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This is 10 state that Technical Decumentation (CE/BAQD1-2012, Rev Cj for Product{s)
Disposable ostomy bag, disposable urostomy bag, disposable colostomy bag,
disposable ileostomy bag
(Class | not sterile or measuring via Annex |X Rule |)

Manufactured by
BAO-Health Medical Instrumenl Co., Ltd.

2™ Floor of 8-2 Building, Gaogiao Industrial Zone, Tongxiang City,
Zhejiang Province, 314515, P.R. China

Has been assessed as meeting the Essential Requirements and relevant
provisions of EC Direclive 93/42/EEC Annex | as amended by 2007/47/EC for
Medical Devices

For SGS-CSTC Standards Technical Seivices Co. Lid, Wifrance Nor CNAGHS63)
System & Serviees Certilication Division N P Seasaihie 200 | 5 a0 Stz 2020
sl Cartibivate since-Seplershor 200 5

¢

Wihile all due-care and skill was exetcised in carrying cut this

SGS-CSTC Standards Technical assessmant, SGS- -CSTE accepts rasponsibility only for
i o ; i proven gross nagligence: This cedificate relates only 1o0the
Services Co., Ltd. Shanghai medical device ag describied In the lechnical file reviewed on

Branch the date shown. Conformance o all the regulatory
retpiirerments s lhe sole respansibility of the manulaciurer
SGS Bidg, 11/F, Building B, No. 800, ineluding the manulactire and quality conirol of the products,
Yishan Boad; Kuhui Distriet; Shanahal, This is not a legal document and eannof be used as such.
China This cerlificate remaing the propery of SE5-05TC Standards..

Technical Services Co., Lid towham- iU must be rmumed an
request: A




Certificate Of FDA Registration

2018

This is certified that:

At The Address Stated Below Has Completed U.S. FOOD And DRUG
ADMINISTRATION Medical Device Registration Through MTG.

BAO-HEALTH MEDICAL INSTRUMENT CO.

2nd floor of a8 building, gaogiao industrial zone,
tongxiang zhejiang, CHINA 314515

Owner/Operator Number:10047897
Registration Number:3011495142
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CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

T4 4B WA IR 20180245 5
Certificate NO.: HFEL-&ziliiiti 201802455

FRAR: &OE |
Product (s): Ostomyjbag

SRS RGNS, —HRREE NS, THRmENE. RUREENR,
A (RIS LR

Model: One-piece coli/ileostomy bag, One-piece urostomy bag, Two-piece colfileostomy bag,

Two-piece urostomy baé, Skin barrier (See attached for the attachment)

RS AR RIS WHERE 20172661287
Registration cerij,ificate(s): Wi AE 20172661287

gEA: S TERRETBHARAT
Manufacturer: BA;O-Health Medical Instrument Co., Ltd.

WA WLARS TR TLE 82 82
Address of manufacturer: 2nd floor of 8-2 Building, Gaogiao Industrial Zone, Tongxiang,
Zhejiang, PR.China |

R ﬁ%%ﬁiﬁ%: WA 25 W A P 20180004 5
Manufacturing License (s): ¥i&r#ZilitliEr=# 20180004 5

R bR BB ETEES NG, BERBORZ RS, KBTS
Rk B S RFR R 0 WEN BRGS0 E GBR) HEK.

This is to certiffy that the above products have been registered to be
manufactured andsold in China. The exportation of the product (s) is not
restricted. The exporter should assure that exporting medical devices
meeting requirements of the importing country {region).

