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Ten. (044} 406-87-87, Ten.fbaxc (044) 239-19-38, Ten/daxc (044)49683-42, Ten. {044) 485-26-57 (uinopebosc)

Ceprudikar axkocri Ne 040000091512

Cripeil HasanbHuit 3 Mopcbkoio sogo "Mk 0,9 % ana popocnux, no 100 mn y gnakoni, no
1édnakoHy B nayui

20128157 Kpaiva otpumysay: Yepaida

KinbxicTe Nnpogykuii: 17.743 Tucynak.
Nata supobHuyTea: 12.2020

AHanis BUKOHaHWIA No: Spec Finpr000046/2

; HaliMeHyBaHHA NOKA3HWVIKIB Bumorn AHJ{cnenudikauii) PesynbTaTit BUNpo6yeans

Onnc Mpo3sopa, 8ig 6ezbapeHoro Ao GRigo-KoBTOTO
KONbOPY piAnHa 8iNbHa Big CTOPOHHIX YaCTOK Bignoeinae
v .- pH Big 6,0 no 8,C 7.2
i Maca pO3UMHY, 11O Big96rao100r
BUBINBHAETCA 101r
Tuexk 8ig 6,5 6ap no 9,5 6ap 9,0 Bap
KoHueHTpaLiia Hatpi xinopuay Biz 0,8 % 0o 1,0 % (m/m) 0,90 %
 Maca HeTTo ** Bin98rpoo102r Bianosigae
i : ' ﬂ CTt?pmnBauia - ' CTepunbHMi Binnosigae
© i 1 Ynakosxa Mae sinnosigatn BuMoram Bignosinae
MapKysasHa Mae pignosigaty Bumoram gignosigae
Tepmik npuKaTHocTi: 3 poku Jo 12.2023

Ymosut s6epiranual  flpu Temnepatypi sig 15°C o 30°C. axuiyatv sif COHAMHOTO CBITAA.

it Komenvapi:

i i1 **33 BUpOGHMKOM
3anpa npo ceprudikauio:

LM 7 3aceigdyio, WO BULEBKasaHa iHdopmalia € pocToBipHo i Tounow. L cepin npogyxuil 6y ,:‘
yNaKkoeKy/MapKyBaHHA) T2 NpoBefeHWiA KOHTPOMb i AKOCTI Ha HUPKUYEBKa3aHi AiNbHYL=B=RABHIY
TEXHIUHOTO perfameHTy LWoA0 MedudHvX BupoBis, BCTAHOBNERUX micliesrm perynaTepHium: 3 '
. N . i . N N
cneundikalliamu. TipoTokoni BUPoBHUUTSa, NaKyBaHHA Ta aHanisie 6ynu nepesipes 32’:‘
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YnoeHosaxeHa ocoba — MpoBigHvi ivxeHep BCraBil Kpaeuenko C.M. \»«
#

i1 nokymeHTauji.

BupoBHuua pinsHuuA; &Q;E
YKPATHA, 04080 m. Knis-80, Byn. Kupunisceka, 74; NliueHsia Ha eupobHuytec AE Ne 63 131

g

_ § KouTtpons AxecTi Ta Bugava JO3BONY Ha peanizatiro!
t 11 YKPATHA, 04080 m, Kuis-80, Byn. Kupunieceka, 74; Ceigoyrso npo atectaujiio N2 390 sig 22.01.2019
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Papma

AEKJIAPAIISA ITPO BIZITOBIAHICTD
NPOAYKII BAMOTAM
TEXHIYMHOT'O PEIIAMEHTY OO0 MEJXHYHUX BUPOBIB

BHUPOBHUK ITyGaiune akuionepue Topapucteo "®apmax"
ko €JIPIIOY 00481198.
KOpummyna axgpeca: 04080, m. Kuis, Byn. ®pynse, 63
Bupo6unua axpeca: 04080, m. Kuis, syn. ®pynze, 74
Memuanuit Bupi6  Cnpeii Bazajabuuii 3 Mopebkoio sogoio "TTHTHK"
Momudixauii MB  Cnpeii BasasbHuit 3 Mopeskoio Bogoro "TIIITAK" 2,1% rineproniusuii
Crpeit nasanbHuii 3 Mopeskoio Bogoio "TIHIAK" 0,9% juis giteit
Crpeii HasabHuii 3 mopebkoro Bogoro "ITIITHK" 0,9% s topociux
Knac pusnky I (crepuiabuuii)

