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HWHAWKATOPHBIX ITOJIOCOK

HacTosmmmM muchbMoM  cooOmfaeM, 49to 1o eauHoi ToBapHOW HOMEHKIAType
BHEITHEOKOHOMHUYECKOM  JIesITebHOCTH  EBpasuiickoro  3KOHOMHYECKOro  Coro3a
WHMKAaTOpHBIE Tonocku mpousBojcTBa OO0 «JlenpTa XMM-T3K» OTHOCsATCA K kKomy TH
B2/ EADC 3822 90 000 0 «PeareHThl IHArHOCTHYCCKHE WM J1aDOpATOpHBIC Ha
MOJJIOXKKE, T'OTOBBIC NTHATHOCTUYCCKHUEC HJIN na60paT0prle PpCarcHThl Ha MOJIOXKKE HUJIN
0e3 Hee, He pacdacoBaHHbIe WM pacdacoBaHHbIC B HAOOpBI, mpouwe». J[laHHas
npoxaykuus cornacHo Penennro Komucenu TamoxxenHoro coro3a ot 28.05.2010 r. Ne 299
(EnuHbI mIepedeHb TOBApOB, MOJUICKAIIMX CAHUTAPHO-IMUIEMHUOIOTHYECKOM HA30PY
(KOHTPOIII0)), HE TOAJICIKUT TOCYIaPCTBEHHOM perucTpaimu Ha Tepputopun EADC.

Tak xe coobmaem, uro mo 2017 r. B coorBerctBuu ¢ OOuepoccuiickum
kiaccudukaropom npoaykuuu OK 005-93 mHaukaTopHbIe TOJIOCKH ObUIM OTHECEHBI K
no3unuu: «bymarn peaktuBHble M MHAMKaTopHbIe» (ko OKII 264213). C 2017 r.,
nocie otMeHbl knaccugukaropa OK 005-93, B COOTBETCTBHM C BBEJICHHBIM B JICHCTBHE
Ooepoccuiickum  knaccugukaropom nponykiuuun OK  034-2014  wmHaukatopHble
MOJIOCKK MOTYT OBITh OTHECEHBI K MO3ULUU: «PeareHThl CI0XKHBbIE NTHATHOCTUYECKHE
Wi JabopaTopHbIe IPOUNe, He BKIIOUYEHHBIE B Apyrue rpynmupoBkun» (kox OKIIJL 2:
20.59.52.199)». BrimeykazanHash TpOXyKIHs He BKIIOUeHa B «EIUHBII mepedeHb
MPOAYKIMK, TOUIeKAIeH o00s3aTenbHol cepTudukaium» u «EQuHBI  nepeueHb
MPOAYKIMK, TMOATBEPKACHAE COOTBETCTBUS KOTOPOH ocyluecTBiseTcs B (opme
NPUHATUSL  JIeKJIapallid O  COOTBETCTBHHY», YTBEPXKICHHBIC OCTAHOBJICHHEM
IIpaButensctBa Poccuiickoit ®@enepanmu ot 01.12.2009 1. Ne 982, mpezcraBnenne
cepTrdurKaTa COOTBETCTBUS U JICKJIAPAIMK O COOTBETCTBUU Ha JAHHYIO MPOJIYKIHIO HE
TpeOyeTcsL.
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O nacnopTax KadecTBa
Ha BBITYCKAECMYIO IPOTYKIHIO

