TEXHUYECKOE 3ATTAHHE

Ha 1HoCTABKY JeKAPCTBEHARIX NPEN1PaToB 110 pOXOBOMY cepTHHHKATY

No | Hammenosa E ‘ OcraraaH
W He MHH TexHATECKHE XAPAKTEPUCTHKH m{: Kon-Bo Dl cpoK
o (Toprosoe) - TOTHUGTH
1 2 3 4 5 6 7
1 Manetohep Hemeza 11 DOpMA BRITTYCKA: HEBATETHHLIE TabIEeTRE yn 8 0
THAPOKREHI 100 Mr  Ne 30 DapMOKOIQTHICCROE
noMHMaTETO3E | AeeTBue: CTHMYIIATOPEL 1TMON0333.
T
2 Muarne B6 Maruus QOpMA BRITYCKA | TAGLETKY, MOKPRITELS I 5 0
JopTe LETpar obonoaroil Ned(G . CapMOROSOTHYSCKOES
618,43Mr felcTBHE | MUHEPanLILIS
HOOABKH,IPETTAPATLI MAUHM ¥ PASTITTHELY
COTeH MATHAS.
3 | Ceeun HartamuuEHr QopMa BRITIYCKA | CBCIY BATHHANBHBIC. yn 3 0
Mwvodynuy | 0.1 DapMOKOIOrIiecKkee JeHcTBME:
TIPOTHBOIPHOEORKH TI01HCHORHH
AHTHOHOTIK PPYTINLI MUKPOTHACE, OORARALT
LIMPORHM CTIEKTOPM LPOTHEOTDHOKOBOTO
) JeHCTBHAL
4 | Amokcrkan | AMOKCADWLTH | POPMa DLUTYCKd | SKCTATHHOBLY kameymnt | Vo 2 ]
H 300 vrT, e 15. OapMOKOTOTHYECKOE AEHCTRAE:
KaaBynapoRas | ANTAOMCTAR MKAPOKOTOY CLIEKTPA freHcTBuA.
kucioTa 125
My _
5 Kamemwst 13 | Kannrmuii I3 dopMa BLINYCKa : TalleTxH Na 30. yo 3 0
HHKOMEA Hukomen DapMOKOIOTHYSCKOe AEHCTERC!
KOMOUHHAPOBAIHGA OPCHAPAT,
pery:IAPYIOLEEH OOMEH KalbLUHi frochopa
B OPTaHH:ME,
3




TpeGoparAs K Ka4ecTBY W 0e30UACHOCTH {(rexapemecHnLie cpedemed, 3APesUCIMPUPOSaHHLIE G
VCMAHOGREHHOM NOPAJKE U SHECEHNBIC & 20CYOaPCMEERTILIT Peecmy, COCHIONUUE U3 CMEUIIHRYIX U HECMEIUAHHLIX
npodykmog OfA HCROABIOGANUA & TMePANeBMUYeciaiX Wl HPOPUATKITHYECKIX  HEAAX, pacacocanivie § eHiE
BOIUPOEAHHYIX AEKADCHBEHHBIX (ROPM WIL & YAOKOGKU GNA POINULHOTE RPOOANCH):

MocTapngemelin ToBap NOMLKEH COOTRETCTBOBATL MO KAYCCTBY pcGopaniam  PemepankHoro 3akOHa OT
12.04.2010 Ne 61-03 «O6 obpalieHrH NEKAPCTBEHHBIX CPETCTEY.

"[OBAP JIOJEXEH COUTBOTCTROBATL TPEDORAHMAM K KaUeCIBY, IPeyCMOTPEHHOMY TEXH HUECKHAMH PErTaMeHTaMHE
B GOOTBCTCTEHE C 3axoHaTenueTBoM Poccuifexol Degepanpy O TEXHMYCCKOM PETYTHPOBAHHH, JOXYMEHTAMU,
paspubarbBACMLIMH M NPUMCHASMBIMA B HATIMOHANLHON CHCICME CTANTAPTHZALNM, MPWHATHMH B COOTBETCTBHH <
4aKoHOARTEMLCTEOM Puccriickoit denepaluy O CYATIARPTAALMY (Harmmonanpypiit cranyapt PO [ QCT P 52249-2009
"TIp4pryi MPOU3BOLCTEE W _KOHTPOJ KAYECTRA JSKAPCTBOHHBIX cpencre” (yYR. W BBeled B NeWiCTBHE NDHKASOM
(DefcpanbHOTO ATEHTCTBA [0 TEXTIMHECKOMY NCTYNHPOBAHHIO H METPONOTHA O 20 masi 2009 r. N 159-¢t, T'D, ©C, BOC.,
GOCII-JICKYMENT B LEI0M).

Torap Moxer GpITE $e30TIACHEIM ANA KUIHH, 3A0POBRA 1 OLPYKAIOIIEH CPETE NpH OOBIMHEX YCAUSHAX eT0
HETIOMKAOBAHHY, XPAHEHWS, TPAHCIOPTHPOBKH H YTH.IMSAUMA B COOTBCTCIRAN © 1AKOHOIATETHCTBOM P,

KauecTno  TOCTABISCMOrQ  TOBApa  JIOJDKHO  LOATEQWIIATHCH meKrapanmeii  ©  COOTBETCIBUE,
3aperHCTPHPOBAHHEIM DPTaHOoM 1O ceprudUKALKH, AKKPETHTOBAHHBIM L'OCCTAHNAPTOM Poccmn. TlocTarnseMLIH
TOBAP JOMKEH MMETH DerMCTPALMOHHO® YAOCTOBEPEHWE M HHCIPYRIMIO 10 MPUMCHEHHIC 1d PYCCKOM S3BIKC b
COOTRCTCTRHE € JeHCTBYICIHM 3aK0HOAATSTBCTROV.