Mu, IlyGaiune akuiomepue ToBapmerso "®Mapmax', HHM 3AHBINEMO, IO 3a3HAYEHWH
veuannii BUpI6 Bitnosizae Bamoram Texmiumoro perJaMeHTy MOX0 MeXHIHHX BHpobiB,
saTBepxenoro Ilocranoeow KaGinery Minicrpis Yxpainm Bia 2 sostua 2013 p. Ne 753, 3a
MpoNeaypamMu, BCTAHOB/JIEHHMH N0AaTKaMu 8 Ta 6 (aume Ha ¢ragisix BUpofHAIOro nmpouecy,
mo mom’a3aHi i3 3afesneveHHuM Ta 30epemcHHAM cTaHy crepuwiasHocti) mo Texmiumoro
perjiaMenTy.

Best cynposinga oxymeHTauis 36epiracthes y BHpoOHHKA.

3acTocoBaHi TAPMOHI30BAH] CTAHAAPTH

JICTY EN ISO 13485:2015 (EN ISO 13485:2012), JICTY ISO 14971:2009, ICTY EN 980:2007,
JICTY I1SO 11137:2003, ICTY ISO 11737-1:2013, JICTY ISO 11737-2:2013, JICTY ISO 10993-

1:2004 , ICTY ISO 10993-5:2004, JICTY ISO 10993-10:2004, AACTY 4659-1:2006, ICTY 4659-
2:2006, [IOY

Opran oninku Bignosigocti JI1 « YkpMeTprecTcTanaaps

topaaryHa ajapeca: 03143, sByn. Merponoriuna, 6yausok 4, M. Kuis
inenradikauiinui Homep UA.TR.001

Ceprudikar sianosimsocti Ne UA.TR.001.013787-17 Bix 09 yepsus 2017 p.

['oii AM.
14.11.2017 p. 08.06.2022 p.
Jiara peectpaiii TePMIR dii Aeknapauii 1o

[1yGniuue akuionepre ToRapueTso "GAPMAK" / MOﬁO. M. Kuis, syn. @pynse, 63.
tenedom: +38 (044) 239-19-40 / haxe: +38 (044) 417-10-55 / e-mail: info@farmak.ua / seG-caitr: www farmak.ua.



V. \
YKpMerpTeCT

= ¢ CEPTU®IKAT BIIIIOBITHOCTI

“j’_"ﬂap‘ /' 3ABE3IEYEHHS ®YHKIIIOBAHHS CUCTEMHU VITPABJIIHHA
SAKICTIO I YAC BUPOBHUILITBA MEJIMYHWX BUPOBIB

——

OPT'AH 3 OLIIHKY BIITIOBITHOCTI 1T «YKPMETPTECTCTAHIAPT»
3ACBIJTUYE, LI[O

MeJ4HuUI BUPIG _
«CIIPEM HA3AJIBHUH 3 MOPCBKOIO BOJOIO «IIIITUK»
Knac pusHKy I (crepunsHuii)

BUPOGHULITBA

ITAT «DPAPMAK»

xox €JIPTIOY 00481198

IOpumuna agpeca: Byn. ®pynse 63, m. Kuis, 04080, VkpaiHa,

Micus BupoGHuLTBA:

- [IAT «®apmax», Byn. Opynse 74, M. Kuis, 04080, Ykpaiua,

- komnanis «KAURENA Laboratories AB», Fjarrviksvagen 22, 653 50 Karlstad,
IIBemis

BIIIIOB1/la€ BAMOTaM

TEXHIYHOI'O PEIVIAMEHTY OO MEJIUYHUX BUPOBIB,
3ATBEP/U’KEHOI'O IOCTAHOBOIO KMY BIJI 02.10.2013 Ne753

OuiHroBaHHA BiANOBIAHOCT] NPOBEEHO 3riHO 3 MPOLEAYPOIO, BCTAHOBIEHOKO
JOoAaTKOM 6 /10 3a3HayeHoro TexHiuHOro pernameHty (CTOCOBHO CTaiill BUPOGHHUOro
IpoLecy, O MOB’sA3aHi i3 3a6e3MeueHHIM Ta 30epEKEHHSM CTaHY CTEPUIBHOCTI).