Ceprudukar (macmopT) KayecTBa Ha MPOAYKIMIO SBISETCS OJHUM U3
TEXHOJOT'MYECKUX JIOKYMEHTOB, YCTaHOBIICHHBIX EJMHOI cHCTEMOW TEXHOJIOTHYEeCKOW
nokymernrtaiuu (ECTD). Ortmen Ttexnudeckoro koHTpoist OOO «Jlenbra XUM-TIK»
odopMIISIET Macmopra KayecTBa Ha KaXAYH0 MapTHIO MPOM3BOJMMON IMPOAYKIMH IO
pe3ysbTaTaM BHYTPEHHHX J1a00paTOpHBIX UCIbITaHui mpeanpusitus. [lacropT kadectBa
BKJIFOUAET B ce0sl CleIyOIMEe CBEJICHUS: HAMMEHOBAHUE TPEIIPHUSITUS, TIPOU3BOISILETO
yKa3aHHYI0 B JOKYMEHTE IMPOIYKIHIO, HAMMEHOBAaHHE IMPOAYKIUH, T'OCYJapCTBEHHBIA
CTaHJAApT WK CTaHAAPT NPEANPUATHS, Ha OCHOBE KOTOPOI'o0 MPOU3BOAUTCA MPOAYKIHUA,
HOMEp T[apTUH, JaTa T[POBEACHHUS  TEXHHYECKUX  HCIBITAHUM  IPOMYKIUH,
COOTBETCTBYIOIIAs JaTe BBITyCKa TMapTUH, HAUMEHOBAaHHS IIOKa3zaTeled, KOTOpHIC
ITO/IBEPTaJIUCh UCCIICTOBAHUAM, ISl KaXKI0TO TIOKa3aTeNs KauecTBa TOBapa yKa3bIBAIOTCS
HOpPMATHBHBIE TPEOOBAHUS M COOTBETCTBYIOIIME (HAKTUYECKHE 3HAYCHHs MOKa3aTeleH.
Hywmepanuus nmacmopToB Ka4ecTBa HE MPOM3BOIUTCA. YUeT IaclOpTOB KayecTBa BEIETCS
110 HOM€paM MapTHi BBITYILEHHOW IPOIYKIIUH.

C 01.07.2014 roxa macnopra KayecTBa Ha BCE MAPTUH BBITYCKAEMOH TTPOAYKIIUH
BKITIOYAIOTCS B DJICKTPOHHBIH PEECTP U JOCTYMHBI B (JOPME MEKTPOHHBIX IOKYMEHTOB Ha
caiiTe TIpeMPUATHA-U3TOTOBUTEIS 11O ampecy: WWW.rtdi.ru/sk/

I'enepanbHbIil IUPEKTOP
00O «/lenpTa XUM-TIK»

\&\ :
cont s Ut 24) " 3atines A.C.
€bTA KU TBK'/ %O Hes

/
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(6] TNPUHANJIC)KHOCTH UHAUKATOPHBIX IOJIOCOK
K MCIIUIIMHCKHUM HU3JCITUAM

Hacrosimum nucsMoM coofiaeM, 4To B COOTBETCTBUHU ¢ KpuTepusMu OTHECEHUS MPOLYKLHH K
MEJMIMHCKUM M3IenusM (pasrpaHUYUTENIbHbIC NEPEeUHn) B paMKax EBpasuiickoro 5KOHOMHUYECKOTO COr03a
(Ne 25 or 12 nos0ps 2018 r.) MHAMKATOPHBIE MOJOCKU AJISL KOHTPOJIS KOHLEHTPAlMU pabounuXx pacTBOPOB
JNe3MH(GUIUPYIOMUX CPEICTB PACCMATPUBAIOTCS KAaK M3AeNus OOIIero HasHauyeHus (He OTHOCAIIMECS K
MCECIULUHCKUM PI3)1€J'II/I$[M), KOTOpPBIE MOTYT 6blTb HUCIIOJIb30BAHBI B MEANIIMHCKUX OpraHu3aluax AJis 06LLII/IX
nenei. CormacHo m. 5: «Ha3HaueHume MEAMIIMHCKOTO H3JENUS SIBISIETCS OJHHUM M3 OCHOBHBIX KpUTEPHUEB
OTHECCHUS TMNPOAYKIHMH K MCAULUUHCKUM HU3ACIIUIM. anIMeHeHI/Ie MCEAUIUHCKOI'O H3ACIHUA O0JIXKHO
npeaycMaTpuBaTb €ro MEAULIMHCKOEC MPECAHA3HAYCHUE. Taxkoe MEINIHCKOC NMPEAHAZHAUYCHUE OOJIXKHO GBITB
CAUHCTBCHHBIM HJIM OCHOBHBIM». )163I/IH(I)EKLU/IOHH3.H ACATCIIBHOCTE HEC NPUPABHUBACTCA K Me)lPILIPIHCKOﬁ.
)183PIHCI)I/ILU/Ipy}OH.II/Ie CpeacTBa HE SABIAIOTCA MCEIULIMHCKHUMU H3ACITHUSAMHA W IMOJICKAT FOCy}lapCTBeHHOﬁ
peructpanuu B cootBercTBuu ¢ Pemennem Komuccun TamosxkenHoro corosa ot 28.05.2010 r. Ne 299. B
Poccuiickoit ®deneparu yrnoTHOMOYCHHBIM OPraHOM MO PETHCTPALMKM CPEACTB AC3MH(EKINH SBISCTCS
OenepanpHas ciayx0a Mo Hamopy B cdepe 3ammThl HpaB moTpeduTeneil u Oaaromonydusi 4eaoBeKa
(PocnioTpebHaa3op).