Tpefionanus k yIAKOBKE TOBAP

Tosap TIOCTABLASTCS B TAPE ¥ YNAKOBKE, KOTOPEIE COOTBETCTBYKIY Tpebosarnam Derepanbiioro 3aKoHs oT
12.04.2010 Ne 61-03 «O6 obpamieliy JcxapeTReNHBIX CPOUCTBY, 8 TAKKS YCIOBHAM, NPEaYCMOTPEHHBLIM
ppomssoiHTeneM Topapa, H 0GeCneNBAIOT END COXPAHHOCTE B TPOLICCCE TPAHCIOPTHPOBKH M XPAHEHHA.

Ha ynaxosxe Topapa HOMKHA COREPMKATHCS pHGOPMALMY HA PYCCKOM H3BIKC B COOTBETCIBHH C TpeGoBaHMAMHA
Mepcpambroro sakona ot 12.04.2010 1 No 61-®3 «Qf o0pameIid JeKapeTBCHHEIX cpoucrey). Kaknaa ynaxkoRka
JOIDKLA COTEPKATh WHCTPYKLMIO 1O TPHMEHOIIMIO Hi PYCCKOM A3LIKE,

TlocTarmpk LGM3AH OGECYIETHT, HOOGXOIMMEIE YCIOBUA TIPH TPAHCIIOPTVPOBAIIKM H xpanennn Tosapa B
COOTRETCTEMH ¢ TPCOOBAHHAMY HHCTPYKITHH TIO €TQ [PHMEHSITHIC, (DeyepaTbHOro 3akora oT 12.04.2010 N 61-D3 «05
OOpALGHIH NeKApCIBGHHBIX CPEZICTB) W 1IpaRvm XpameHus JICKApeTBeHHRRG CPeRCTD, Y!BEDHKASHHEIX MPHRA3OM
MuHycTepe1Ba 3EPARCOLPANSHMU H CONMANEHOTO PasBHTHA Pocouiickoi Deaepatpn or 23.08.2010 Ne 706k

ToERap MOCTABAACICH B Tape W ¥YNAKOBKE, COOTBETCTBYIOMEN TOCYJAPCTBCHHBIM CTAHUAPTAM, TEXHHHECKUM
YEAOBHAM, IPEAbIIAEMBIM K HOCTABKS NAHHOTO BIIA TOBAPA, ApPYTOl HOPMATHRAO-TEXHHUCCKOH NOKYMEHIAHH. Tapa
¥ YPAKOEKa NODKHBI GBITL TPUHHBIMHA, CYXKUMM, 6c3 HAPYILIEHMS IEIGCTHOCTH €0 crenHansHoN mapkupopkod. Ila
YIAKOBKRX KOIIOH SAMHMITEL TOBAPE, B SUBHCHMOCTH OT BUAA TOBAPA, NOINATD §eITh XOPOIUQ HATAEMATM IpHQTOM Ha
PYCCKOM H3LLKE YKA3AHO! HAMMEHOBAHYS TORAPA; HASBAKHE OPTallHdLUIH - TIPOMABORHMTEI (1 TOBAPA; HOMEP CEpHE W iaTa
H3LOTORNICHNA, crocol LIPMMEHSTIHS; KONM4CCTRO TOBAPA B YIAKOBKE; CPOK TOIHOCTH, yCAOBHA XpaneHHl, MCpPB
NPCIOCTOPCIKHOCTH TIPH TTPHMELICHHY, 8 TAIOKS HEHAA HH(OPMAITRT PeyCMOTPEHHAS 3AKOHOIATRITLCTBOM P

_xopobru d1g zexapemeenneix cpedeme: 1'0CT 12301-2006 «KopoBKkK 13 KapToHa, SYMarn ¥ KoMOWIHPOBAHHETX
matcpuanon. OOLHC TeXHHYECKHE YCIOBLD?,

-ynargeopitl samepuay: JOCT P 53699-2009 (UCO 15378:2006) Ileppuidbie YMaKOBOUHbLIC MATEPUARLL IUIE
JIEKAPCTREHIILIX CPEACTE. JacTibIe TpeGoBaHEs TI0 IPUMEHCHHTO TOCT P UCO 9001-2008 ¢ yeetom npasun GMP;

L Venosue doeosapa RpHMeNREMER dng [10Cmasiure, AEARIGIHEIOCR CUBHEKMOM MATO20 1 CPEONEZY RUEONPUHUMARERBINSA



_mapa seduypmeran wz emeraa: TOCT P HCO 11418-4-2017 Tapa v yKYMOPO'iHEE CPEUCTRA NI TEKAPCTBEHHLIX
npenaparor. Yacte 4. Crexwmunbie guaxorsl ang tabaerox; TOCT 10782-85(nm. 2.4, 2.5, 2.12. 2.14-2.16) « byThUIKY

CTEISTLIbIE AUl KPOBH, TPAHCGYIMOHHRIX M HHDYIHOHHBIX NPUIAPATOE?,
-vaaxoska, mapruposka: TOCT 17768-90. Cponctea TexkapcTRenbe. YIGKOBKA, MaPKHPOBKA, TPAHCTIOPTHPOBAHME

W XpPaHeHHEe.




