OIIMCAHUE TUIIA CTAHIAPTHOI'O OBPA3LIA
MPUIOKEHHE K cepTudukary o0 yTBEep>KJISHUH THIIA CTAaHJAPTHOTO 00pasia
ot 28 nexadpst 2021 r. Ne 1712

HaumenoBanue tuma crangaptHoro oOpasma u ero ob6osznadenne CO 3483-2021,
CTAaHIAPTHBIM 00Opa3zelnr coctaBa ammnuiuinHa Tpuruapata (Ampicillin  trihydrate)
Lot Ne 794619

Hasnauenne wu oOmacte TpUMEHEHHS: JUIsi  OOECIEYEHHS  METPOJIOTHYECKON
MIPOCIICKUBACMOCTH MPHU MIPOBECHUU padOT MO0 METPOJOTUIECKOMN OIeHKE (YTBEp)KICHUE
TUTIA CPEACTB H3MEpPEHHWH, TOBEpKa, KaauOpOBKa, METPOJOTHYECKas OSKCIepTH3a
€AUHUYHOIO D3K3EMIUIsIpa, aTTecTalusi METOOUK (METOJOB) HM3MEpPEHHUM); TMOCTPOCHUU
IPaTyUPOBOYHBIX XaPAKTEPUCTUK CPEJCTB M3MEPEHUI; KOHTPOJIC MOKa3aTeIe TOUHOCTH
(MpaBUIBHOCTH W TMPEIU3UOHHOCTH) METOAMK (METOJOB) W3MEPEHHM;, KOHTpPOJE
NPaBUJILHOCTH PE3YJIbTaTOB H3MEPEHHUH, MPOBEACHUU MEXIA00PATOPHBIX CIWYSHUN
IIPU ONpeIeICHUN aMIUIWIIMHA TPUTHAPATa.

TexHudeckass JOKyMEHTAllMs, B COOTBETCTBUM C KOTOPOW NPOW3BEICH CTaHAAPTHBIN
oOpazen u popma (cepuiiHasi/eAMHUYHAS) BBITYCKa CTAHIaPTHOTO 00pa3iia: BITyCKaeTCs
COTJIACHO TEXHUYECKON JOKYMEHTALMU ITPOU3BOINUTEIIA.

@dopma BBIITyCKa: TPOU3BOJACTBO NEPHUOAUUECKH TOBTOPSIIOIIMMHUCS MapTHIMHU.

JIOKYMEHTBI, OIpeesIaone HE0OX0IMMOCTh TPUMEHEHHSI CTaHAApTHOIO 00pa3ia:
METOJIMKH  (METOIbl) HW3MEPEHHMH aMIUMUWUIMHA  TpUruiapara, pa3paOoTaHHbIE
B YCTaHOBJIEHHOM IOPSJIKE.

Onucanue: obpasel] MpeacTaBisieT coOOW MENKOIUCIEPCHBIA MOPOIIOK Oenoro IBera
maccoit He meHee 0,1 r, pacdacoBan B BHaJIbl U3 TEMHOI'O CTEKJIa C 3aBUHYMBAIONICHCS
KPBIIIKOH, CHAOKEHHBIE STUKETKOM.

KoMITIeKT mocTaBKU: SK3eMIUIAp CTaHAAPTHOTO OOpasia MOCTABISAETCSA C CEPTUPHKATOM
ananusa npoussogutens CO.

OO0s3arenbHble  METpoJorMdYeckue TpeOoBaHUS  (CepTUUUMPOBAHHBIE 3HAYCHUS
METPOJIOTUIECKUX XaPaKTEPUCTHK):

aTTECTOBAHHAs XapaKTEpPHUCTHKA CTaHJAPTHOrO 0Opaslia: mMaccoBas J0JI aMIMUIWILIMHA
Tpuruapara, %;

aTTecToBaHHOE 3HaueHue: 99,3 %;

pacimpeHHas HeonpeIeICHHOCTh aTTeCTOBaHHOTO 3HaYeHust, k = 2 mpu P = 95 %: 0,50 %.

Cpok romHocTH (CpOK, B TEUEHHE KOTOpPOTO CTaHAAPTHBIA 00pa3er] COOTBETCTBYET
00s13aTeIbHBIM METPOJIOTHUECKUM TpeboBaHusaM): 10 1 mas 2024 r.

VYcnoBust XpaHeHUsT M TPAaHCIOPTUPOBKU: CTAHAAPTHBIA 0Opasel] JOJIKEH XPaHUThCA
B OpPUTMHAJIBHOM 3ariedyaTaHHOM (piiakoHe mpu temmepatype 4 °C B TEMHOM MecCTe.



3aKiII04eHHe O COOTBETCTBUM YTBEPKIACHHOTO THUIMA TPEeOOBAHUSAM TEXHUUYECKON
JIOKYMEHTALIUU POU3BOUTEIIA.

YCTaHOBIIEHO, YTO MPOILIEAIINI METPOJIOTHYECKYIO SKCIIEPTU3Y €IUHUYHBIA 3K3EMILISIP
CTaHJapTHOTrO o0Opa3ia cocraBa aMnuuuuHa Tpuruapara (Ampicillin  trihydrate)
Lot Ne 794619 coOOTBETCTBYE€T TEXHHMYECKOW JIOKYMEHTAIlUM MPOU3BOIUTEIIA.
ATTecTOBaHHasi XapaKTEPUCTHUKA IMPOCIECKUBACTCS UYepe3 CEeTh MOCIeI0BATEIbHBIX
KaJIMOpPOBOK MPUMEHsieMOro obopymoBaHus k 3tanoHy maccel (DKD) B cooTBeTcTBUU
¢ TpeboBanusimu ISO 17034:2016.

[TpousBoautens cranmaptHoro oopasna: «HPC Standards GmbHy, ['epmanusi.

YoIHOMOUEHHOE OPUAMYECKOE JHI0, MPOBOJIUBIIEE HCIBITAHUA/METPOIOTHUYECKYIO
AKCIIepTU3y cTanmaptHoro oopasma: benl'MIM, r. Munck, CtapoBuieHCKU TpakT, 93.
Tenedon: 8(017) 373-62-63; daxc: 8(017)242-31-92; e-mail: info@belgim.by.
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