CONG TY TNHH CONG HOA XA HQI CHU NGHIA VIET NAM

JOHNSON & JOHNSON (VIET NAM) Poc lap — Tw do — Hanh phic
S6: VN-LTR-MK-013-2025-MNT TP. Ho Chi Minh, ngay 14 thang 10 nam 2025
VAN BAN CONG KHAI

Noi dung va hinh thire dy kién quang cdo trang thiét bi y té

Kinh gui: B6 Y Té

1. Tén co sé cong khai: CONG TY TNHH JOHNSON & JOHNSON (VIET NAM)
Mai s6 thué: 0310671135

Pia chi: Tang 12, toa nha Vietcombank, s 5 Cong Truong Mé Linh, phudong Bén Nghé,
quéan 1, thanh pho H6 Chi Minh

Pién thoai: 028 3914 8100 Fax: 028 3821 4814

Email: ra-jnjvnhc-jjvnramdd@its.jnj.com Website (Néu c6): N/A

2. Ngudi dai dién hgp phap cia co sé:
Ho va tén: UPENDRA JAYANT PATKIE
S6 Ho chiéu nwéc ngoai: 25147651  Ngay cap: 23/10/2018 Noi cap: Mumbai
Pién thoai ¢ dinh: 028 3914 8100 Dién thoai di dong: N/A
3. Thong tin vé trang thiét bi y té du kién quang cdo:
- Tén trang thi€t bi y t&:  Tui ning nguc

- Chung loai: Theo phu luc dinh kém
- Ma san phdm (néu c6): Theo phu luc dinh kém

- Hing san xuét: Mentor;

- Nudc san xuét: United States;

- S6 luu hanh: Theo phu luc dinh kém

- Tinh nang, tac dung: Theo phu luc dinh kém

- Tén, dia chi ctia chii s¢ hiru s6 luu hanh trang thiét bi y té: Cong ty TNHH Johnson &
Johnson (Viét Nam) — Tﬁng 12, toa nha Vietcombank, s 5 Coéng Truong Mé Linh,
phudng Sai Gon, TP. Ho Chi Minh.

- Canh bdo lién quan dén strc khoe ngudi sir dung, diéu kién bao quan (néu cé):

Chung t6i cong khai ndi dung va hinh thire du kién quang cdo d6i véi trang thiét bi y té nhu
sau:
Noi dung du kién quang cdo:  Xem file dinh kém

Hinh thtc dy kién quang cao: Khong phai bao noi, bao hinh; Hoi thao;
Co s& cam két:

1. Noi dung thong tin cong khai 1a chinh xac, hop phap va theo diing quy dinh. Néu c6 su
gia mao, khong ding sy that co s& xin chiu hoan toan trach nhiém va s€ bi xit 1y theo
quy dinh cua phap luat.



2. Bao dam ndi dung quang cdo phi hop véi ban ndi dung du kién quang céo da cong khai
va hd so cong bd tiéu chuan ap dung dbi véi trang thiét bi y té thudc loai A, B hodc hd
so dang ky luu hanh ddi véi trang thiét bi y té thudc loai C, D.

Cong Ty TNHH Johnson & Johnson (Viét Nam)

CONG TY
TNHH

Nguyén Thi Thu Thiy
Lanh dao Nganh hang Thiét Bi Y Té ciia Viét Nam
Pai Dién Puoc Uy Quyén



Mentor, UNITED

Hang, nudc san

STT Tén TBYT STATES M3 san phdm Ut S6 Iuu hanh Tinh nang, tac dung
SMHB-150; SMHB-170;
SMHB-190; SMHB-210;
SMHB-230; SMHB-260;
MemoryGel Smooth Round SMHB-280; SMHB-310; Mentor,
o BOOST Moderate High SMHB-330; SMHB-355; UNITED
I |Tuinangngue 15 e Gel-Filled Breast SMHB-375; SMHB-400; STATES 2402159DKLH/BYT-HTTB
Implant SMHB-435; SMHB-470;
SMHB-500; SMHB-545;
SMHB-580; SMHB-635;
SMHB-700; SMHB-775 San phim nay duoc chi dinh sir dung trén phy nit v6i cac cach
dung (thu thuat) sau:
* Nang ngyuc cho phu nir it nhét 13 22 tudi. Nang nguc bao g@)m
SHPB-200; SHPB-235; SHPB- nang nguc 1an dau dé tang kich thude ngue, ciing nhu 13 phiu
260; SHPB-285; SHPB-325; thuat chinh sira lai dé stra chita hodc cai thién két qua ctia cudc
MemoryGel Smooth Round ~ |SHPB-370; SHPB-405; SHPB- EA;T?ED ) phiu thudt nang nguc lan dau. L
2 |Tui nang nguc BOOST High Profile Gel- 440; SHPB-480; SHPB-520; |\ g 2404349PKLH/BYT-HTTB | * Téi tao ngyc. Téi tao ngyc bao gom tai tao ngure lan dau d€ thay
Filled Breast Implant SHPB-545; SHPB-585; SHPB- the cac m6 6 nguc sau khi cac md nay bi cat bo do ung thu hoge
635; SHPB-685; SHPB-740; chan thuong hodc cac mé khong phat trién binh thuong do mot
SHPB-775 bét thudng nghiém trong & ngue. Téi tao ngye ciing bao gdm phiu
thuat chinh stra lai d& stra chita hodc hoan thién két qua cua cude
phiu thuat tai tao ngyc 1an dau.
SMPB-130; SMPB-160;
SMPB-185; SMPB-210;
SMPB-235; SMPB-265;
MemoryGel Smooth Round SMPB-290; SMPB-320; Mentor,
o BOOST Moderate Plus SMPB-340; SMPB-390; UNITED
3 |Thindngnguc o w1 Gel-Filled Breast SMPB-430; SMPB-450; STATES 2402190DKLH/BYT-HTTB

