJIp, AKHit MIBMIKO 3HUKAE 1
yepes AeKinbKa XBIUIHH
MepPeXoAHTE ¥ YePBOHMIT
Ha xpomartorpami
BUNPOOYRAHOTO PO3UMHY,
oflep3KaHii y po3ail
"CyTyTHI OMIIIKH",
BIUIBIISIETLCS OCHOBHA TUIAMA
Ha pIBHI OCHOBHOI IUIIMHI Ha
XpOMAaTOTpaMl PO3UHHY
TIOPIBHAHHA (a), aHalIor1u4Ha
i =a posMipoM Ta
3abapBIIeHHAM _
XapakrepHa peakiust (a).
YrroprocThes ocajl 611010
KOJILOPY
XapakrtepHa peaxius (b).

PeaxTi 3He0apRIIOETECA
IIpenapat mae OyTH
TIPO3OPHM ey
3abappiienns rpenapary mMac | AP 22,2
O6yTH He IHTEHCHBHIIIHM 34 MeTom
eranon GY4 aGo Y,

ADY 2.2.27

Bianosinae

Harpiit

Cynpditi

3 mﬁbozopﬁicrb

4 CryniHb 3a6apBIeHH “ 1 Binigbinac

AHATBIIH, PO3UHH ANA 18 eKItiit S00 MM rmo 2 M1 B aMmmynax NelO EF182/1-1



0-09.07-006

Ne -
3/m )Aapawrepu'crmcu Bumoru HJI, Mevom PesyabTaTtH
AKOCTI BHIIPOOYBaHL '
5 | pH Bin 6,00 mo 7,50 JDY 223 6,93
6 | CymyTHI JOMILIKH:
4-aMiHOAHTHITIPIH He 6ineme 0,25 % JDY 2.2.27 Menme 0,25 %
Oyiib-sKa 1HIIA AOMINIKa | He 6inbine 2,0 % JdY 2.2.27 Menme 2,0 %
[ 7 | 3ammmrkosuit BMicT HATPLIO He 6iibine 1,0 Mr/a JIDY 2.2.29 0,3
opmansaeriacybhokcHIaTy
8 KinekicHe BH3HAUSHHA (MI/MI )
MeTamizon HATPiO Bin 475,0 no 525,0 Turpumerpirianii | 4982
9 Ob'eM, 1110 BUTSITACTLCS He memine HoMIHAJIBEHOTO DY 2917 2.2
10 | MexaHiuHl BKIIOYEHHS:
Buayimi yacTkn PozunH, 1o npakTiHyHO He ADY 2.9.20 Bianosinae
MICTHTb BKJIFOUESHE
HeBmanmi gacTKn Cepennst KUIBKICTE yacTtox 3 | JIDY 2.9.19, 589,0
posatipom 10 mxm 1 Suibie Meroa 1 13,8
He nepesuiye 6000 B ogHiit
BHNpoOYBaH1it OXMHNLI 1
KUTBKICTE YaCTOK 3 PO3MIPOM
25 MKM 1 Binbine He
nepepuiye 600 B ogHiii
BHMpoGYBaHiil oMMHMII
11 | CrepunbHICTh Ilpenapat mae purpumysatn | DY 2.6.1 Buarosijiac
BUITPOBYRAHHS Ha
CTEPMILHICTE
12 | BakrepianbHi eHIOTOKCHHA He Gunpite 174 MO/wvn JdY 2.6.14 Biarorijae
BucHoBoxk:

Jdikapebknii 3acio AHAJIBI'TH pianosizae sumoram HJI no PIT Noe UA/14166/01/01

Komenrapi:
3GepliraTi NpH TeMepaTypl He Bume 25 °C B opuriHanbHiil ynakosii. He samopoikyBari.

