P-09.07-006

CEPTU®IKAT AKOCTI Ne 2109-1

Hazpa mikapcekoro 3acoby EYOUIIH

Homep peecTpatliiHOTO TOCBITYSHHS UA /14278/01/01

1 MJI pO3YMHY MICTHTB: TeO(UIIHY MOHOTIPATY ¥
TiepepaxyBaHHl Ha TeodimiH - 20 Mr

Jlikapcrka opma Posuun mus ek

ITo 5 mn B ammymi; o 5 aMITyI Y KOHTyleI/I qapyHKOBm
YIAKOBIIL; TI0 2 KOHTYPHI YapYHKOBI YIIAKOBKH Y TIAUITL

Cwua J1i/aKTHBHICTh

Po3mip Ta THII NaKyBaHHA

Howmep cepii EC74/1-1
Pozmip cepii 8 896 mT.
JaTta BHpoOHHIITBA 14.07.2024
TepMiH IPUAATHOCTI IO 07.2026

Ykpaina, 03038, m. Kuig, Byn. M.Amocora, 10

Ten. (044) 275-01-08, (044) 281-01-01
Bupotnmunii roniT «IHbys310 TOB «IOpig-dapm»
Henaprament kouTponio sikocti TOB «tOpisa-dapm»
Yxpaina, 18030, m. Uepxacy, pyn. Kobzaperka, 108
Ten. (0472) 71-00-98

IOpunmuHa anpeca
Hazpa pinpHULI BUPOGHUIITRA T4 KOHTPOIIO KOCT1

Apeca TUTLHHII BUPOGHHIITBA T2 KOHTPOIIO SKOCTI

Howmep mineHsii Ha BHPOOHUITBO JIKAPCHKIX 3ac001B AB 598091
Ceprudikar GMP 087/2023/GMP
Ne XapakTepHCTHKH Bumoru HJI, MeToau PezyabraT
3/m AKOCTI BHIIPOOYBAHL
1 Onme IIposopa, Ge3bapeha abo 3meTKa BisyaneHui Bipmosimae

KOBTyBAaTa pPiANHA

2 [nenrudikaris

Teodimin CriexTp TIOTTHHAHHS BUTIPOGOBYBAHOTO JDY 2.2.25 Bipnosigae
PO3UHHY, IPHTOTOBAHOTG AN KUTBKICHOTO
BI3HAUeHHs, B o01acTl B 240 HM g0 350
HM TIOBHHEH MATH MaKCHMyM IIPH
JIOBKMHI XBUII (274 £ 2) HM

Ha xpomatorpami Bano6OByBaHoro JDY 2.2.29 Binmoeigae
PO3UHHY, O,HBp)I(aHII/I y posaimi "CymyTHi
JIOMIIIIKH", YaC YTPHMAaHHSI OCHOBHOTO
MKy Teo(LIIHY TIOBHHEH CIIBIAgaTH 3
YacoM YTPHUMAHHS MKy TeoPLIIHY Ha
XpoMaTorpami posunHy nopiBHsIHHS (b) 3
TOUHICTIO + 2 %

Harpiii XapaxTepHa peakins (a). Y TBOPIOEThCS Aoy 2.3.1 Binmosinae
ocay 61I0To KOIROpY

Areratn XapakTepHa peaxiiis (¢). 3'SBIgeThes JDPY 231N Bipmosigae
opaHxKeBo-0Oype 3a0apBlIeHHA PO3UNHY,
SIKe 3HHUKae TIPH JOAaBaHHI PO3BEASHIX
MIHepaTbHIX KHCIOT

3 [posopicthb IIpenapar nopuHeH OyTH MPO30pPUM JDY 221 Biarnosifae
4 Crymiup 3abapBIeHHA 3abapeieHHA Ipenapary TOBHHHO OyTH JDY 2.2.2, Binmosigae
He 1HTEHCHBHIIIE €TANONy Y7 meton [T

5 pH Bin 8,50 no 9,50 DY 2.2.3 8,97 ¢ e

6 | CymyTHI JIOMITIKH: ’ ngrl o
Jlomimka A He 6inpmie 0,2 % JDY 2.2.29 Iy o
Jomimmka B He 6utpme 0,2 % JDY 2.2.29 /i 25 Me>1<1 .