Ceprudikar Bugaso Ha nmifcrasi BucHoBKy Ne OTP- 19 — I1O Bix 27.03.2017 p., 3BiTY
Ne OTP-19-OI1 8in 10.05.2017 p. Ta pimenns Ne OTP-19-P six 08.06.2017 p. Harmsix
3a (QYHKIiIOBaHHAM CHCTEMH YNpPaBJIiHHS SKIiCTIO 3iCHIOETBCS 3TiIHO 3 BEMOTaMu
. 8-11 momatky 6 o 3a3HageHOro TeXHIYHOTO pernamMenTy

Ceprudixar UA.TR.001.013787-17 B Peectpi OOB
3apeectpoBanuii "09" yepsus 2017 poky
yuHEKH 10 "08" gepBHsA 2022 poky

3acTynHuK KepiBHHKA

Oprany 3 OOiHKH BiAMOBiAHOCTI B.JI. Pumep

3AXHCTY TPAB CITOXHBAUIB» (11 «YKPMETPTECTCTAH,IIAPT») npﬂaual{enuﬁ Ha TPOBEIEHHA

pobit 3 ouinki Bianosignocti meawunmx BupoGim BuMOram TexHiumux pernamentie (inemrTHdixamiitnmii

nomep UA.TR.001), arectar akpegurauii HAAY NelO023, sysn. Merponoriuna, 4, M. Kuis, 03143, Vkpaina,
10023 Ten./takc. +38 044 452-67-38

Opras 3 onjnks simnosimnocti JEPABHE-FIITPHEMGTBO «BCEYKPATHCHKIH JEPKABHMI
HAYKOBO-BUPOBHHYMI1 L[EHTP CTAHIARTH 1, METPOJIOrI, CEPTH®IKALI TA



YKpMe‘rpTECT

= CEPTU®IKAT BUIITOBUTHOCTI

mfi!}fpf/ d 3ABE3IIEYEHHA ®YHKIIIOBAHHS CUCTEMMU YIIPABJITHHS
SKICTIO M YAC BUPOBHULITBA MEJIMYHUX BUPOFIB

OPT'AH 3 OLIIHKY BITIOBIAHOCTI JII1 «<YKPMETPTECTCTAHJIAPT»
3ACBIIUYE, 1[0

MeJII/IqHI/n‘z’IUBHpi6 .
«CITPEM HA3AJIBHUU 3 MOPCBKOIO BOAOIO «IIIIIHUK»

Kiac pusuKy I (crepuwisHuii)

BUPOOHHUIITBA

INHAT «®APMAK)»

xox €IPTIOY 00481198

IOpunuyna agpeca: Byn. ®pynse 63, M. Kuis, 04080, Ykpaina,

Micus BUpoOGHMITBA:

- ITAT «®apmax», Byn. @pynse 74, M. Kuis, 04080, Vkpaina,

- kommadis «AURENA Laboratories AB», Fjarrviksvagen 22, 653 50 Karlstad,
[Isemis

Bi/ITIOBigae BUMoOram

TEXHIYHOI'O PEI'JIAMEHTY OO0 MEAUYHUX BUPOFBIB,
3ATBEPKEHOI'O IOCTAHOBOIO KMY BIJ 02.10.2013 Ne753

OuiHroBaHHS BiANOBiTHOCT] NPOBEIEHO 3ri/IHO 3 MPOLEAYPOIO, BCTAHOBJIECHOKO
mozmatkoM 6 10 3a3Ha4eHOro TeXHIUHOro periaMeHTy (CTOCOBHO CTaill BUPOGHUYOTO
TNPOLECy, LIO MOB’s3aHi i3 3a6e3MeUeHHIM Ta 30€peKEHHSIM CTaHy CTEPUIBHOCTI).

Ceprugikar Bunano ua nincrasi BucaoBky Ne OTP- 19 - ITO Big 27.03.2017 p., 3BiTy
Ne OTP-19-OI1 Big 10.05.2017 p. Ta pimenns Ne OTP-19-P six 08.06.2017 p. Harmsan
3a (QyHKIIIFOBaHHAM CHCTEMH YNPAaBIiHHS SAKICTIO 3[iHCHIOETHCA 3TiIHO 3 BEMOTaMH
1. 8-11 nonatky 6 mo 3a3HaueHOro TeXHIYHOTO peryaMenTy

Ceprudixar UA.TR.001.013787-17 B Peectpi OOB
3apeecTpoBanuii "09" yepsHa 2017 poky
uypHHWM 10 "08" uepBHs 2022 poky