L{um s 3acaioyyio, wo Hasedena eulie Inghopmayisa € docmaoeaiprolo i moynaoio. 1{io cepiio aikapcbrozo sacoiy 6yno
euUpobaeno (BraoYaoNN naKyeans/mMaprysanns) eupodnuaun denapmamenmonm TOB «Opia-chapm» ma npoeedeno
KOHmMpOoab akocmi 6 denapmamenmi xonmpouio axocmi TOB «IOpis-chapm» v noenilt Gionocionocmi 3 MiyensiiHuM
GUMOZaAMU MA NPAGUAAMU HANEHCHOT GUPOGHUYOT NPAKMUKY, 6CMANOSASHIMY HAWION QIbHIM PeVistmMOPHUM OP2AROM, d
MAKONC GIONOGIONC Q0 CReYUMIKayit, ujo MICHAMbCA ¥ peccmpayininomy 0ocse.

Hpomoxoau supobuuymad, RAKYEAHNA MA KORMPOIIO AKOCHT VA0 NePe2IAnyIno md CManoeneno eionoeionicms
MYeHITUHIM 6UMO2AM Md NPAGUAGMIU HANEIHCHOT UPCOHUYOT NPAKMUKIL,

Y1HoBHOBaKeHA 0coba :
- CEPTHD e 59 2
TOB <IOpitbapss @5?7}7, I A. Apratiox PTH)IRaT{R) S 22.06.2022

AHANBIIH, POUHH AT 1H €Ki 500 Mr/vn o 2 v B ammynax Mel0 EF182/1-1



P-09.07-006

Ne
3/n XapaKTequTuKu Bumoru HJT Merom PezyanTaTH
AKOCTI BHIIPOGYBaHb
6 | CynyTm pominmku:
4-aMIHOAHTHITIPHH He 6inpime 0,25 % JADY 2.2.27 Memnte 0,25 %
Oymp-AKa 1HIIA JOMIIIKA He 6unpime 2,0 % JADY 2.2.27 Mewte 2,0 %
7 | 3annumkoBmii BMICT HaTpitO He 6inpime 1,0 Mr/mn JDY 2.2.29 0,2
dopManpaerIcy TbhoKCUIaTy
8 | KinbkicHe BuzHaueHHs (MI/MIL):
MeTamizon HaTpito Bin 475,0 oo 525,0 Turpumerprunnit | 501,3
9 O6'eM, 11O BUTATAETHCS He mMeHIIe HOMIHAILHOTO JDY 2.9.17 2,2
10 | MexamiuHl BKIIOUSHHS!
Biymmi yacTkn PozunH, 1110 MPAKTHYHO HE JDY 2.9.20 Biamnosigae
MICTHTB BKIIIOYEHD
Hepugyni uacTKi Cepenns KINbKICTh 9acTok 3 | ADY 2.9.19, 231.8
poamipom 10 MM i Ginbine Meronx 1 15,0
He nepeputrye 6000 B oxHiH
BUMpOGYBaHIH OJHHWLII 1
KITBKICTD YacTOK 3 PO3MIPOM
25 MM 1 G1TbIIe He
niepesuntye 600 B ofHIH
BUNPOOYBAHIH OTMHHII
11 | CrepunpHICTE [penapat mae Butpumypatin | DY 2.6.1 Bignopigae
BUIIPOOYBAHHA Ha
CTEPHNBHICTh
12 | BakTepianbHl eHIOTOKCHHH He 6inpime 174 MO/ JDY 2.6.14 Biamnosigae
BucHoBoKk:

Jgikapebknii 3acio AHAJIBI'TH eianosiaae Bumoram HJL o PIT Ne UA/14166/01/01

KomenTapi:

36epiratu tpu Temrieparypi He Buie 25 °C B opuriHanbHIi yrakoBii. He 3amMoposiyBatit.

