Grindex

CEPTUGUKAT AHANM30B U CEPTUGUKAT COOTBETCTBWA

Toprosoe HauMeHoBaHue NPOAYKTa:

CepusiNe 26110221

Jaint Stock Company “Grindeks”™
52 Krustpils Street, Riga, 1¥-1057, Lalvia

Phone: #3741 67083208, +371 67083500

S AR A T

Ne 24-003625/01

E-mail: grindeks@grindeks.lv.
www.grindeks.eu
. Unified registration No. 40003034935

MWAPOHAT® pacTsop A/ BHYTPUMBILLEYHOTO, BHYTPUBEHHOIO

u niapabynkGaptoro BeeaeHua, 100 Mr/un
MemyHapmHoe HenaTeHTOoBaHHOe HauMeHOBaHWe!

NaTa npov3BoACTEE! 07.02.2021
KonuuecTso nponykiuu B cepuu: 9024 ynak.

AHaNU3bl BEINOMHEHL! B COOTBETCTBUN ¢ TpeGosanmamy 1 NO16
Ne 3 1 Ne 4 {(NormDoc-DP000022/7, Annex-ND00D323/4, Annex-

Ynakoska Ne 20

058/02-061016 ¢ nameneHusivmn Ne 1, Ne 2,
NDO00444/3, Annex-ND000544/2, Annex-

NDO00527/3)
Mokasareny TpeGosaHus PeayneTarbl aHan43os
OnucaHue MMpo3spadHan GeclBeTHas XuaKoCTL MpospadHan GeclseTHan KUAKOCTE
MopnuHHOCTS

- C.pacTaopom
6pOMTUMONOBOrD CHHEo 1
x10pothopMOM

- ¢ pacTeopom Hoaa

- ¢ pacTeopoM [parergopha
[pospa4HocTe
LlgeTHOCTb

pH

MexaHU4ecKue BKIIoUHeHWA!

- BUAMMBIE HEBOOPYHEHHBIM
rnaacm

- HEBMAMMBIE HEBOOPYHKEHHDIM
rnasom

MNocToponHue NpUMech
HomuransHbii 06bem
CTepUnbHOCTL
BakTepuancHbie aHA0TOKCYHE

Konu4yectrBeHHoe
onpepenex1e

Ynakosxa

XnopodopMHbIf Crok OKpALIMBAETCA B
KenTsIA UBeT

MosiBnAeTCA KOPUUHEBOE OKpaALUMBAKIE W
PACTBOP MYyTHEET .
OBpaayeTch opaHKeBbii 0cafoK
Mpenapat AorvKeH BbiTh MPOapaYHbM
Mpenapat AomKeH BhiTh GecuseTHBIM Uk
He NpeEbillaTs 9TarNoH B9

O17.0085

[omiHbl OTCYTCTBOBATS

Yactulbl 2 10 MKM = ne Sonee 6000 &
amnyne

YagTuusl = 25 Mk ~ He Gonee 600 8
amnyne

He Gonee 0.5 %

He meree 5,0 Mn

[omKeH GbiTb CTEPUNLHBIM

He Gonee 0,35 EQ/mMr

OT 65,0 fo 105,0 % MenbaoH!A
AUArMAPATE OT 3ARBNEHHOTO KONWHECTRA
Mo & wn 8 amnyne ws BeclseTHOro cTekna
1 rMAPONUTUHECKOTO knacca & AuHUaR nnm

“TOUKOW pasnoma.

HoxyMeHT noanvical SNEKTDOHHON MOAMACEID

WperTudmiauma hopubl oTuBTa BEPCHA: GRX-RUS_FDF_RUS 6
[lporpaMmioe oBecneNeHHE - Sampn’eManagerUMS 12.1. SP.2 i
VrukansHeIA HOMBP 3anvckl BEPCHs: METdSCB-5F7A4?20-90E5-1EAaEDESS%EBI 1

Crparuua 1/5

BblAepxvBaeT uenbiTaHne

BoigepiureaeT ucrsiTamie
BblaepkuBaeT UcnbiTaH1e
MpoapadyHbii
BectpeTHsii
8,0
QTCyTCTBYIOT
30 g amnyne

1 8 amnyne

Menee 0,5 %

52 wmn
CTepunsHeIi
Menee 0,00125 ES/mr
100,0 %

Mo 5 mA & amnyne us GeclypeTHOMO CTekna
| rugpon UTHYMECKOro-kriacca T-ToY koW

pashnoma.

