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Quality Assurance Audit Certificate 

The ARS LLC Company have conducted the audit 
in accordance with the requirements of Good Clinical Practice 

AUDIT TYPE: AyA1t1T s WeHTpe 13 (000 «Hv1W 3Ko-5e3onacHocrb», r. CaHKr-ne1ep6ypr, npocneKT K)p1,,1s:1 r arap1t1Ha, 
AOM 65), r.naBHbllll lt1CCJleAOBaTenb -,QoM6pOBCK851 Ba.neHTlt1H8 M1t1xa111nOBH8. 

SCOPE: n poBeAeH1t1e Knlt1Hlt14eCKOro 111ccneAOB8Hl/ls:l «OTKpblTOe cpaBH"1TenbHOe paHAOMl/l31t1p088HHOe 
MHoroueHTpoeoe Knl/lH"146CKOe I/ICCJ1eAOB8H1t1e no ll13Y46HI/IIO 3cpcpeKTI/IBHOCTlt1 Ill 6e3onacHOCTlt1 
npenapara «TAP>Kv1<t>OPT®, cynno31t1rop111 111 0an1Ha.nbHbIe» (000 «AH)Kepo-CyA)K6HCK"1111 x1-1M111Ko
cpapMaueern4ecK111111 3aBOA», Pocc111s:1 ), 111 npenapar a «Tep)K1t1HaH®, ra6.neTK1t1 earnHaJ1bHbIe» 
(na6oparop1111t1 6ywapa-PeKOPA8T111, <t>paHU1t1s:!), B .ne4e~u-11,1 B8fll1HIIITOB pa3Jllt14HOIII 3n10.non1H-1» B 
COOTBeTCTB"1111 C npOTOKO.nOM Km1Hlll4eCKOro 111ccneAOB8Hll1s:l 111 C co6nt0AeH1t16M r pe60B8Hll1111 YK838HHblX 
B npas111nax «HaAI16)1(81.l\el!I KnlllHll146CKOl/1 npaKTll1KIII» . 

DATE(s) CONDUCTED: 14-15 Mas:1 2018 r. 

AUDITOR: r ana4111es CocnaH MaroMeTOB"14, pyKoeog1111e.nb OTAena o6ecne4eH111s:i Ka4ecrea 0 0 0 «APC» 

Ot. 06.J01e 
re Date 

Please file this Audit Certificate in the' Trial Master File. 
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