3acTynHHK KepiBHHKA
opraHy 3 OMiHKH BilnoBixHoCTI

B.J. Pumep
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Opran 3 ouinku BignosigHocti JEP: HE - HIOHPY ,’ BO «BCEYKPATHCHKWIA TEPXXABHUI
HAVKOBO-BUPOBHHYMM LIEHTP CFAHIAPEASAINI, METPOJIOTI, CEPTUOIKALN TA
3AXHCTY IPAB CITOXUBAYIB» (JIIT «VKPMETPTECTCTAHI[APT») npuauaqennu Ha TPOBeNEHHS
poBiT 3 ouinku BiamOBimHOCTI MeaMUHMX BUPOGIB BHMOraM TEXHIUHHX pernamenTiB (inenTudikauiinmii

Homep UA.TR.001), atecrar akpenurauii HAAY Nel0023, Bysr. Merponoriuna, 4, M. Kuis, 03143, Vkpaiua,
10023 ten./daxc. +38 044 452-67-38



dapma

JEKJAPAIIS ITPO BIZINOBITHICTH
MPOAYKIIT BAMOIAM
TEXHIYHOI'O PEIVIAMEHTY H[OA0 MEJIHYHUX BUPOFBIB

BUPOBHUK ITy6nivune aknionepne ToBapucteo ""®apmak"
ko €IPIIOY 00481198.
IOpummuna anpeca: 04080, m. Kuis, Byn. ®pynse, 63
Bupobnuya ajgpeca: 04080, m. Kuis, Byin. ®pynse, 74
Menuunnii Bupi6  Crpeii Hazanbumii 3 Mopeskoro Bogoro "TTIITHAK"
Monudixauii MB  Cnpeit HasansHuit 3 Mopebkoto Booro "TIHIUK" 2,1% rimeproniusmii
Cnpeii nazanpHuii 3 Mopeskoio Bogoro "TIHITUK" 0,9% mns xiteit
Crpeii nazanbHuit 3 Mopebkoio Bozoro "TIIITAK" 0,9% ms mopociux
Knac pusuky I (crepuiibHmit)

Mu, Ilybaiune akumiomepHe ToBapmcrBo "®apmak', DM 3afBJISEMO, IO 3a3HAYEHMI
MeMIHaH BHPIO Bianmosinzae BumMoram TexHiuHOro peryiaMeHTy MO0 MEIHIHHX BHPOGIB,
sarBepkeroro Ilocranosorw Kabimery Minicrpie Ykpainu Bix 2 sxosTas 2013 p. Ne 753, 3a
npoueaypamMH, BCTAHOBJICHUMH JoAaTKamu 8 Ta 6 (qmme Ha cTajisx BHPOOGHHYOro mpomecy,

mo mnoB’szami i3 3a0esnedeHHAM Ta 30epeKeHHAM CTaHy cTepuiabHocti) no Texuiunoro
perjiaMeHTy.

Bes cynposingna gokymeHTaltis 30epiractbes y BHpOOHHKA.

3acTocoBaHi TapMOHI30BaHI CTAHAAPTH

JCTY EN ISO 13485:2015 (EN ISO 13485:2012), ICTV ISO 14971:2009, ICTY EN 980:2007,
JACTY ISO 11137:2003, ICTY ISO 11737-1:2013, ACTY ISO 11737-2:2013, ICTY 1SO 10993-

1:2004 , ACTY ISO 10993-5:2004, ICTY ISO 10993-10:2004, JICTY 4659-1:2006, [ICTY 4659-
2:2006, 1®Y

Opran ouinku Bianosignocti J{I1 «YKpMeTpTecTCTaHIapT»

topuniana ajpeca: 03143, syn. Merposoriuna, 6yauaok 4, M. Kuis
inenTudikamiianit Homep UA.TR.001

Ceprudikar ignosizaocti Ne UA.TR.001.013787-17 Bix 09 ueppus 2017 p.