JEERA R H B E: 20204207 A 19 H
This certification valid until:2020/07/19
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ATTACHMENT

TR i a7 RN 20180245 5
Certificate No.: i & 75 1AM 20180245 5

(57 F1])
( Page 1 of 5 Pages )

One-piece col/ileostomy bag
Series ona:
101TPF 101TP 101TNF 101TN 101SPF 101SP 101SNF 101SN
101BPF 101BP 101BNF 101BN 1011TPF 1011TP 1011TNF | 1011TN
1011SPF | 1011SP 1011SNF | 10118SN 1011BPF | 1011BP 1011BNF | 1011BN
1012TPF | 1012TP 1012TNF | 1012TN 1012SPF 10128P 1012SNF | 10128N
1012BPF | 1012BP 1012BNF | 1012BN 1013TPF 1013TP 1013TNF | 1013TN
1013SPF | 10138P 1013SNF | 10138N 1013BPF | 1013BP 1013BNF | 1013BN
102TPF 102TP 102TNF 102TN 102SPF 102SP 102SNF 102SN
102BPF 102BP 102BNF 102BN 1021TPF 1021TP 1024TNF | 1021TN
1021SPF | 1021SP 1021SNF | 1021SN 1021BPF 1021BP 1021BNF | 1021BN |
1022TPF 1022TP 1022TNF 1022TN 1022SPF 10228P 1022SNF | 1022SN £
1022BPF | 1022BP 1022BNF | 1022BN 1023TPF 1023TP 1023TNF | 1023TN .,
| 1023SPF | 10238P 1023SNF | 1023SN 1023BPF 1023BP 1023BNF | 1023BN  =fy
1113TPF | 1113TP 1113TNF | 1113TN 1113SPF 1113SP 1113SNF | 1113SN =}
1113BPF | 1113BP 1113BNF | 1113BN / / / / i€
Series two: N
101X00 101X00F 101X01 101X01F 101X02 101X02F 101X03 101X03F  |!
101X04 101X04F 101X05 101X05F 101X06 104 X06F 101X07 101X07F
101X08 101X08F 101X09 101X09F 102X00 102X00F 102X01 102X01F |
| 102X02 102X02F 102X03 102X03F 102X04 102X04F 102X05 102X05F
102X06 102X06F 102X07 102X07F 102X08 102X08F 102X09 102X09F
105X00 105X00F 105X01 105X01F 105X02 105X02F 105X03 105X03F
105X04 105X04F 105X05 105X05F 105X08 105X06F 105X07 105X07F
105X08 105X08F 105X09 105X09F 106X00 106X00F 106X01 106X01F
| 106X02 106X02F 106X03 106X03F 106X04 106X04F 106X05 106X05F
106X06 106X06F 106X07 106X07F 106X08 106X08F 106X09 106X08F
107X00 107X00F 107X01 107X01F 107X02 107X02F 107X03 107X03F
107X04 107X04F 107X05 107X05F 107X06 107X06F 107X07 107X07F
107X08 107X08F 107X09 107X09F 108X00 108X00F 108X01 108X01F
108X02 108X02F 108X03 108X03F 108X04 108X04F 108X05 108X05F
108X06 108X06F 108X07 108X07F 108X08 108X08F 108X09 108X09F
109X00 109X00F 109X01 109X01F 109X02 109X02F 109X03 109X03F
109X04 109X04F 109X05 109X05F 109X06 109X08F 109X07 109X07F
109X08 109X08F 109X09 109X09F 110X00 110X00F 110X01 110X01F
110X02 110X02F 110X03 110X03F 110X04 110X04F _|110X05 - | 110X05F
110X06 110X06F 110X07 110X07F 110X08 110X08F /<" | 110X09 ~ ~|{10X09F
111X00 111X00F 111X01 111X01F 111X02 111X02F, | 111X08 s |d11X03F
111X04 111X04F 111X05 111X05F 111X06 111X08F | 114%67 Lo |1t IX07F
111X08 111X08F 111X09 111X09F 112X00 112X00F | 112%01 . 112X01F
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112X02 112X02F | 112X03 112X03F | 112X04 112X04F | 112X05 112X05F
