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Tru s&: Nha B5, Khu nha & thép tng s6 15 ngé 91 Nguyén Chi Thanh,
Phuwong Lang Ha, Quén Péng Pa, TP Ha N6i
Tel: 024 3773 9718 Hotline: 0982 494 065

[A PHARMA  Email: contact@eapharma.vn Website: www.nguyenhealthcare.vn

CONG TY TNHH PHAN PHOI DUQC PHAM AU MY
Pia chi: Nha B5, Khu nha ¢ thip ting s6 15, Ngé 91 Nguyén Chi Thanh,
Phwong Lang Ha, Quan Pong Pa, TP Ha Noi
Pién thoai: 024 3773 9718 - 0982 494 065

HO SO SAN PHAM
Vién dat LadyBalance®




_ CONG TY TNHH PHAN PHOI DUQC Pl IAMAU MY

EAPHARMA

Tru s&: Nha B5, Khu nha & thép tng s6 15 ngé 91 Nguyén Chi Thanh,
Phuwong Lang Ha, Quén Péng Pa, TP Ha N6i

Tel: 024 3773 9718 Hotline: 0982 494 065

Email: contact@eapharma.vn Website: www.nguyenhealthcare.vn

MUC LUC

1. Bang bao gia LadyBalance®
2. Ho so cong ty va san pham

- Giéy chirng nhan dang ky kinh doanh

- Gidy chirng nhan Phan phéi doc quyén LadyBalance®

- Phiéu c6ng bb du diéu kién mua ban TTBYT

- Ban phéan loai TTBYT

- Giay cdng bb san phdm (Bo Y té, S& Y té)

- Giéy chirng nhan lwu hanh tw do (FSC)

- Gidy chirng nhan 1SO 13485

- Gi4y chirng nhan xuét x&r (CO)

- Giéy chirng nhan kiém nghiém (COA)

- Bao hd doc quyén vé s& hivu tri tué (WIPO)

- H6 so ky thuat sdn phdm LadyBalance®

3. Ho so khoa hoc

- B&o céo 1am sang “Panh gia hiéu qua, an toan va sw chdp nhan cia
LadyBalance® trong hé tro diéu tri viém ém dao tai Bénh vién Phu sén
Trung wong”, Bénh vién Phu san Trung wong 2014.

- Phan tich khoa hoc vé san pham Lad,yBaIance® clua Giao sw Simon
Emery, Bénh vién Singleton, Vwong quoc Anh.

- Tai liéu cap nhat vé hiéu qua diéu tri cua LadyBalance® ddi vai tinh
trang nhiém nam Candida.

- Nhirng van dé lién quan dén ngira, rat am dao.

LadyBalance® - Hop 12 vién

Hotline: 0982 494 065



Tru s&: Nha B5, Khu nha & thép tng s6 15 ngé 91 Nguyén Chi Thanh,
Phuwong Lang Ha, Quén Péng Pa, TP Ha N6i
Tel: 024 3773 9718 Hotline: 0982 494 065
EAPHARMA  Email: contact@eapharma.vn Website: www.nguyenhealthcare.vn

BANG BAO GIA LADYBALANCE®

Ap dung nam 2025
Bon vi tinh: Viét Nam dong

STT | Tén san pham/ Quy cach Thanh phan Bonvi | Gia ban (bao
dong goi tinh gom VAT)
® Lis R Lactose monohydrate,
1 I{gdyABalance - HOp 1Vix | magnesium stearate, Hop 265.000
vien silicium dioxide

LadyBalance® - Vién dat hé trer sinh ly va xtr ly tan goc bénh viém nhiém am dao

% HO tro didu tri va ngan ngira nhiém khudn am dao, khdé va nglra &m dao, am dao bj kich &ng va dau
nhtrc.

< Phuc héi d6 pH tw nhién, kh&r mui héi khé chiu, chéng khé rat am dao, hé tro sinh ly niv, duy tri &m dao
khoé manh.

% Thanh phan 100% tw nhién v&i co ché ton trong quy luat tw nhién.

< Nhap khéu va phan phdi chinh hang b&i EA Pharma.

% Xuét x&r: LadyBalance ApS, Ban Mach.