T'oit A.M.
- 14.11.2017 p. 08.06.2022 p.
Jiara peectparii TepMin fii Aeknapauii 1o

ITybniune akuionepue Tosapuctso "®APMAK" / 04080, m. Kuis, Byn. dpynse, 63.
Tenedon: +38 (044) 239-19-40 / daxc: +38 (044) 417-10-55 / e-mail; info@farmak.ua / BeG-caifr: www.farmak ua.
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Ten, (044) 486-87-87, Ten/daxc (044) 239-18-38, Tenfdaxs {044)40689-42, Ten, (044) 485-26-57 (ulncaoboso}

Ceprudixar akocti Ne 040000091546

Cnpeit HasanbHMit 3 MopcbKoio Bogomw "Muuk" 0,9 % ana Aopocnux, o 100 mn y dpnakoni, no
1¢nakony B nauyi

BN S

Homep cepi; 20128158 KpaiHa orpumysay; Ykpaika
Kinbkicte npogyxuit: 32.328 Tuc.ynak.
Hara supoSHuyrea; 12,2020
‘ Araniz sukoKaHui ro; Spec Finpro0004s/2
p; Haiimenysanna nokasHukie Bumoru AHA(cneymixauii) Peaynwraru snnpobysans
Onuc MNpozopa, sla 6esbaperoro no Gnino-xoatoro
KONMbOPY piavHa BinbHa Big cTOPOHHIX YacToK Binnoripae
; pH Bin 6,0 5o 8,0 7.4
N Maca posuuny, wo He meHwe 96 1
" BUBINbHAGTHCA 102 r
Tk Bia 6,5 6ap no 9,5 6ap 8.3 bap
KotuenTpayla vatpiio xnopugy Bin 0,8 % o 1,0 % (m/w) 0,90 %
i Maca HetTo ** Bln98rpoi02r Bignosinae
r Crepunizayin ** CrepunpHui Blanosigae
: ¥Ynakoska Mae signosigaTu Bumoram Bignoeipae
MapryBasHa Mae sinnorinatv sumoram Bignoeinae
TepMin npupatHocTi: 3 poxu Ho 12.2023

Ymonu 36epiraua: oy temnepatypl =in 15°C ao 30°C. 3axuLaTh Bif COHAYHOTO CRIThA,

Komewrapi:

**3a BUpOGHIKOM
3anapa npo ceptudikayho:

Lium 5 saceinuyio, wo BuweskasaHa Hdopmain € gocrosipHow | Tounow. Hio ceplio o omyuil Byno supofinero (sknovatoun
YNaKkoBKy/MapKkyBaHHA) Ta NpOBefeHWMt KOMTPOMb 1i AKOCTI Ha HVKUeBKa3akin g G"m

TEXHIYHOTO pernameHTy WOAC MeANYHMX BMPOSIB, BCTAHOBRGHMX micuesum peryn
cneyundikayiamu, Mpotokonu BupobHULTEa, naKyBaHHA Ta aHanizis Synu nepesip
BoKymeHTalli,

.

TEANILL B R0E ;i&xa};nnosmmcﬁ [0 BUMOF

Q Wit Oprano INTAKOX Y BIANOBIgHOCTI i3
i / BRSTAOBASHA

i

p 0
LJL ocoba ‘~\
21 QualistAd Pagson ) % |

ssi,ﬁ[HiCTb HOpMaTUBHIK

HAozsoneHo go peanizauli / go pigsanTakenns
YrossosameHa ocoba — Nposignuit imxeHep BCTaBl fpemetika B.B.

NS
i B Y elprees”
YKPAIHA, 04080 m. Kuiz-80, Byn. Kupuniscska, 74 NiyeHzia Ha BrpobHuUTBe AE N2 83743078

BupoGuuua pincHuuAl

Kourpone axoecti Ta Bugava gossony Ha peanizaylo:
YKPATHA, 04080 m. Kuiz-80, Byn. Kupuniscoka, 74: CeinouTso npo arecrauiio N2 390 sig 22.01,

g,b Q i W{J?f Crop.1 31
ot 0y 24 £




Papma

AEKJIAPAIISA ITPO BIZITOBIAHICTD
NPOAYKII BAMOTAM
TEXHIYMHOT'O PEIIAMEHTY OO0 MEJXHYHUX BUPOBIB

BHUPOBHUK ITyGaiune akuionepue Topapucteo "®apmax"
ko €JIPIIOY 00481198.
KOpummyna axgpeca: 04080, m. Kuis, Byn. ®pynse, 63
Bupo6unua axpeca: 04080, m. Kuis, syn. ®pynze, 74
Memuanuit Bupi6  Cnpeii Bazajabuuii 3 Mopebkoio sogoio "TTHTHK"
Momudixauii MB  Cnpeii BasasbHuit 3 Mopeskoio Bogoro "TIIITAK" 2,1% rineproniusuii
Crpeit nasanbHuii 3 Mopeskoio Bogoio "TIHIAK" 0,9% juis giteit
Crpeii HasabHuii 3 mopebkoro Bogoro "ITIITHK" 0,9% s topociux
Knac pusnky I (crepuiabuuii)