112X08 112X08F | 112X07 112X07F | 112X08 112X08F | 112X08 112X09F
114X00 114X00F | 114X01 114X01F | 114X02 114X02F | 114X03 114X03F
114X04 114X04F | 114X05 114X05F | 114X06 114X06F | 114X07 114X07F
114X08 114X08F | 114X09 114X09F | 115X00 115X00F | 115X01 115X01F
115X02 115%02F | 115X03 115X03F | 115X04 115X04F | 115X05 115X05F
115X06 115X06F | 115X07 115X07F | 115X08 115X08F | 115X09 115X08F
116X00 116X00F | 116X01 116X01F | 116X02 118X02F | 116X03 116X03F
116X04 116X0D4F | 116X05 116X05F | 116X06 116X08F | 118X07 116X07F
116X08 116X08F | 116X09 116X09F | 117X00 117X00F | 117X01 117X01F
117X02 117X02F 117X03 117X03F 117204 117045 117405 117X05F
117X08 117X06F | 117X07 117X07F | 117X08 117X0BF | 117X09 117X09F
118X00 118X00F 118X01 118X01F 118X02 118X02F 118403 118X03F
118X04 118X04F | 118X05 118X05F | 118X08 118X06F | 118X07 118X07F
118X08 118X08F | 118X09 118X09F | 119X00 11GX00F | 119X01 110X01F
119X02 119X02F | 119X03 119X03F | 119X04 119X04F | 119X05 119X05F
119X08 119X06F | 119X07 119X07F | 119X08 119X08F | 119X09 119X00F %
120X00 120X00F | 120X01 120X01F | 120X02 120X02F | 120X03 120X03F |
120%04 120404F 120X05 120X05F 120X06 120X06F 120X07 120X07F
120X08 120X08F | 120X08 120X09F | 101X00FC | 101X01FC | 101X02FC | 101X03FC
101X04FC | 101X05FC | 101X06FC | 101X07FC_ | 101X0BFC | 101X08FC | 102X00FC 102X01FC
102X02FC | 102X03FC | 102X04FC | 102X05FC | 102X06FC | 102X07FC | 102X08FC 102X09FC
105X00FC | 105X01FC 105X02FC 106X03FC 105X04FC 105X05FC 105X06FC 105X07FC
105X0BFC | 105X09FC | 10BXO0OFC | 106X01FC | 106X02FC | 108X03FC | 106X04FC 106X05FC
T0BXOBEC | 10BX07FC | 106X08FC | 108X09FC | 107X00FC | 107X01FC | 107X02FC 107X03FC
T07TX04FC | 107X05FC | 107X06FC | 107X07FC | 107X08FC | 107X09FC | 108X00FC 108X01FC
10BX02FC | 108X03FC | 108X04FC | 108X05FC | 108X06FC | 108X07FC | 108X08FC 108X09FC
109X00FC | 109X01FC | 108X02FC | 108X03FC | 109X04FC | 108X05FC | 109X06FC 108X07FC
T 0SX0BFC | T09X09FC | 110X00FC | 110X01FC | 110X02FC | 110X03FC | 110X04FC | 110X05FC
110%08FC | 110X07FC 110X08FC | 110X089FC 111400FC 111X01FC 111X02FC 111X03FC
111X04FC | 111X05FC 111X06FC | 111X07FC 111X408FC 111X08FC 112X00FC 112401 FG—
112X02FC_ | 112X03FC | 112X04FC | 112X05FC | 112X06FC | 112X07FC | 112X08FC 112X09FC
T12X00FC | 114X01FC | 114X02FC | 114X03FC | 114X04FC | 114X05FC | 114X06FC | 114X07FC
T12X08EC | 114X0SFC | 115X00FC | 115X01FC | 115%02FC | 115X03FC | 115X04FC | 115X05FC
T15X06FC | 115X07FC | 115X08FC | 115X09FC | 116X00FC | 116X01FC | 116X02FC | 116X03FC
116X04FC | 118X05FC | 116X06FC 116X07FC 116X08FC | 116X089FC 117X00FC | 117X01FC
T17X02FC | 117X03FC | 117X04FC | 117X05FC | 117X06FC | 117X07FC_ | 117X08FC | 117X09FC
T18X00FC | 118X01FC | 11BX02FC | 118X03FC | 118X04FC | 118X0SFC | 118X06FC | 118XO07FC