 Coopavd: Tatana Bula
12:03-2021 05:22:11 +00:00 TMT
KouTpohupyeMankonia Ne: 1



Jolat Stock Company "Grindeks” .
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CEPTUOUKAT AHAN3OB ¥ CEPTUGUKAT COOTBETCTBIA

Ne 21-003625/01

Toprosoe HauMexoBaHne NpoayKTa:

53 Krustpils Stregl, Riga, LV-1057, Latvia
Phone: +371 67083205, +371 67983500

E-mail; grindeks@grindeks.lv
www.grindeks.eu
Unified registration No. 400030349335

MWMAPOHAT® pacTsop Ans BHYTPAMBILLIBYHOTO, BHYTPMBEHHOTO

u napabynb6apHoro BBESHHUR, 100 mr/mn

MeXAYHAPOAHOE HEnaTeHToBaHHoe HAWMEHOBaHue:
Cepua Ne 26110221

[lara npon3BoACTBa. 07.02.2021

Konv4ecTso NpoayKu1y B cepum. 9024 ynak.

TpeboBaHng _

Vnakoska Na 20

[MNokasaTeny PesynbTarhi 8Hanvaon

Mo & aMnyn 8 AYENKOBOH YNaKkoBKe na Mo 5 amnyn B ANEHKOBOM YNEKOBKE U3
NONMBUHUNXNOPUAHCH NIEHKA NN U3 NORUBVHUITKIOPUAHOM MIEHKW MK U3
nonusmnemepecp'rana'mcﬁ nneHku Ges nonUaTUreHTepedTanaTHoON NNerk1 Gea
NeKPLITUS {noanoH). NOKPLITUSA (nopnoH).
Mo 2 wnn 4 (Toneko AnA npouaaogwreneﬁ Mo 4 adelkoBbie YNakosKA4 {(noanoHa)
3A0 «CaHToHuKa» ¥ 2ird Byu Im dapma SMecTe C MHCTRYKUMER No NPUMEHBHUIO B
c.p.p.) AuEiKoBbIE YNaKoBKK {nopdoHa) riadke U3 KapToHa.
BMBCTE C UHCTPYKUMER NO NPUMEHEHYID 8
nadke 13 KapToHa.
Ha nauke MoxeT BbiTh HaHeceH cTukep Ha nadke HaKeceH CTUKEp AnA KOHTpOna
[ns KoHTpONA NepBOro BCKPBLITHA. MEepsoro BCKPLITHA.

Mapkuposka TekeT MAPKMPOBKK Ha PYCCKOM asbike. Ha  TEKCT MapKUpOBKA Ha pYCCKOM A3bIKE. Ha

KaW/IYI0 aMnyny Raknenaant STUKSTKY,
rAE yKasblsaloT: ToBApHEIT 3HAK
BnanensLa pericTpaumonHore
YAOCTOBEPEHUA, TOproeoe HassaHne
npenapara ¢ ApeaynpeauTENLHON
MapK1pOBKOH ®,

nekapcTBEHRYIO (POPMY, copepkaHue

AKTWBHOFC BELIECTBE B OGHOM MI (farian),

oGLEM, HOMEP CEPWMM, EPOK FOAHICTH,

BHYTPEHHUA KO, MaKeTa npovasoanTeNs U
[BYXMEPHYHO MaTRUHHYIO cumeonuky Data

Matrix (ana Q4 Bu 3m dapma C.p.C.).

AueRkoean ynakoeka He MapKApyeTCs. Ha

navKe yKasbiBaioT: Ha3saHue gnaaensia
perucTpauMorHoro yOOCTOBEREeHUSA, 70
anpec w ToBApPHLI 3KAK, HA3BaHNe -
IPOU3BOAUTENSA W Er0 afapec,

LOKyMEHT I0AmHCan ;;nexmowaﬁ AOHITICEI0

WpeHTHGUKALUA boptbl orvaTe) aePCHAL GRX-RUS_FOF_RUS 5
[lporpamiaHoe ofecneqeHHe - SampleManagerL IMS 12.1. SP.2
YHHKaNEHLIA HOMEP sanuck/ BEDCUA! A3ET4SCB-5F7A472D-QGES-16A3QDESS1BB.' 1