Mu, IlyGaiune akuiomepue ToBapmerso "®Mapmax', HHM 3AHBINEMO, IO 3a3HAYEHWH
veuannii BUpI6 Bitnosizae Bamoram Texmiumoro perJaMeHTy MOX0 MeXHIHHX BHpobiB,
saTBepxenoro Ilocranoeow KaGinery Minicrpis Yxpainm Bia 2 sostua 2013 p. Ne 753, 3a
MpoNeaypamMu, BCTAHOB/JIEHHMH N0AaTKaMu 8 Ta 6 (aume Ha ¢ragisix BUpofHAIOro nmpouecy,
mo mom’a3aHi i3 3afesneveHHuM Ta 30epemcHHAM cTaHy crepuwiasHocti) mo Texmiumoro
perjiaMenTy.

Best cynposinga oxymeHTauis 36epiracthes y BHpoOHHKA.

3acTocoBaHi TAPMOHI30BAH] CTAHAAPTH

JICTY EN ISO 13485:2015 (EN ISO 13485:2012), JICTY ISO 14971:2009, ICTY EN 980:2007,
JICTY I1SO 11137:2003, ICTY ISO 11737-1:2013, JICTY ISO 11737-2:2013, JICTY ISO 10993-

1:2004 , ICTY ISO 10993-5:2004, JICTY ISO 10993-10:2004, AACTY 4659-1:2006, ICTY 4659-
2:2006, [IOY

Opran oninku Bignosigocti JI1 « YkpMeTprecTcTanaaps

topaaryHa ajapeca: 03143, sByn. Merponoriuna, 6yausok 4, M. Kuis
inenradikauiinui Homep UA.TR.001

Ceprudikar sianosimsocti Ne UA.TR.001.013787-17 Bix 09 yepsus 2017 p.

['oii AM.
14.11.2017 p. 08.06.2022 p.
Jiara peectpaiii TePMIR dii Aeknapauii 1o

[1yGniuue akuionepre ToRapueTso "GAPMAK" / MOﬁO. M. Kuis, syn. @pynse, 63.
tenedom: +38 (044) 239-19-40 / haxe: +38 (044) 417-10-55 / e-mail: info@farmak.ua / seG-caitr: www farmak.ua.



V. \
YKpMerpTeCT

= ¢ CEPTU®IKAT BIIIIOBITHOCTI

“j’_"ﬂap‘ /' 3ABE3IEYEHHS ®YHKIIIOBAHHS CUCTEMHU VITPABJIIHHA
SAKICTIO I YAC BUPOBHUILITBA MEJIMYHWX BUPOBIB

——

OPT'AH 3 OLIIHKY BIITIOBITHOCTI 1T «YKPMETPTECTCTAHIAPT»
3ACBIJTUYE, LI[O

MeJ4HuUI BUPIG _
«CIIPEM HA3AJIBHUH 3 MOPCBKOIO BOJOIO «IIIITUK»
Knac pusHKy I (crepunsHuii)

BUPOGHULITBA

ITAT «DPAPMAK»

xox €JIPTIOY 00481198

IOpumuna agpeca: Byn. ®pynse 63, m. Kuis, 04080, VkpaiHa,

Micus BupoGHuLTBA:

- [IAT «®apmax», Byn. Opynse 74, M. Kuis, 04080, Ykpaiua,

- komnanis «KAURENA Laboratories AB», Fjarrviksvagen 22, 653 50 Karlstad,
IIBemis

BIIIIOB1/la€ BAMOTaM

TEXHIYHOI'O PEIVIAMEHTY OO MEJIUYHUX BUPOBIB,
3ATBEP/U’KEHOI'O IOCTAHOBOIO KMY BIJI 02.10.2013 Ne753

OuiHroBaHHA BiANOBIAHOCT] NPOBEEHO 3riHO 3 MPOLEAYPOIO, BCTAHOBIEHOKO
JOoAaTKOM 6 /10 3a3HayeHoro TexHiuHOro pernameHty (CTOCOBHO CTaiill BUPOGHHUOro
IpoLecy, O MOB’sA3aHi i3 3a6e3MeueHHIM Ta 30epEKEHHSM CTaHY CTEPUIBHOCTI).