118X08FC | 118X08FC 119X00FC 118X01FC 119X02FC 118X03FC 116X04FC | 119X05FC
T19X05EC | 119X07FC | 119X08FC | 119X09FC | 120X00FC | 120X01FC | 120X02FC | 120X03FC
120X04FC | 120X05FC | 120X06FG | 120X07FC | 120X08FC | 120X08FC | 101X00FY 101X01FY
101X02FY | 101X03FY | 101X04FY | 101X05FY | 101X08FY | 101X07FY | 101X08FY 101X08FY
T02X00FY | 102X01FY | 102X02FY | 102X03FY | 102X04FY | 102X0SFY 102X0BFY [ 102X07FY
102X08FY | 102X09FY | 105X00FY | 108X01FY | 105X02FY | 108X03FY _ | 105X04FY . | 105XOSFY
T0EX0BEY | 105X07FY | 10BX08FY | 105X08FY | 110X00FY | 110X01FY ~ [-110X02FY || 110X03FY
110X04FY | 110X05FY | 110X08FY | 110X07FY | 110X08FY | 110X08FY 11%00FY | 111X01FY
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111X02FY | 111X03FY | 111X04FY | 111X05FY [ 111X06FY | 111X07FY | 111X08FY 111X09FY
T1I2X00FY | 112X01FY | 112X02FY | 112X03FY | 112X04FY | 112X05FY | 112X06FY | 112X07FY
T12X08EY | 112X00FY | 114X00FY | 114X01FY | 114X02FY | 114X03FY | 114X04FY | 114X05FY
T14X06FY | 114X07FY | 114X08FY | 114X09FY | 115X00FY | 115X01FY | 115X02FY |1 15X03FY
115X04FY | 115X05FY | 145X06FY | 116X07FY | 115X08FY | 115X09FY | 116X00FY 116X01FY
116X02FY | 116X03FY | 116X04FY | 116X05FY | 116X06FY | 116X07FY | 116X08FY 116X09FY
T17X00FY | 117X01FY | 117X02FY | 117X03FY [ 117X04FY | 117X05FY | 117X06FY |1 17X07FY
T17X0BEY | 117XQ9FY | 118X00FY | 118X01FY | 118X02FY | 118XQ3FY | 118X04FY 118X05FY |
118X06FY | 118X07FY | 118X08FY | 118X09FY | 101X00FYC | 101X01FYC | 101X02FYC 101X03FYC
T01X04FYC | 101X05FYC | 101X06FYC | 101X07FYC | 101X08FYC | 101X09FYC | 102X00FYC 102X01FYC
102X02FYC | 102X03FYC | 102X04FYC | 102X05FYC | 102X06FYC | 102X07FYC | 102X08FYC 102X09FYC
105X00EYC | 105X01FYC | 106X02FYC | 105X03FYC | 105X04FYC | 105X05FYC | 105X06FYC 105X07FYC
105X0BFYC | 105X09FYC | 110X00FYC | 110X01FYG | 110X02FYC | 110X03FYC | 110X04FYC 110X05FYC
110X06FYC | 110X07FYC | 110X08FYC | 110X09FYC | 111X00FYC | 111X01FYC | 111X02FYC 111X03FYC
T1IX04FYC | 111X05FYC | 111X06FYC | 111X07FYC | 111X08FYC | 111X09FYC | 112X00FYC 112X01FYC
T12X02FYC | 112X03FYC | 112X04FYC | 112X05FYC | 112X06FYC | 112X07FYC | 112X08FYC T12X09FYCT|
114X00EYC | 114X01FYC | 144X02FYC | 114X03FYC | 114X04FYC | 114X05FYC | 114X06FYC 114X07FYCL |,
T14X08FYC | 114X09FYC | 116X00FYC | 115X01FYC | 115X02FYC | 115X03FYC | 118X04FYC 1156X05FYCy
116X06EYC | 115X07FYC | 115X08FYC | 115X09FYC | 116X00FYC | 116X01FYC 116X02FYC | 116X03FYC |~
T16X04FYC | 116X05EYC | 116X06FYC | 116X07FYC | 116X08FYC | 116X09FYC | 117X00FYC 117X01FYC [
T17X02EYC | 117X03FYC | 117X04FYC | 117X0SFYC | 117X0BFYC | 117X07FYC | 117X08FYC 117X09FYC |
T18X00EYC | 118X01FYC | 118X02FYC | 118X03FYC | 118X04FYC | 118X05FYC | 118X08FYC 118X07FYCH|
| 118X08FYC | 118X09FYC | / / / / / /