*HSY| yBaHQ‘ ¥

Jomimxa C Ie Gimpme 0,2 % JDY 2.2.29 \{Q“’]\@wm ©
Jommixa D He 6unbine 0,2 % JDY 2.2.29 ’BE;\QJIGHO
Bynp-sxa inma He Ginpmie 0,2 % JDY 2.2.29 H\\\%ﬁ) MR~ -]

« O
\‘_...-':’

Eydinin, pozunH mus iH'ekiiit 20 MO/MI 10 5 MIT Y aMITynax EC74/1-1 e
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Ne XapakTepHCTHKH Bumoru HJI, MeToau PezynabraTn
3/m AKOCTI BHIIPOOYBAHL
TOMIITIKA ITHOPYBaHHA
CyMa JJOMIIIIOK He oinpmie 0.5 % JDY 2.2.29 Hitxue Mexi
ITHOPYBaHHS
7 KinbkicHe BU3HAYUEHHS
(Mr/m):
Teodinin Bin 19,0 10 21,0 JDY 2.2.25 20,0
8 Of'eM, 10 BUTATAETHCST | He MeHIIle HOMIHATILHOTO JIDOY 2.9.17 52
9 MexaHIUH] BKTIOUeHHS!
Bumivi wactku PozuuH MpakTHUHO He MICTHUTH BKIOYeHs | JIDY 2.9.20 Biamnosigae
Hepnpnmi yactkn CepenHs KINBKICTh 9acToK 3 pozmipom 10 | JIOY 2.9.19, 326,3
MKM 1 6inbIIe He nepepuinye 6000 B Meron 1 7.3
OHI¥ BUNPOGOBYBaHIH OAWHUIIL 1
KUTBKICTb YaCTOK 3 PO3MIPOM 25 MKM 1
6inbine He neperuye 600 B 0AHIN
BHIPOGOBYBaHIH OMHUHHII
10 | CrepunbHICTE IIpenapar noBMHEH BUTPUMYBATH JDY 2.6.1 Binnosinae
BHNPOGYBaHHS Ha CTEPIILHICTE
11 | Bakrepuanbi He 6inpmme 20 MO/Mn JDY 2.6.14 Memnme 20
SHIOTOKCHHH MO/Mn
BucHoBoKk:

Jikapebkuii 3acio EY®LIH sianosinae Bumoram HJI no PIT UA /14278/01/01.

Komenrapi:
36epiratu mpu Temrepatypi He Buiie 30 °C. He 3aMOpoxyBaTH.

Hum 5 3aceiduyio, ujo nagedena suie ingopmayis ¢ docmogipuolo i mounoio. 1o cepiro nixapcorozo 3acody 6yio
BUPOOAEHO (BKIIOYAIOYT RAKYVEARH/MAPRYEanLs) supobnudun wowimom «Iugyzisy TOB «Opis-hapm» ma npogedeno
KOHMPOIb SKOCHI 8 denapmanenmi xonmpomo axocni TOB «FOpis-hapm» y nosuiil 6i0nogionocmi 3 AiyeH3iinumu
BUMOAMU A NPASUIAMYU HANEIHCHOT BUPOOHUYOT RPAKMUKY, 6CIMAHOBACHUMYU HAYIOHAIbHIM DEZYIAMOPHUM OP2AHOM, d
MaKooHC 8i0N0BIOHO 00 cHeyUpIKayit, o MICMAMbCA Y PEECMPayitinomMy 0oChe.

IIpomoxonu eupoOHUYMEa, NAKVEAHHA Ma KOHMPORO AKOCMI OY0 Nepecianymo ma 6Crmanosneno eionosionicme
TYeH3IHHUM SUMO2AM WA NPABSUAAMY HARCIHCHOT BUPOOHUUOT NPAKMURY.