CrpaHuya 215

KEKAYI0 aunyny HakneeHa aTUKETKA, rae
yKasaHbl: ToBRApHLIA 3HaK BNadensia
perucTpaunoHHore YLOCTOBEPEHU,
Toprosoe HassaHue fipenapara c
npep.ynpenme‘nhnoﬁ MaPKAPOBKOT ®,

nexapeTBEHHan (opMa, CORBPHEHAS

AKTMBHOTO BellecTsa B OQHOM pn (Mrinan),

oBBeM, HoMep Cepul, CPOK refHOCTV,

BHYTPEHHUA ko[ MakeTa NPOU3IBOAUTENA U

ABYXMEpPHaR MaTpu4Has cumeorka Data
Matrix.

Auelikoman YNaKoBKE HE MAPKUPYETCA. Ha

navke ykasaHol: Ha3sahne snagensya
perucTpatoHHoro YAOCTOREPEHUS, €T0
appec ToBapHbIA 3HaK, HaasaHve
MpOV3BOANTENS U Er0 anpec,

Coanaso: Tatiana Bula
12-03-2021 05:22:11 +00:00 MT
KoHTpenvpyeman xonua Ne 1
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MWINOPOHAT® pacTecp Ans BHYTPUMBILLIEYHOTO, BHYTPUBEHHOTO

1 napabyrib6apHoro BBEASHUA, 100 mr/mn

MeayHapoaHoe HenaTeHToBaHHoe HaumeHosaHue:
Cepust Ne 26110221

[ara rpouzsogeTea; 07.02.2021

KonuJecTso rpeayKkLun B Cepun. 8024 ynak.

Mokazareny TpeboBaHva

Vnaxoeka Ne 20

PeayribTaThi 8Han13os

Toprosoe HalsaHwue npenaparac.
npe,qynpep.menwoﬁ mapkupoBkoi ®,
MexayHapoaHoe HenaTeHToRaHHoe
Ha3BaHHe, NeKapCTEeHHYI0 (DOPMY,
copepKaHue aKTUBHOo BELLECTER B
opHOM WA (Mr/r),

KOnM4ecTEO aMnyn, obbem, cocras Ha
opud M1, «CrepunbHo», criocobhl
BEEQEHWA, YCNIOBUA OTIYCKE, «TpUMERATE
no HasHaqeHWo Bpaian, «Mepep
npUMEeHEHVEN npoLMTaliTe UHCTPYKUMIO MO
npUMEeHernio?,

YCroBUs! XpaHeHks, «XpaHuTs B
HEmOCTYNHOM ANS neteit mectely,
BHYTPEHHWHA (hapMKoA npousBoAnTeNa
(ona Ensta DapMackIOTVKAN KOMTIaHH ‘
C.A.; ans 3A0 «CanToHnKan),
BHYTPEHHUIA KOA MaKeTa npovu3scanTens 1
[BYXMEPHYI0 MaTPUHRYIO cumeonuky Data
Matrix (ans 3#s Br Om Papma Gip:o.),
HYTPEHHWA KoL MaKeTa npeanpuATUs AO
«pUHOEKEY, )

HoMep pervcTpaLMoHHere
YAOCTOBEPEHUR, LUTPHUXOBGH KOR, KOA
npopykra (Ans A «CaHToHuKan), HOMBP
cepww, AaTy NPOVSBOACTEA W CPOK
FORHOCTH.

Ha nauke AononHUTesIHO yKa3eIsaioT:
ToBapHeBIA 3HaK prafensua rpaguHeckoro
anemeHTa, ro,u.-paapaﬁoTxm_AmaaﬁHa
ynaKoBK1 U oBosHavenne Buaa
yNaKoBOWHOMD MATEpMana.

B cTAGNLHEIX GIYYanx MoryT BhiITe
yrasaHs! BHYTPEHHME KOABI Tunorpadin.