Lum a 3aceiouyio, uio nasedena suiye ingopmayis € docmosiphoro i mounoio. Lo cepiio aikapcokozo 3acody Oyio
BUPOOAEHO (GIIOY@IONY NAKYEAHHI/MAPKYSans)  supobuudum denapmanenmom TOB «FOpis-chapmy ma nposgedeno
KOHmPOAbL axocmi 6 Oenapmanenmi xowmpoio axocmi TOB «IOpis-chapm» v nosuiii ionogionocmi 3 miyensiiinumy
BUMOAMY WA NPABUAAMY HANCIICHOT SUPOOHUYOT NPAKIMUKY, 6CIMAHOBICHUMY HAYIOHATLHUM De2yAMOPHUM OPeaHOM, d
MAKONC GI0NOGIONG DO CHeYUPIKAYIT, {0 MICTAMbCA Y PEECMPAYiiHOMY OOCHE.

lIpomoxonu supoOHUYMEn, NAKYBAHHA Ma KOHMPOMO SKOCMI OYA0 NePeciaHymo md SCHAHOGICHO GI0N08iOHIcb
TiYeHIITHUM BUMO2aM A NPASULAM HANeHCHOT BUPOOHUYOT NPaAKMUKY

Y1opHOBaeHa ocoba
TOB «IOpis-apm» W/ [.A. Apratiok 05.10.2021

AHANBIIH, pO3YMH AN 10 ek 500 Mr/Mn mo 2 M1 B ammyiax NelQ




P-09.07-006

CEPTU®DIKAT AKOCTI Ne 2746-1

Hazpa mikapcbkoro 3acoby

Homep peectpaliiitHOro moceirIeHHsI
Cuia Aii/aKTHRHICTD

Jlikapceka dopma

Po3mip Ta THII NaKyBaHHA

Howmep cepii

Pozmip cepii

JlaTa BHpOOHHIITBA
TepMiH IPHAATHOCTL IO

IOpupmuna anpeca

Hazpa mimeHUIN BUPOGHUIITEA T4 KOHTPOIO AKOCTL

Anpeca AITEHHUIN BUPOSHUIITBA T4 KOHTPOIIO SKOCTI

Homep mitensii Ha BUPOSHULITBO TIKAPCHKUX 3ac001B

Ceprudixar GMP

AHAJIBI'TH

UA/14166/01/01

1 MJI pOZUMHY MICTHTE. METAMI30IY HATPito - 500 Mr
Pozumnn ans i1 ek

[To 2 M B aMIIyTi; TIO 5 aMITyT Y KOHTYPHIiH 1apyHKOBIH
YTIAKOBIIL, TIO 2 KOHTYPHI YapYHKOB1 YNIAKOBKH B TI&MITI
EF191/1-1

13401 nau.

19.09.2021

09.2023

Yxpaina, 03038, m. Kuis, syn. M. Amocora, 10

Tel. (044) 275-01-08, (044) 281-01-01

Bupo6mimuii nenaprament TOB «IOpisa-dapm»
Jemnaprament kouTpono sakocti TOB «Opig-dapury
Yxpaina, 18030, M. Uepkacu, Byn. Kobzapcrka, 108
tern. (0472) 71-00-98

AB 598091

071/2018/GMP

No
3/m

XapakTepHCTHKH
AKOCTI

Bumoru H)

Metoan
BHIIPOOYBAHDL

PesyabraTn

Omuc

[Iposzopa, 6e36apeHa ad0
37IeTKa JKOBTYBATa piANHA

Bisyanpauid

Binnoeinae

Tnenrudikarrs:

MeTamizon

XapakrepHa peaxitist. PozunH
3a0apBILIOETHCS y TONyOui
KOJIp, SKWH MBUAKO 3HAKAE 1
yepes JeKibKa XBHIHH
TIEPEXOANTH Y UEPBOHMH

MEA

Biamnosigae

Ha xpomatorpami
BUIIPOGYBAHOTO PO3UHHY,
oflepKaHiit y po3ILil
"CynyTHI JOMIIIKH",
BILIBIIETECS OCHOBHA TITSIMA
HA PIBHI OCHOBHOI UMM Ha
XKPOMATOTPaMi POITHHY
TIOPIBHSHHS (&), aHATOTIIHA
it 3a pozMipom Ta
3a0apBIEHHAM