YnoBHOBaxkeHa ocoba
3 IKOCT1
TOB «IOpis-cdapm»

30.07.2024

/ HM. TpyHoBa
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Eydinin, pozunH mus iH'ekiiit 20 MO/MI 10 5 MIT Y aMITynax
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CEPTU®IKAT AKOCTI Ne 582-1

Hazpa mikapcbKoro 3acoby
Homep peecTpaliiftHoro nocBigueHHs

CHna aii/akTHBHICTD
Jlikapcoka popma

Po3mip Ta THI MAKYBaHHS

EYOUITH

UA /14278/01/01

1 M PO3UHHY MICTHTB: TEO(INIHY MOHOTI/IPATY Y NEepepaxyBaHHi Ha
Teodimin - 20 mMr

PosuuH ans in'ekUift

[To 5 Mn B amMmymi; 00 S aMIyNl Y KOHTYPHIH YapYHKOBIH yrakoe1j; mo 2
KOHTYPHI YapYHKOB] YIaKOBKH y mauui

Homep cepii EC35/1-1
Po3Mip cepii 9 038 mau
JlaTa BHpOOHHLITBA 22.02.2025
Tepmin npuaaTHOCTI 710 02.2027

Ykpaina, 03038, m. Kuie, Byn. M.AmMocora, 10

Ten. (044) 275-01-08, (044) 281-01-01
BupoGHuunit woHiT «[Hdy3is» TOB «tOpis-dapy»
Jenaprament koHTpon sxocti TOB «tOpis-papmy
Ykpaina, 18030, m. Yepkach, Byn. Koo3apcbka, 108
Ten. (0472) 71-00-98

FOpuanuHa ajpeca
Hazpa AinbHHLI BHPOGHHIITBA T2 KOHTPOJIO AKOCTI

AJZipeca AiNBHHL{ BHPOGHHLITBA TA KOHTPOJIO SKOCTI

Homep niteH3ii Ha BHPOGHHIITBO NiKAPCBKHX 32C00iB AB 598091
Ceprudirar GMP 087/2023/GMP
Ne 3/ XapaKTepPUCTHKH AKOCTI Bumoru HJT MeTtoau PezyanTaTu
BHIIPOOYBaHEb
1 Onne ITpozopa, Ge36apeHa 260 3Merka BizyansHui Binnoerinae
KOBTYBATA piiHHA
2 IneHTHIKALIS
Teodinin CrexTp NorNHHAHHS J@Y 2.2.25 Binnoerinae
BHIPOGOBYBAHOTG PO3UHHY,
TPHTOTOBAHOTC ANA KiNbKiCHOTO
BHzZHAYECHHA, B 0GIacTi Big 240 HM
710 350 HM MOBHHEH MATH
MAaKCHMYM TPH JOBXKHHI XBHII (274
+ 2) HM
Ha xpomatorpami J0Y 2.2.29 Binnosigae
BHIPOGOBYBAHOIO PO3UHHY,
ofiepXkaHifl y pozzini "CynyTHi
TOOMIIIKH", yac YTPHMAHHS
OCHOBHOTO MKy TeO®iliHy MOBHHEH
CIIBNIAAATH 3 4aCOM YTPHMAaHHS
niKy TeodiNiHy Ha XpoMaTorpami
PO3uUnHy NopiBHAHHA (b) 3
TOUHICTIO £ 2 %
Hartpi#t XapakTepHa peakiis (a). Joy 23.1 Bignorigae
YTBOPIOEThCS 0Caj GLIOro KOMbopY
AueTaTH XapaxrepHa peakiis (c). oY 231N Bignogigae
3'ABISETHCS OpaHiKeBoO-0ype
3a0apRICHHS PO3UUHY, AKE 3HHKAE
TNpH J01aBaHHi PO3BENECHUX
MiHEpabHHX KHCIOT
3 ITpozopicTh IpenapaT MoBHHEH OYTH Joy 221 Binnoeinae
NPO30PHM
4 CryniHb 320apBIeHHS 3abapBleHHs NpenapaTy NOBHHHO JDY 2.2.2, metop II Binnoeigae
OyTH He IHTEHCHBHILIE eTanoHy Y7
5 pH Bin 8,50 1o 9,50 Jov 223 9,03
6 CynyTHI JOMIIIKH:
Jlominika A He Ginbie 0,2 % JOY 2.2.29 He eusieneHo
Jomimmka B He Ginbiue 0,2 % J0Y 2.2.29 Huxue Mexi
ITHOPYBAHHA
Jomimka C He Ginbiue 0,2 % J0Y 2.2.29 He BusiBneHo
Jomimka D He Ginbiue 0,2 % J0Y 2.2.29 He BusieneHo
Bynp-ska iHma JoMilKa He 6inbie 0,2 % JOY 2.2.29 Huxue mMexi
ITHOpYBaHHA
Cyma noMilmok He 6inbie 0,5 % JOY 2.2.29 Huxue mexi
ITHOpYBaHHA
7 KinekicHe BU3HAUEHHS (MI/MI):
Teodinin Bin 19,0 no 21,0 JADY 2.2.25 19,5
Eydinin, pozunH mus iH'ekiiit 20 MO/MI 10 5 MIT Y aMITynax EC35/1-1



