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UNIVERSAL Certification NR 2163 (noro)

EC CEPTUPUKAT 3A USNUTBAHE HA TUMA

Ceptudpukar Ne: 2163-PPE-1118

Cpe,EI,CTBa 3a 3alll1UTa Ha AnxatTesIHNTe OpraHu. CDVIﬂTpVIan.I,VI NOJZIYMacCKM 3a 3alliM1Ta OT YaCTthuum npounsseaeHum ot

Guangdong Tengsheng pharmaceutical Technology Co., Ltd.
Room 301, No. 7, Linhai North Road, Shatian Town, Dongguan City, Guangdong Province,
China
Ca U3NUTAHU U OLLEHEHMW CbIIaCHO

EN 149:2001+A1:2009 CpeactBa 3a 3al4MTa HA AUXATE/IHUTE OPraHu -
duntpupawm NoNymMmacKm 3a 3awmTa ot Yactmum - UsnckBaHus,
M3NUTBAHUA, MAapPKMUPOBKaA

Bb3 ocHOBa Ha TMNOBOTO U3MNUTBAHE, N3BBPLUEHO C OLEHKA Ha MPOTOKOMN OT U3NUTBAHMA, TEXHUYECKO JOCKe
cbrnacHo PernameHT 3a AMYHM npeanasHu cpeactea (EC) 2016/425, npunoxkeHue 5, e oaobpeHo,
Yye NPOAYKTHLT OTFOBaps Ha U3MCKBaHMATA Ha HapeabaTa.

OedurHnuma Ha npoayKra
Mogen: TSO01
duntpupawa nonymacka
Knacudpukauma: FFP3 NR

C HacToAWMA Ha NPOU3BOAMTENA € Pa3peLLIEeHO 4a N3MN0a3Ba HOMep Ha HOoTUdULMpPaH opraH (2163) U moxe ada
noctasn mapkuposkaTta CE, KakTo e NoKa3aHo No-40AY, BbPXy MOAEAUTE NPOAYKTU OT KaTeropus Ill, nocoyeHu
no-rope, c:

* N3paBaHe Ha noaxoaAwata EC geknapauma 3a CbOTBETCTBME CbIIAacHO PernameHT 3a IMYHM NpeanasHu
cpeacrtsa (EC) 2016/425, npunoxkeHue 9.

¢ [TOCTOAHHO YCMELWHO U3NMbJIHEHUE HA U3NCKBAHUATA, onpeaeneHn B PernameHT 3a IMYHKU npeanasHu CpeacTsa
(EC) 2016/425 1 xapMmOHU3NPaHUTE CTaHAAPTU, OCUIYPEHO YPE3 OLLEHKM Bb3 OCHOBA Ha NpuoxeHue 7 (moayn
C2) unn npunoskeHue 8 (moayn D) Ha pernameHTa He NO-KbCHO OT 1 roAMHa OT HaYaNoTO Ha CEPUIMHOTO
npou3BOACTBO.

To3u cepTMdMKaAT NbPBOHAYANHO e n3gaseH Ha 21.07.2020 r. n we 6bae BanmaeH 5 rognmHu, ako HAMa
NPOMsHA B CbOTBETHUA XapMOHMU3UPaH CTaHA4APT, 3acAralla OCHOBHUTE U3MCKBaHUSA 3a 340aBe U 6e30MacHoCT.
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