Implant

SMPB-480; SMPB-530;
SMPB-545; SMPB-590;
SMPB-630; SMPB-675;
SMPB-730;




— ‘%’MENTOR" | Behind All Breasts” W \ist Nam v

Tui ndng nguc MemoryGel™ Xtra Tui ndng nguc MemoryGel™ MemoryGel™ BOOST

Tai nguc hinh tron mang lai cdm giac mém mai va tu nhién nhu mong mudn ctia nguéi
dung, dong thai co do 6n dinh cao giup duy tri va dinh hinh dang nguc hiéu qua™?

Kha nang gilr dang két hop hoan hao véi d mém mai tu nhién™

Cam giac mém mai va tu nhién

Co san véi bé mat tron

Cac dang tui nguc hién c6

D6 nhd Trung Binh + D6 nhé Trung binh Cao D6 nhé Cao

Bo nho

Tai sao chon tui nang nguc MENTOR™?

Mentor tin rang phu n x(ng dang v6i su an tam va tan tam di kem véi
chuong trinh bdo hanh36 t6t va toan dién nhéat trong nganh. Chuong
trinh bao hanh MentorPromise nhan manh cam két clia ching to6i vé su
an toan, chat lugng, do tin cay va thiét ké cao cap.

Tim hiéu thém vé Mentor!™ =

*So sanh san pham truc tiép trén ban trung bay (MENTOR® MemoryGel BOOST™ so véi Allergan Inspira Cohesive) véi 297 ngudi tham gia khao sat
Th nghiém doé én dinh hinh dang trén ban thi nghiém so sanh truc tiép véi MENTOR® MemoryGel® Xtra va MemoryGel®

1.Mentor Consumer and Surgeon Preference Report - 2019.

2.Mentor R&D Form Stability Benchtop Testing - November 2019.

3.Allergan Warranty. http://www.natrellesurgeon.com/Content/assets/ Natrelle_Warranty%20Brochure_DFU. Accessed 04/12/2018.

4. Sientra Product replacement policy and warranty . http://www.sientra.com/Content/pdfs/ Warranty_Terms_And_Conditions.pdf. Accessed 04/12/2018.
b.Sientra CapCon Warranty. http://www.sientra.com/Content/pdfs/ CapCon_Care_Program_Terms_and_Conditions.pdf. Accessed 04/12/2018.

6.Sientra mailing to US Plastic Surgeons

Thong tin quan trong lién quan dén tui nang nguc MENTOR™
B6 suu tap tui nang nguc MENTOR™ dudc chi dinh dé nang nguc - 6 nhiing phu n{ it nhat 1a 22 tudi d&i véi tui ndAng nguc MENTOR™ MemoryGel™, va tai tao nguc.

Phau thuat dat tui nang nguc khong nén dudc thuc hién & phu ni:
e Bjnhiém khuén tién trién & bat ki vi tri nao trén co thé
« Dang bi bénh ung thu hoac tién ung thu vi ma chua dugc diéu tri pht hgp
e Hién dang mang thai hoac cho con bu

An toan va hiéu qua chua dudgc thiét 1ap trén nhirmg bénh nhan mac cac bénh tu mién (vi du lupus va xo cung bi), co hé thdng mién dich bj suy yéu, co cac tinh
trang &nh hudng dén qua trinh lanh vét thuong va déng mau, hodc lam gidm cung cap mau cho mé nguc. Bénh nhan dugc chan doan tram cadm, hodc céc rdi loan
suc khde tdm than khac, nén doi cho dén khi hdi phuc hodc 6n dinh cac tinh trang nay trudéc khi tién hanh phau thuat nang nguc.