P-09.07-006

Ne 3m XapakTepUCTHKH AKOCTI Bumoru HJT MeToau PesyabTaTu
BHIIPOOYBAHB
8 QO06'eM, 110 BUTATAETHCS He MeHIe HOMIHANTBHOTO JDY 2.9.17 3.2
9 MexaHiuHi BKITIOUECHHS:
BuaHMi 4acTKH P03UHH NPaKTHYHO HE MICTHTh JI®Y 2.9.20 Bignoeifae
BKJIKOUEHD
HepHuMI UaCTKH CepefiHs KUIbKICTh 4aCTOK 3 JI®Y 2.9.19, Meron 5427
po3mipom 10 MKM i Ginbrue He 1 10.8
nepepumye 6000 B ofHil
BHIIPOGOBYRAHIH OJIHHHLI i
KIIBKICTb YACTOK 3 PO3MIpoM 25
MKM i OlbIIe He nepepHImye 600 B
O7IHiH BUNIPOGOBYBAHIH OHHHII]
10 CTepHIBHICT IIpenapaT NoBHHEH BHTPHMYBATH A0y 2.6.1 Binnoerinae
BHIIPOOYBaHHS Ha CTEPHIBHICTD
11 bakTepianbHi €HAOTOKCHHH He 6inbine 20 MO/mn JIOY 2.6.14 Bignoeifae
BucHoBoOK:

gikapebkuii 3acio EY®LIH riamosinae Bumoram HJI xo PIT UA /14278/01/01.

KomenTapi:
36epiraTi Ipu TeMrepatypi He Bumie 30 °C. He samopoxyBaTh.

Lunm 4 3acsiovyio, o Hagedena sume ingopmayin e docmosiproto i mounor. Lo cepiio nikapevrozo sacoby byao

BUPOOAEHO (BKIIOYAIONY RAKYEAHNA/MAPKYBAHRA) supobnudun wonimom «Inghysiay TOB «IOpis-chapm» ma nposedeno
KOHmpoIb SKocmi 8 denapmanenmi xonmpomo akocni TOB «IOpis-hapmy y noeniti gionogionocmi 3 AiyyeH3itinumu

BUMOSAMY A NPABUAAMY HANCHCHOT BUPOOHUHOT NPAKMUKY, BCIMAHOBIEHUMYU HAYIOHATOHUM Pe2YIAMOPHUM OP2aHOM, d
MAKONC 8i0NOBIOHG 00 CHEYUPIKAYIT, WO MICIAMBCA Y PeECMPAYitinoMy OOCHE.

IIpomoxonu supoOHUYMEN, RAKVEAHHA Ma KOKMPORO AKOCHI OYA0 Nepecianymo ma 6Cmanosaeno gionogionicme

JIYeHSITHUM SUMO2AM Ma NPAGUIAM HANEHCHOT GUPOOHUYOT NPAKIMUKLL.