ADY 2.2.27

Bignosizae

Harpiit

XapakrepHa peakris (a).
YTROPIOETHES Oca1 GUIOTO
KOIBOPY

JIDY 2.3.1

Biamnosigae

Cynbditu

XapakrepHa peaxigs (b).
PeakTus 3He0apBIIOETHCSA

DY 231N

[Mposopicts

[Ipemapar mae 6yTu
TIPO30PHM

DY 221

Crymib 3abapBIeHHS

JabapprieHHs [IpernapaTry Mae
OyTH He 1HTEHCHBHIIITNM 34
etamon GY,4 abo Yy,

JDY 2.2.2,
meto 1

5

pH

Big 6,00 mo 7,50

DY 223

AHANBIIH, pO3YMH AN 10 ek 500 Mr/Mn mo 2 M1 B ammyiax NelQ
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No
3/n Xapalc'repﬂf:rmcu Bumorn HJT, Meromn PesyantqTn
AKOCTI BUNpoGyBaHb
5 | pH Big 6,00 mo 7,50 JOY 2.2.3 6,64
6 | CymytHi fOMIIIKH:
4-aMiHOaHTHITIPHH He 6inpmre 0,25 % DY 2.2.27 Memnre 0,25 %
6y/b-siKa 1HIIA JOMIIIKE He 6inpme 2,0 % JDY 2.2.27 Memnme 2,0 Po
7 | 3anuuIKoBmit BMICT HATPIIO He 6inbme 1,0 Mr/min JADY 2.2.29 0,2
bopmanzeriicybdoxcmIaTy
8 | KinbkicHe BU3HAUSHHS (MI/MI):
MeTamizon HaTpiio Bin 475,0 no 525,0 Turpumerpuunmnit | 503,0
9 | O6'em, 110 BUTATAETHCS He MeHIIE HOMIHATLHOTO DY 2.9.17 2,2
10 | MexaHi4qHi BKJIIOUEHHS:
Buammi yactkn Po3zumnH, 110 NPaKTHIHO He DY 2.9.20 Binnosigae
MICTHTb BKJIIOUCHD
HeBuaymi 4acTki CepenHs KUIbKicTb 4acTok 3 | JAPY 2.9.19, 221,7
poamipom 10 MKM i Ginbme Merton 1 11,3
ne tepesuiye 6000 B oxHii
BHUMPOBYBaHi# ONUHAL i
KUIBKICTB 4aCTOK 3 PO3MIpOM
25 MM 1 Gibline He
nepesutye 600 B ofHiH
BUIPOGYBAHIH OXMHHALI
11 | CrepmibHicTh ITpenapat Mae sutpumMyBat | APV 2.6.1 Bignmnosinae
BHNPOCYBaHHS Ha
CTEpPHIIBHICTD
12 | BakTepianbHi €HJOTOKCHHH He 6inpime 174 MO/mn JIOY 2.6.14 Binnosizae
Bucnosoxk:

Jikapebknii 3aci6 AHAJIBI'TH signosixae Bumoram HJI no PII Ne UA/14166/01/01

KomeHTapi:

36epiraty npu TemnepaTypi He Bime 25 °C B opuriHanbHil ymaxosi. He samopoxysaTi.

Llum 5 300610410, Wo Haeedena uuje ingopmayis € docmosiproio i mounoio. Lio cepiio nikapcvkozo 3acqby 6yno
BUPOBNEHO (SKAIOHAIOHU NAKYEAHKA/MAPKYSan i) supobHudum Oenapmamenmom TOB «IOpis-gpapm» ma nposedenp
Koumponw axocmi 6 denapmamenmi konmponio axocmi TOB «FOpis-ghapm» y nositi 6i0nosioOHocmi 3 Miyen3iiH UM

BUMOAMIU MA NPABUNAMY HARCICHOT BUPOGHUHOL NPAKMUKY, 6CMAROBICHUMY HAYIOHATbHUM PEEYNTMOPHUM OP2ARQM, a

maxooic 8i0nosiono 00 cneyugikayitl, Wo MicCmambCs y peecmpayitinomy 0OChe.
TIpomokonu 6UPOBHUYMEA, NAKYEANHI MA KORMPONIO AKOCH YN0 NePenIHymo ma 6Cmaroseno 6iOnosIDHicmb