Cornacto ct.38 denepanproro 3akoHa ot 21.11.2011 N 323-®3 «O6 ocHOBax 0XpaHbI 310POBbS
rpaxaan B Poccuiickoit ®deaepaunin» MEIUIHHCKUMH H3JCIUSAMH  SIBISIOTCS JHOObIE HWHCTPYMEHTBI,
anmaparsl, NprHOOpsl, 000pyI0BaHHE, MATEPHUAIIB M NIPOYHE M3IENHUS, IPUMEHIEMbIE B MEIUIMHCKHUX LIENIIX
OT/ICJIBHO WJI B COYETAHUM MEXIy COoOOM, a Takke BMECTE C JPYTUMHU HPHHAUIC)KHOCTSIMH, HEOOXOANMBIMH
JUISL IPUMEHEHUS yKa3aHHBIX W3/eNUi 10 Ha3HAUYCHHUIO, BKIIOYAs CHEIUAIbHOE NMPOrpaMMHOe 00ecIeueHue,
U TpeAHa3HAYCHHbIC HPOU3BOAUTENEM JUIl NPOQHUIAKTUKH, JAHATHOCTUKH, JICUCHUS W MEAUIMHCKOH
peabunutauny 3a00JeBaHUH, MOHMTOPHHIA COCTOSHMSI OpPTaHM3Ma 4eJOBeKa, MPOBEJCHHS MEIHIIMHCKHX
UCCIICIOBAHUIl,  BOCCTAHOBIICHHS,  3aMELICHMS, W3MEHEHHS  aHATOMHYECKOH  CTPYKTYpbl  WIH
¢usnonornyeckux  (GYHKUMH  OpraHM3ma, NPEeJOTBpAIlCHUs WJIM  I[PEphIBAaHUS ~ OCpPEeMEHHOCTH,
(YHKIMOHATIBHOE HAa3HAUCHHE KOTOPBIX HE peanu3yeTcs myTeM (apMaKoJIOTHIECKOro, MMMYHOJIOTHYECKOTO,
TEHETHYECKOTO MM MeTabOoINYecKOro BO3ICHCTBHUS HAa OpPraHu3M uenoBeka. OyHKIHOHAIbHAS 0COOCHHOCTD
MHIUKATOPHBIX  IOJIOCOK  TPEINoJiaraeT WX  COBMECTHOE  Hepas[enbHOe  HCHONB30BaHHE  C
Ne3HQUIMPYIOMIMH CpeCcTBaMH. TakuM 00pa3oM, MHAMKATOPHBIE NMOJOCKH HE MOTYT OBITh NpPU3HAHBI
MEIULIUHCKUMH H3JEIHIMH B OTPBIBE OT JIe3MHOHLIUPYIONIMX CPEACTB, TaK KaK HE MOTYT HCIIOJIb30BAaThCS B
MEIMIMHCKUX LIENSAX OTACIBHO.

VuuThIBas BBIICH3I0KCHHOE, WHIMKATOPHBIE MONOCKH, npou3Bogumble OO0 «/lenbra XuM-
TIK», IPUMEHSIOTCS B LENSIX, OTIIMYHBIX OT epEeYHCIeHHBIX B cT. 38 denepanbHoro 3akoHa oT 21.11.2011 Ne
323-03 u He HCMOJB3YIOTCS COBMECTHO C MEIMLMHCKAMH H3JCIUSIMH, B CBS3M C 4YeM, HE MOMIeKar
rOCy/IapCTBEHHOM perucTpanuu B Poc3npaBHan3ope B KauecTBE MeIHIIMHCKUX U3/ICIHU.

ARA\

(7

GbTA KT
/.

TI'eHepanbHBIi TUpEKTOP
00O «/lenbTa XUM-TIK»

(y é{j / Baiines A.C.
A

2
S\