Co mot s6 cac rdi ro lién quan dén phau thuat véi tui ndng nguc. Ban nén luu y rang tui ndng nguc khong phai la thiét bi tron ddi va nang nguc co6 thé khong phai
la phdu thuat mot 1an. Ban c6 thé can phau thuat thém ngoai ké hoach do cac bién ching hoac k&t qua tham my khéng nhu mong dgi. Nhiéu thay ddi trén nguc
cUa ban sau khi nAng nguc |a khong thé phuc héi (khéng thé tré vé nhu cl) va tui nAng nguc co thé anh huéng dén kha n&ng tiét sra, do gidm hoac 1am maét sia.

Tui ndng nguc khéng phai la thiét bi tron doi va nang nguc co6 thé khong phai la phau thuat mot 1an. Cac bién ching phé bién nhat khi nAng nguc véi tui ndng nguc
MemoryGel™ bao gém phau thuat lai, co that bao xo, thay d6i cdm gidc num vu va thao bd tui ndng nguc c6 hoac khdng cé thay tui ndng nguc khac. Rudi ro xay ra
bién ching v tui thdp hon. Hau qud lién quan dén suc khée cla tui nang nguc gel silicon bi vd chua dugc xac nhan day dd. Kiém tra MRI dugc khuyé&n nghi ba
nam sau phau thuat ndng nguc 1an dau va sau dé hai ndm mot 1an dé phat hién hién tugng vd tham lang. Cac bién ching phd bién nhat khi tai tao nguc véi tui
nang nguc MENTOR™ MemoryGel™ bao gém phau thut lai, thao bé tui ndng nguc cé hodc khéng co thay thé va co that bao xo. Rii ro xay ra bién ching va tui
th&p hon. Hau qua lién quan dén suc khde cua tui ndng nguc silicone bi v chua dugc thiét |ap day dd. Kiém tra MRI dugc khuyén nghi ba nam sau phau thuat
nang nguc lan dau va sau d6 hai ndAm mot |an dé phat hién hién tugng va thdm lang.

Thong tin chi tiét vé cac rdiro va lgi ich lién quan dén tui nAng nguc MENTOR™ dugc cung cép trong mot sé tai liéu.
Ba6i véi tui nang nguc MemoryGel™: Thong tin quan trong cho cac phu nl ndng nguc véi tui nang nguc MENTOR™ MemoryGel™.

Nhing tai liéu nay co6 s8n tu bac s phau thuat cda ban hodc truy cap www.mentorwwllc.com. Biéu quan trong |a ban phai doc va hiéu cac tai liéu nay khi can
nhac st dung tui nang nguc MENTOR™.

1. San phdm: Tui nAng nguc MemoryGel Smooth Round BOOST High Profile Gel-Filled Breast Implant

Ma san pham: SHPB-200; SHPB-235; SHPB-260; SHPB-285; SHPB-325; SHPB-370; SHPB-405; SHPB-440; SHPB-480; SHPB-520; SHPB-545; SHPB-585;
SHPB-635; SHPB-68b; SHPB-740; SHPB-775

S6 luu hanh: 2404349BKLH/BYT-HTTB

Hang, nudc san xuat: Mentor, My

Cht sé hitu s6 luu hanh: Cong ty TNHH Johnson & Johnson (Viét Nam), Tang 12, Toa nha Vietcombank, s6 05 Cong trudng Mé Linh, phudng Sai Gon, TP. HCM

2. S4n phdm: Tui nAng nguc MemoryGel Smooth Round BOOST Moderate High Profile Gel-Filled Breast Implant

Ma san pham: SMHB-150; SMHB-170; SMHB-190; SMHB-210; SMHB-230; SMHB-260; SMHB-280; SMHB-310; SMHB-330; SMHB-355; SMHB-375; SMHB-400;
SMHB-435; SMHB-470; SMHB-500; SMHB-545; SMHB-580; SMHB-635; SMHB-700; SMHB-775

SO luu hanh: 2402159DKLH/BYT-HTTB

Hang, nudc san xuat: Mentor, My

Chi sé hitu s6 luu hanh: Cong ty TNHH Johnson & Johnson (Viét Nam), Tang 12, Toa nha Vietcombank, s6 05 Cong trusng Mé Linh, phusng Sai Gon, TP. HCM

3. S&n pham: Tui ndng nguc MemoryGel Smooth Round BOOST Moderate Plus Profile Gel-Filled Breast Implant

Ma san pham: SMPB-130; SMPB-160; SMPB-185; SMPB-210; SMPB-235; SMPB-265; SMPB-290; SMPB-320; SMPB-340; SMPB-390; SMPB-430; SMPB-450;
SMPB-480; SMPB-530; SMPB-545; SMPB-590; SMPB-630; SMPB-675; SMPB-730

S6 luu hanh: 2402190BKLH/BYT-HTTB

Hang, nuéc sdn xuat: Mentor, My

Chu sé hitu 6 luu hanh: Cong ty TNHH Johnson & Johnson (Viét Nam), Tang 12, Toa nha Vietcombank, sé 05 Cong trudng Mé Linh, phudng Sai Gon, TP. HCM
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