YIoBHOBakeHa ocoba

3 AKOCT1

TOB «tOpisi-papm»

" A. Apratiok

Eydinin, pozunH mus iH'ekiiit 20 MO/MI 10 5 MIT Y aMITynax

EC35/1-1

10.03.2025
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CEPTU®IKAT AKOCTI Ne 197-1

Haspa nmikapcekoro 3aco6y
Homep peecTpauifiHOro NOCBiA4EHHS

Cuna aii/aKTHBHICTh
Jlikapceka Gopma
Po3Mip Ta THI MAKYBaHHSL

Homep cepii

Po3mMip cepii

JlaTa BHPOOHHIITBA
Tepmin npHAATHOCTI 10

OpuanuHa ajpeca
Hazea ainpHHLI BHPOGHHITEA T2 KOHTPONII AKOCTI

Afipeca AiNbHHL{ BHPOGHHLITEA T2 KOHTPOJIIO AKOCTI

EYOINIH

UA /14278/01/01

| MIT pO2UHHY MICTHTB: TeodiNiHy MOHOTIAPATY V NepepaxyBaHHi Ha
Teodini - 20 Mr

PozuMH As iH'eK1ii

[To 5 M B aMIymi; 00 5 aMIyn y KOHTYPHIi YapyHKOBIH YIakoBLi; Mo 2
KOHTYPHI YapYHKOB] YIIAKOBKH y mavLi

EC25/1-1
9 072 mau
23.01.2025
01.2027

Ykpaina, 03038, m. Kuie, syn. M. Amocora, 10

Ten. (044) 275-01-08, (044) 281-01-01
BupoGHuunit woHiT «[Hdy3is» TOB «tOpis-dapy»

Jenaprament kKoHTpon Axocti TOB «tOpig-gapwmy
Ykpaina, 18030, m. Yepkach, Byn. Koo3apcbka, 108

Test. (0472) 71-00-98

Howmep niueH3il Ha BHPOOHHIITBO JiKapPChKHX 3aCOGIB AB 598091
Ceprudikar GMP 087/2023/GMP
Ne 3m XapakTepUCTHKH AKOCTI Bumoru HJT MeToau PezyabTaTu
BHIIPOOYBaHE
1 Onne ITpozopa, Ge36apeHa 260 3Merka BizyansHui Binnorinae
KOBTYBATA piiHHA
2 IneHTHIKALIS
Teodinin CrexTp NOTrIHHAHHS JdY 2.2.25 Binnorinae
BHIPOGOBYBAHOTG PO3UHHY,
TPHTOTOBAHOTC ANA KiNbKiCHOTO
BHzZHAYECHHA, B 0GIACTi Big 240 HM
710 350 HM MOBHHEH MATH
MAaKCHMYM TPH JAOBXKHHI XBHII (274
+ 2) HM
Ha xpomatorpami J@Y 2.2.29 Binnoeinae
BHIPOGOBYBAHOTG PO3UHHY,
oiepxkaHifl y pozzini "CynyTHi
TOOMIIIKH", yac YTPHMAHHSA
OCHOBHOTO MiKY Te0(iNiHy MOBHHEH
CIBNAAATH 3 YaCOM YTPHMAaHHs
nixy Teodinivy Ha XpomaTorpami
PO3UHHY NopiBHAHHA (b) 3
TOUHICTIO £ 2 %
Hartpi#t XapakTtepHa peakuis (a). Joy 23.1 Bignoerinae
VTBOPIETEA 0cafl GUIOrO KONbOPY
AueTaTs XapaxrepHa peakuis (c). JOY 231N Bignoeizae
3'ABISAETLCS OPAHIKEBO-0ype
3a0apRICHHS PO3UHHY, AKE 3HHKAE
TpH J101aBaHHi PO3BENECHUX
MiHepalbHHX KHCIOT
3 ITpozopicTh IpenapaT moBHHEH OYTH Joy 2.2.1 Binnoeinae
HPO30PHM
4 CryniHb 320apBICHHS 3abapBlcHHS NpenapaTy NoBHHHO JDY 2.2.2, metopn II Binnoeigae
OyTH He IHTEHCHBHILIE ETATOHY Y5
5 pH Bin 8,50 1o 9,50 Jov 223 8,94
6 CymyTHI JOMILLKH:
Jlominika A He Ginbine 0,2 % JOY 2.2.29 He eusieneHo
Jlominika B He Ginbine 0,2 % JOY 2.2.29 Huxue mMexi
ITHOPYBAHK,
Jominika C He Ginbine 0,2 % JOY 2.2.29
Jomimka D He Ginbiue 0,2 % J0Y 2.2.29
Bynb-iKa iHIIa foMillIka He oinpime 0,2 % J0Y 2.2.29
Cyma goMilmok He 6inbiie 0,5 % JOY 2.2.29
7 KineKicHe BU3HAYEHHS (MI/M):
Teodinin Bin 19,0 10 21,0 J@Y 2.2.25
Eydinin, pozunH mus iH'ekiiit 20 MO/MI 10 5 MIT Y aMITynax EC25/1-1
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Ne 3m XapakTepUCTHKH AKOCTI Bumoru HJT MeToau PesyabTaTu
BHIIPOOYBAHB
8 QO06'eM, 110 BUTATAETHCS He MeHIe HOMIHANTBHOTO JDY 2.9.17 3.2
9 MexaHiuHi BKITIOUECHHS:
BuaHMi 4acTKH P03UHH NPaKTHYHO HE MICTHTh JI®Y 2.9.20 Bignoeifae