LokymenT MoamicaH snekTp GHHON MOAMHCEI

Vipentudkatys opMel oruital BEpcHs GRX-RUS_FDF_RUS 5
[TporpammHoe oBecneysHHe - Samp-'sManagerLIMS 12.1. SP.2 )
V_Hm_(anwmﬁ HOMeD 3anvcw/ BepCUA: A-3E74SCB—SFTA-JTQD-QOES-*.6A32DE551 8B/1

CTpanuua 315

Toprosoe HasBaHWe Npenapara c
npe,qynpep,wrenbnom MEPKUPOBKOH ®,
MS)K.CWHEPO,C!.HOe-HenaTEHTOBaHHOQ
HassaHue, NekapcTBeHHan dopma,
cofepKaHe axTMBHero peulecTsa 8
opHom M (mrima),
konuuecTeo amnyn, oGvem, cocTas Ha
opmH Mn, «CTEPUNBHO?, cnocodbl
BEE[gHWR, yCriosus oTycka, «TIpUMEHATD
o HasHaueHWio Bpasiay, «Mepen
fpvMEHERWeM fpaYUTaTE MHCTRYKUMIO
Mo NPUMEHERNION,
yCHOBUA XpaHeka, «XparuTb B
HepocTynHoM AA petedt wmectel»,
BHyTpeHHVIﬁ xoa makeTa HPOHSBGAMTEHQ 1%}
AByXMepHas MaTpuuHan cimeonuka Data
Wiatrix
BHYTPEHHWA KOA MaKeTa [PEANPUATAR AO
«"pUHASKEY,

HoMep PericTPaLIOHHOTO
yaocToseperyia, Homep Cepwy, [ata
nponsaop,craa W CPOK roHOCTW.

Ha riauke AONDAHUTENBHO yKRasaHb!
ToRapHLI sHAK Bnagensua rpaduyeckoro
snemeHTa, ron paapaboTkiA pvizaHa
ynaKkoBKv 1 oboanavenve-8uaa
yNaKoBo4HOro marepuana
YKagzaHsl BHY TPEHHWE Kofw! TUROrpackk.

Cosnato: Tatiana Bula
12-03—2021‘05:22:11 +DG:!JD-FM‘I’
KOHTPONUPYEMBR KOMVA Ne: 1
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CEPTU®UKAT AHANNIOB U CEPTUOWKAT COOTBETCTBUA E
Ne 21-003625/01

Toprosoa HaumMeHoBaK!e npogykra. MWMAPOHAT® pacteop ANA BHYTPUMBILLIBYHOTO, BHYTPWBEHHOTO
v napaBynsB6apHoro BBeReH!A, 100 Mr/mn
Me/ayHapoAHoe HenaTerToBarHHoe HauMeHoBaHue: '
Cepma Ne 26110221 Ynakoska Ne 20
[lara npoussoacTea 07.02.2021
KonuuetTBo NpoayKUun B CEPUMAL 9024 ynak.

[oxasarenu TpeGoBaHuA PesynsTarsl 8HaNM308
Ha Gokorom KnanaHe MaryT BbITh: Ha GokaroM KnanaHe HaHeceHs! cpepcTea
HaHeceHs! cpeacTea vaeHTUbVKaldu, waeHTUbrKkaumn.
Mavka HRU3.100.20
VHCTpYKUUS _ _ HRUMM 00/5
Xparigrve XpaHuTh NPy TEMnepaType He BhILIE 25°C. He samopaxusars!
CpoK ropHocTA 5 net N _ ) ‘ . lopeH Ao 02.2028

BaknioyeHue: COoOTBETCTBYET tpebosaHusim [ N016028/02-061016 ¢ uameHeHusMA Ne1, Ne2, Nedn

Ne 4
YTBEPHAEHO! _
PykoBoaUTENS naBopaTtopni )
CMHTa AHTOHOBWHE KDHTpOﬂﬂ KayecTsa ' 'i1'03"2021 1345:37 +02'00 I'MT
(W mn Gamunus) ([lor¥HOCTB) (Data)

rHGaH SEKTPOHHOM NOAMACHI0 o
RS i g Coapado: Tatjana Bula

aeHTvdukauus poprbl oTuHETE/ BEpCHl GRX-RUS_FDF_RUS 5 120320214 083211 Sl
Becnsyene - Sam leManagerLIMS 12.1. SP.2 ' ; 2 122: 00 M
gﬁ%ﬁ:ﬁﬁ:ﬁ? :g!ﬁggga:Jéuf aepcmnp :-.A3E743‘GB—5F7A'ATZD-90E5~1 6AZ20E65188/ 1 Koutponupyemas Konua Ne:t

Crpanuua 4/5
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CEPTUSUKAT AHATN30B 1 CEPTUGUKAT COOTBETCTBUSA %
Ne 21-003625/01 o