Ceprudikar Bugaso Ha nmifcrasi BucHoBKy Ne OTP- 19 — I1O Bix 27.03.2017 p., 3BiTY
Ne OTP-19-OI1 8in 10.05.2017 p. Ta pimenns Ne OTP-19-P six 08.06.2017 p. Harmsix
3a (QYHKIiIOBaHHAM CHCTEMH YNpPaBJIiHHS SKIiCTIO 3iCHIOETBCS 3TiIHO 3 BEMOTaMu
. 8-11 momatky 6 o 3a3HageHOro TeXHIYHOTO pernamMenTy

Ceprudixar UA.TR.001.013787-17 B Peectpi OOB
3apeectpoBanuii "09" yepsus 2017 poky
yuHEKH 10 "08" gepBHsA 2022 poky

3acTynHuK KepiBHHKA

Oprany 3 OOiHKH BiAMOBiAHOCTI B.JI. Pumep

3AXHCTY TPAB CITOXHBAUIB» (11 «YKPMETPTECTCTAH,IIAPT») npﬂaual{enuﬁ Ha TPOBEIEHHA

pobit 3 ouinki Bianosignocti meawunmx BupoGim BuMOram TexHiumux pernamentie (inemrTHdixamiitnmii

nomep UA.TR.001), arectar akpegurauii HAAY NelO023, sysn. Merponoriuna, 4, M. Kuis, 03143, Vkpaina,
10023 Ten./takc. +38 044 452-67-38

Opras 3 onjnks simnosimnocti JEPABHE-FIITPHEMGTBO «BCEYKPATHCHKIH JEPKABHMI
HAYKOBO-BUPOBHHYMI1 L[EHTP CTAHIARTH 1, METPOJIOrI, CEPTH®IKALI TA



YKpMe‘rpTECT

= CEPTU®IKAT BUIITOBUTHOCTI

mfi!}fpf/ d 3ABE3IIEYEHHA ®YHKIIIOBAHHS CUCTEMMU YIIPABJITHHS
SKICTIO M YAC BUPOBHULITBA MEJIMYHUX BUPOFIB

OPT'AH 3 OLIIHKY BITIOBIAHOCTI JII1 «<YKPMETPTECTCTAHJIAPT»
3ACBIIUYE, 1[0

MeJII/IqHI/n‘z’IUBHpi6 .
«CITPEM HA3AJIBHUU 3 MOPCBKOIO BOAOIO «IIIIIHUK»

Kiac pusuKy I (crepuwisHuii)

BUPOOHHUIITBA

INHAT «®APMAK)»

xox €IPTIOY 00481198

IOpunuyna agpeca: Byn. ®pynse 63, M. Kuis, 04080, Ykpaina,

Micus BUpoOGHMITBA:

- ITAT «®apmax», Byn. @pynse 74, M. Kuis, 04080, Vkpaina,

- kommadis «AURENA Laboratories AB», Fjarrviksvagen 22, 653 50 Karlstad,
[Isemis

Bi/ITIOBigae BUMoOram

TEXHIYHOI'O PEI'JIAMEHTY OO0 MEAUYHUX BUPOFBIB,
3ATBEPKEHOI'O IOCTAHOBOIO KMY BIJ 02.10.2013 Ne753

OuiHroBaHHS BiANOBiTHOCT] NPOBEIEHO 3ri/IHO 3 MPOLEAYPOIO, BCTAHOBJIECHOKO
mozmatkoM 6 10 3a3Ha4eHOro TeXHIUHOro periaMeHTy (CTOCOBHO CTaill BUPOGHUYOTO
TNPOLECy, LIO MOB’s3aHi i3 3a6e3MeUeHHIM Ta 30€peKEHHSIM CTaHy CTEPUIBHOCTI).

Ceprugikar Bunano ua nincrasi BucaoBky Ne OTP- 19 - ITO Big 27.03.2017 p., 3BiTy
Ne OTP-19-OI1 Big 10.05.2017 p. Ta pimenns Ne OTP-19-P six 08.06.2017 p. Harmsan
3a (QyHKIIIFOBaHHAM CHCTEMH YNPAaBIiHHS SAKICTIO 3[iHCHIOETHCA 3TiIHO 3 BEMOTaMH
1. 8-11 nonatky 6 mo 3a3HaueHOro TeXHIYHOTO peryaMenTy

Ceprudixar UA.TR.001.013787-17 B Peectpi OOB
3apeecTpoBanuii "09" yepsHa 2017 poky
uypHHWM 10 "08" uepBHs 2022 poky