BKJIIOUCHb

HepHuMI UaCTKH CepefiHs KUIbKICTh 4aCTOK 3 JI®Y 2.9.19, Meron 510,8
po3mipom 10 MKM i Ginbrue He 1 11,0
nepepumye 6000 B ofHil
BHIIPOGOBYRAHIH OJIHHHLI i
KIIBKICTb YACTOK 3 PO3MIpoM 25
MKM i OlbIIe He nepepHImye 600 B

O7IHiH BUNIPOGOBYBAHIH OHHHII]

10 CTepHIBHICT IIpenapaT NoBHHEH BHTPHMYBATH A0y 2.6.1 Binnoerinae
BHIIPOOYBaHHS Ha CTEPHIBHICTD
11 bakTepianbHi €HAOTOKCHHH He 6inbine 20 MO/mn JIOY 2.6.14 Bignoeifae
BucHoBoOK:

gikapebkuii 3acio EY®LIH riamosinae Bumoram HJI xo PIT UA /14278/01/01.

KomenTapi:
36epiraTi Ipu TeMrepatypi He Bumie 30 °C. He samopoxyBaTh.

Lunm 4 3acsiovyio, o Hagedena sume ingopmayin e docmosiproto i mounor. Lo cepiio nikapevrozo sacoby byao
BUPOOAEHO (BKIIOYAIONY RAKYEAHNA/MAPKYBAHRA) supobnudun wonimom «Inghysiay TOB «IOpis-chapm» ma nposedeno
KOHmpoIb SKocmi 8 denapmanenmi xonmpomo akocni TOB «IOpis-hapmy y noeniti gionogionocmi 3 AiyyeH3itinumu
BUMOSAMY A NPABUAAMY HANCHCHOT BUPOOHUHOT NPAKMUKY, BCIMAHOBIEHUMYU HAYIOHATOHUM Pe2YIAMOPHUM OP2aHOM, d
MAKONC 8i0NOBIOHG 00 CHEYUPIKAYIT, WO MICIAMBCA Y PeECMPAYitinoMy OOCHE.

IIpomoxonu supoOHUYMEN, RAKVEAHHA Ma KOKMPORO AKOCHI OYA0 Nepecianymo ma 6Cmanosaeno gionogionicme

JIYeHSITHUM GUMO2AM WA NPAGUAAMY HANCHCHOT BUPOOHIYOT NPAKmMUKIL.

YIoBHOBakeHa ocoba

3 AKOCT1

TOB «tOpisi-papm»

" A. Apratiok

Eydinin, pozunH mus iH'ekiiit 20 MO/MI 10 5 MIT Y aMITynax

EC25/1-1

10.02.2025
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