Two-piece col/ileostomy bag
Series one:
2012TPF | 2012TP 2012TNF | 2012TN 20128PF | 20128P 2012SNF | 2012SN
2012BPF | 2012BP 2012BNF | 2012BN 2013TPF | 2013TP 2013TNF | 2013TN
2013SPF | 2013SP 2013SNF | 2013SN 2013BPF | 2013BP 2013BNF | 2013BN |
2022TPF | 2022TP 2022TNF | 2022TN 2022SPF | 20228P 2022SNF | 2022SN
2022BPF | 2022BP 2022BNF | 2022BN 2023TPF | 2023TP 2023TNF | 2023TN
2023SPF | 20238P 2023SNF | 2023SN 2023BPF | 2023BP 2023BNF | 2023BN |
2113TPF | 2113TP 2113TNF | 2113TN 21138PF | 2113SP 21138NF | 21138N |
2113BPF | 2113BP 2113BNF | 2113BN i / / /
Serigs two:
201X00 201X00F | 201X01 201X01F | 201X02 | 201X02F | 201X03 201X03F |
201X04 201X04F | 201X05 201X05F | 201X06 201X06F | 201X07 201X07F
201X08 201X08F | 201X09 201X09F | 202X00 202X00F | 202X01 202X01F
202X02 202X02F | 202X03 202X03F | 202X04 202X04F | 202X05 202X05F
202X06 202X06F | 202X07 202X07F | 202X08 202X08F | 202X09 202X09F
205X00 205X00F | 205X01 205X01F | 205X02 205X02F | 205X03 205X03F
205X04 206X04F | 205X05 205X05F | 205X06 205X06F | 205X07 205X07F
205X08 205X08F | 205X09 205X09F | 206X00 208X00F /= | 206X01 206X01F
206X02 206X02F | 206X03 206X03F | 206X04 206X04F, ;| 206X05 5| 206X05F
206X06 206X06F | 208X07 206X07F | 206X08 206X08F~ | 206X09 206X09F