3acTynHHK KepiBHHKA
opraHy 3 OMiHKH BilnoBixHoCTI

B.J. Pumep
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Opran 3 ouinku BignosigHocti JEP: HE - HIOHPY ,’ BO «BCEYKPATHCHKWIA TEPXXABHUI
HAVKOBO-BUPOBHHYMM LIEHTP CFAHIAPEASAINI, METPOJIOTI, CEPTUOIKALN TA
3AXHCTY IPAB CITOXUBAYIB» (JIIT «VKPMETPTECTCTAHI[APT») npuauaqennu Ha TPOBeNEHHS
poBiT 3 ouinku BiamOBimHOCTI MeaMUHMX BUPOGIB BHMOraM TEXHIUHHX pernamenTiB (inenTudikauiinmii

Homep UA.TR.001), atecrar akpenurauii HAAY Nel0023, Bysr. Merponoriuna, 4, M. Kuis, 03143, Vkpaiua,
10023 ten./daxc. +38 044 452-67-38



dapma

JEKJAPAIIS ITPO BIZINOBITHICTH
MPOAYKIIT BAMOIAM
TEXHIYHOI'O PEIVIAMEHTY H[OA0 MEJIHYHUX BUPOFBIB

BUPOBHUK ITy6nivune aknionepne ToBapucteo ""®apmak"
ko €IPIIOY 00481198.
IOpummuna anpeca: 04080, m. Kuis, Byn. ®pynse, 63
Bupobnuya ajgpeca: 04080, m. Kuis, Byin. ®pynse, 74
Menuunnii Bupi6  Crpeii Hazanbumii 3 Mopeskoro Bogoro "TTIITHAK"
Monudixauii MB  Cnpeit HasansHuit 3 Mopebkoto Booro "TIHIUK" 2,1% rimeproniusmii
Cnpeii nazanpHuii 3 Mopeskoio Bogoro "TIHITUK" 0,9% mns xiteit
Crpeii nazanbHuit 3 Mopebkoio Bozoro "TIIITAK" 0,9% ms mopociux
Knac pusuky I (crepuiibHmit)

Mu, Ilybaiune akumiomepHe ToBapmcrBo "®apmak', DM 3afBJISEMO, IO 3a3HAYEHMI
MeMIHaH BHPIO Bianmosinzae BumMoram TexHiuHOro peryiaMeHTy MO0 MEIHIHHX BHPOGIB,
sarBepkeroro Ilocranosorw Kabimery Minicrpie Ykpainu Bix 2 sxosTas 2013 p. Ne 753, 3a
npoueaypamMH, BCTAHOBJICHUMH JoAaTKamu 8 Ta 6 (qmme Ha cTajisx BHPOOGHHYOro mpomecy,

mo mnoB’szami i3 3a0esnedeHHAM Ta 30epeKeHHAM CTaHy cTepuiabHocti) no Texuiunoro
perjiaMeHTy.

Bes cynposingna gokymeHTaltis 30epiractbes y BHpOOHHKA.

3acTocoBaHi TapMOHI30BaHI CTAHAAPTH

JCTY EN ISO 13485:2015 (EN ISO 13485:2012), ICTV ISO 14971:2009, ICTY EN 980:2007,
JACTY ISO 11137:2003, ICTY ISO 11737-1:2013, ACTY ISO 11737-2:2013, ICTY 1SO 10993-

1:2004 , ACTY ISO 10993-5:2004, ICTY ISO 10993-10:2004, JICTY 4659-1:2006, [ICTY 4659-
2:2006, 1®Y

Opran ouinku Bianosignocti J{I1 «YKpMeTpTecTCTaHIapT»

topuniana ajpeca: 03143, syn. Merposoriuna, 6yauaok 4, M. Kuis
inenTudikamiianit Homep UA.TR.001

Ceprudikar ignosizaocti Ne UA.TR.001.013787-17 Bix 09 ueppus 2017 p.

T'oit A.M.
- 14.11.2017 p. 08.06.2022 p.
Jiara peectparii TepMin fii Aeknapauii 1o

ITybniune akuionepue Tosapuctso "®APMAK" / 04080, m. Kuis, Byn. dpynse, 63.
Tenedon: +38 (044) 239-19-40 / daxc: +38 (044) 417-10-55 / e-mail; info@farmak.ua / BeG-caifr: www.farmak ua.
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