TIYeH3iHUM GUMO2aM MA NPAGURAMY HANCIICHOT BUPOOHUYOT NPAKMUKY,

YrnoBHOBaxeHa ocoba
TOB «IOpis-hapm»

T".A. Apratiox

Ananbrin, pozuns s i1 exuiit 500 mr/mi o 2 M B amitynax Nel0

08.04{2022

EFgp/1-1
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CEPTUPIKAT SIKOCTI Ne 1003-1

Haspa nikapcbkoro 3aco0y

Homep peecTpaliiffHoro mocBiueH s

Cwra [ii/aKTHBHICTB

Jlikapcbka Qopma

Posmip Ta THIT MaKyBaHHs

Howmep cepii

Posmip cepii

Jlata BUpoOHHULITBA

TepMiH MPHAATHOCTI 10

AHAJIBI'TH
UA/14166/01/01
1 MII pO3UMHY MICTHTB: MeTaMisolty HaTpiio - 500 N
Posuun fst iH’ ex1ii
ITo 2 MJI B aMMYJTi; 1O 5 aMITys y KOHTYpPHii qapyHfcoBii
YMAaKOBLY; 110 2 KOHTYPHI YapyHKOBI YTIaKOBKH B n[tmi
EF82/1-1
13621 mau
24.03.2022
03.2024

IOpunmana agpeca VYkpaina, 03038, M. Kuis, Byn. M. Amocosa, 10
ten. (044) 275-01-08, (044) 281-01-01
Haspa ALIbHNLI BUPOGHULITBA T4 KOHTPOIIO SKOCTI Bupo6urunit genapramert TOB «fOpia-thapm»
JenapTament konTponio fxocti TOB «Opis-dapyn
Anpeca ATbHALI BHPOGHHLITBA Ta KOHTPOIIO SKOCTI Yxpaina, 18030, M. Uepkach, By, Ko6zapcrbka, 108
ten. (0472) 71-00-98
Howmep minensii Ha BUPOGHHIITBO JIIKapChKHX 3acofiB AB 598091
Cepridikar GMP 004/2022/GMP
No
3/m XapaKTepHFTHKH Bumoru H/I Meroan PesynbraTi
AKocTi BHIIPOGYBaHbL
1| Omc TIposopa, GesbapeHa a6o Bisyanbauit Biamosinae
3J1erKa JKOBTYBaTa PilMHa
2 | Imentrdikariist:
Meramizon XapaxrepHa peakuist. Pozunn | MK Binrosiznad
3a6apBIIOETLCS Y TONYOHit
KOJITip, KVt IBAIKO 3HHKAE i
yepes eKiIbKa XBIIHH
MePEXOANTH Y UePBOHHIT
Ha xpomarorpami JADY 2.2.27 Bimosizag
BHMPOGYBAHOTO PO3UHHY, )
ofiepaHiit y poszini
"CymyTHI JOMIIIKH",
BUSIBJISIETLCST OCHOBHA TUISIMA
Ha piBHI OCHOBHO{ TUIIMK Ha
XpOMATOIpaMi PO3UHHY
MOPIBHAHHA (&), aHAJIOTIYHA
ili 3a posmipom Ta
3a6apBIEHHAM
Harpiit XapakTepHa peaxiis (a). oY 2.3.1 Bianosinad
Y TBOPIOEThES 0ca Gioro
KOIIbOPY
Cynboitn XapakTepHa peaxtiist (b). JDY 23.1N BizrnoBinas
PeaxTyB 3He0apBIIOETLCS
3 | IIposopicTs IIpenapat Mae 6yt JADY 2.2.1 Binrmnosiznag
TIPO30PUM
4 | CtyniHb 3a6apBIIeHHA 3abapsneHnst npenapary mMae | DY 2.2.2, Binnosigag
GyTH He iHTEHCHBHILINM 323 metox II
etasioH GY,4 abo Y,

AHanbTiH, pos3unH Ast i1 exwiit S00 mr/mi o 2 M B amtysax NelO EF§p/1-1
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