208X00 208X00F | 208X01 208X01F | 208x02 | 208X02F | 208X03 208X03F
208X04 20BX04F | 20BX05 208X05F | 208X06 208X06F | 208X07 208X07F
208X08 208X08F | 208X09 208X09F | 210X00 210X00F | 210X01 210X01F
210X02 210X02F | 210X03 210X03F | 210X04 210X04F | 210X05 210X05F
210X06 210X06F | 210X07 210X07F | 210X08 210X08F | 210X09 210X09F
211X00 211X00F | 211X01 211X01F | 211X02 211X02F | 211X03 211X03F
211X04 211X04F | 211X05 211X05F | 211X06 211X06F | 211X07 211X07F
211X08 211X08F | 211X09 211X09F | 212X00 212X00F | 212X01 212X01F
212X02 212X02F | 212X03 212X03F | 212X04 212X04F | 212X05 212X05F
212X06 212X06F | 212X07 212X07F | 212X08 212X08F | 212X08 212X08F
214X00 214X00F | 214X01 214X01F | 214X02 214X02F | 214X03 214X%03F
214X04 214X04F | 214X05 214X05F | 214X06 214X06F | 214X07 214X07F
214X08 214X08F | 214X09 214X09F | 215X00 215X00F | 215X01 215X01F
215X02 215X02F | 215X03 216X03F | 215X04 215X04F | 215X05 215X05F
215X08 216X06F | 215X07 215X07F | 216X08 215X08F | 215X08 215X09F
220X00 220X00F | 220X01 220X01F | 220X02 220X02F | 220X03 220X03F = |
220X04 220X04F | 220X05 220X05F | 220X06 220X08F | 220X07 220X07F ¥z}
220X08 220X08F | 220X09 220X09F / ! / ! Vg
Skin barrier 2}
Series one: z
3011 3012 | 3013 | 3011Y 3012Y | 3013Y | 7 / &
Series two:
301X01 302X01 303X01 304X%01 305X01 308X01 307X01 308X01
309X01 310X01 311X01 312X01 301X01C | 302X01C | 303X01C | 304X01C
305X01C | 306X01C | 307X01C | 308X01C | 308X01C | 310X01C | 311X01C | 312X01C
301X01Y | 302X01Y | 303X01Y | 304X01Y | 305X01Y | 306X01Y | 307X01Y | 308X01Y
300X01Y | 310X01Y | 319X01Y | 312X01Y | 301X01YC | 302X01YC | 303X01YC | 304X01YC
305X01YC | 306X01YC | 307X01YC | 308X01YC | 309X01YC [ 310X01YC | 311X01YC | 312X01YC
One-piece urostomy bag
Series one:
4011TP 4011TN 4012TP 4012TN 4013TP 4013TN 4021TP 4021TN
4022TP 4022TN 4023TP 4023TN 4011TPY | 4011TNY | 4012TPY | 4012TNY
4013TPY | 4013TNY | 4021TPY | 4021TNY | 4022TPY | 4022TNY | 4023TPY | 4023TNY
Series two:
401X01 401X03 401X04 401X06 401X07 401X09 402X01 402X03
402X04 402X06 402X07 402X09 401X01C | 401X03C | 401X04C | 401X08C
401X07C | 401X09C | 402X01C | 402X03C | 402X04C | 402X06C | 402X07C | 402X09C
401X01Y | 401X03Y | 401X04Y | 401X06Y | 401X07Y | 401X09Y | 402X01Y | 402X03Y |
402X0AY | 402X0BY | 402X07Y | 402X08Y | 401X01YC | 401XQ3YC | 401X04YC | 401X0EYC
401X0TYC | 401X09YC | 402X01YC | 402X03YC | 402X04YC | 402X08YC/<| 402X07YC | 402X09YC




Two-piece urostomy bag

Sarles one:

4031TP 4031TN | 4032TP 4032TN 4033TP 4033TN 4041TP 4041TN
4042TP 4042TN | 4043TP 4043TN ! / / /
Series two:

403X01 403X03 403%04 403X06 403X07 403X09 404X01 404X03
404X04 404X06 404X07 404X09 / / / /

Nete:

1. "X"in the code could substituted by number 20 to 102, means the maximum size of
the plate cutting range 20mm to 102mm. It could be absent, which means no maximum
size printed on the plate.

2. ™" in the code could substituted by number 08-89, means the initial opening size of
the plate from 8mm to 99mm, It could be absent, which means the initial opening size is

20mm

(THE END)
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Design and manufacture of Singiu use Non-sterile Ostomy Bags,
Single-use Non-sterile Urostomy Bags, Single-use Non-sterile

‘Colos Eags*smgla-mﬂon stﬁrlh Il&atnmf Bags
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Re centfigation audit due before 11 October 2021
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