Toprosoe HaumeHosaHue npodykra:  MUNGPOHAT® pacTsop Anst BHYTPUMBILIEHHOTO, BHYTPUBEHHOTO

4 napabynk6apHoro BeeAeHus, 100 MI/MA '
MeayHapcaHOe HenaTeHToBaHHoe HauMeroBaHue:
Cepus Ne 26110221 Ynakoska Ne 20
Dava npoussopcrea: 07.02.2021
Konv4ecTso npoaykuum B cepin: 9024 ynax,

Homep PerucrpauuorHoro Yaocroseperus: [ N016028/02

[NpouspoauTEnh:

MpOU3BOACTEO NEKAPCTBEHHOR (hopMbl:

«3t4 Bu Om dapma c.p.o», Cnosakus, 036 80 Martin, Sklabinska 30, Slovakia.Hotmep MpousBOACTEERHOM
nueHani: V-9/2019/1.Ceprudurar cootsercrans HIMM (GMP): SK/002V/2019

MepBuyHas u BTOpYYHas/moTpebuTenbekas ynakoska:

«Sify B 3m dapma c.p.o», Cnosakus, 038 80 Martin, Sklabinska 30, Slovakia.Homep NPOU3BOACTBEHHOH
nueHaun: V-9/2019/1 .CepTutbuKaT CoOTBETCTBUA HAM (GMP): SK/002V/2019

KoHTponb KaJecTed:

«Diiu B 3m dapma c.p.o», Cnosaxus, 036 80 Martin, Sklabiriska 30, Slovakia.Homep npov3BoAcTBEHHOH
nuyeHsui: V-9/2019/1 .CeprudhukaT coOOTBETCTEUA HAM (GMP): SK/002VI2019

KoHTporb KayecTsea: _ .

AD «["puHpekcy, yn. Kpycrnunc 53, Pura, LV-1057, Nateusi/ JSC “Grindeks”, Krustpils Str.53, Riga, LV-
1057, Latvia; Homep MPOMSBOACTBEHHON NULBHIMN! 'RO0004; CepTudukar COOTBETCTEMA HMMn (GMPY:
ZVA/LVI2019/016H

BhinycKalowuit KoHTpone kayecTsa (cepTHDUKALUA CEpUM):

AO «[puHpexcy, yi. Kpyctnune 53, Para, LV-1057, Nateus/ JSC “Grindeks”, Krustpils Str.53, Rlga, LV-
1057, Latvia; Homep NpOU3BOACTEEHHONR NUUEH3N: R0O0004; CepTuchukaT COOTBETCTENA HMM (GMP):
ZVA/LV/2019/016H

KommenTapuu: Het

3ananeHne o cepTuduKaLuu:

«HacToswMM R YAOCTOBEPSAlD, YTO npviBeaeHHas BbiUe MHMOPMALUA ABNATCS pocrosepHolt v
TOYHOW. 3Ta cepusa NPOAYKLUA BLina npouaseaera (BriOYAn ynakosky/ MapKUpOBKY) W NPOBEAEH xam'p‘on?
e KAYECTBA Ha BhILLSYNOMRHYTOM YYacTke B NofHOM COOTRETCTBIM C TPeBOBaHUAMMY NPaBUN HEANEKALEH
NpoOMaBOACTBEHHON NPAKTUKN 1 B COOTBETCTBAN C TPEBOBAHNAMM PErUCTRAUMOHHOTO LOCLE.»

YNonHOMOUEHHDE NUL0T
TaTtuana Byns VROMHOMOYEHHOE MU0 12-03-2021 07:18:16 +02:00 MT
(Ana Gamunus) ([lom®HOCTS) (Qata)
LOKYMEHT MofQIMEaH ABKTDORKOA MOAMHCER )
8 : ‘Coapavo: Taljana Bula
WneHTuchitkaLKs dopMb! oTHETal DEPCHAL GRX-RUS_FDF,_RUS 5 12:08201 85522: 1_2*0]0 T

[IporpammHoe UOECISHEHHE - SampleManagerlitS 12. 1. SP.2 .
Y»fmfgnwuﬁ Romap sanvcw/ BEPCUA. ASENSCB-SFTA-WZD-@GES-.‘ISA32DE551BBI 1

CrpaHuya 515

KoHTpoNMpyeman konia Ne; 1