Hotline: 0982 494 065



Tru s&: Nha B5, Khu nha & thép tang sé 15 ngé 91 Nguyén Chi Thanh,
Phuong Léng Ha, Quén Déng Pa, TP Ha Noi
Tel: 024 3773 9718 Hotline: 0982 494 065

EA PHARMA  Email: contact@eapharma.vn Website: www.nguyenhealthcare.vn

HO SO CONG TY VA SAN PHAM

- Giéy chirng nhan dang ky kinh doanh

- Gidy chirng nhan Phan phéi doc quyén LadyBalance®
- Phiéu c6ng bb du diéu kién mua ban TTBYT
- Ban phéan loai TTBYT

- Gidy cong bb san phdm (Bo Y té, S&' Y té)

- Gi4y chirng nhan lwu hanh ty do (FSC)

- Giay chirng nhan I1SO 13485

- Gi4y chirng nhan xuét x&r (CO)

- Giéy chirng nhan kiém nghiém (COA)

- Bao hd doc quyén vé s& hiru tri tué (WIPO)
- H6 so ky thuat sdn phdm LadyBalance®

LadyBalance® - Hop 12 vién

Hotline: 0982 494 065




SO KE HOACH VA DAU TU

THANH PHO HA NOI
PHONG DANG KY KINH DOANH

CONG HOA XA HOI CHU NGHIA VIET NAM

boc ldp — Ty do — Hanh phuc

GIAY CHUNG NHAN DANG KY DOANH NGHIEP

M sé doanh nghiép: 0105613980

Pang ky lan ddu: ngay 07 thang 11 nam 2011

Pang kv thay doi lan thie: 8, ngay 18 thang 01 nim 2024

1. Tén cong ty
Tén cong ty viét bing tiéng Viét; CONG TY TNHH PHAN PHOI DUQC PHAM AU
MY
Tén cong ty viét bing tiéng nude ngoai: EUROPEAN-AMERICAN
PHARMACEUTICAL DISTRIBUTION COMPANY LIMITED

Tén cong ty vict tat: EAPHARMA CO.,LTD
2. Dia chi try s¢ chinh

CONG TY TRACH NHIEM HUU HAN HAI THANH VIEN TRO LEN

Nha B5, Khu nha o thip f{f{{&: 50 15, ngo 91 Neuyén Chi Thanh, Phuong Lang Ha,
Quan Pong Pa, Thanh phao Ha Noi, Viét Nam
Pién thoat: 0437739718

Email;

3. Vén diéu 18 : 7.500.000.000 dong.
Bdng chiv: Bay (v nam tram triéu dong

4. Danh sich thanh vién gép von

Fax:
Website:

;'STT

Tén thanh vién
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NGUYEN bUC
THO

5. Nguoi dai dién theo phap luat cia cong ty

* Ho va tén: NGUYEN BUC THO Gisi tinh: - Nam
Chirc danh:  Giam déc

Sinh ngay: 01/12/1972 Dan toc: Kinh Quoc tich: Viét Nam
Loai gidy to phap 1y cua cé nhan:  7hé can cude cong dan

S6 gidy to phap 1y cua ca nhan: 038072044707

Ngay cap:  18/12/202] Noi cap: Cuc canh sat QLHC ve TTXH

Dia chi thuong tra: B2408 thap B Central Point, 219 Trung Kinh. Phirong Yén Hoa,
Quan Cau Giay, Thanh plm Ha Noi, Viét Nam

Dia chi lién lac: Nha B5, Khu nha o thip mng s6 15, ngé 91 Nguyen Chi Thanh,

Phuwong Lang Ha, Qudn Pong Pa, Thanh pho Ha Noi, Viét Nam :



GIAY UY QUYEN
LETTER OF AUTHORIZATION
Kinh gli: S& y té Ha NOi
To: Hanoi Department of Health

Ching t6i, LadyBalance ApS, c6 dia chi: Karensdalvej 76, 7100 Vejle, Pan
Mach véi tu cach la chi sé hitu trang thiét bi y té€ bdng van ban nay Uy quyén
cho Céng ty TNHH Phan phéi Dugc phdm Au My, cé dia chi: Nha B5, khu nha &
thdp tdng s6 15, ngdé 91 Nguyén Chi Thanh, Phudng Lang Ha, Quén Péng Pa,
Thanh phé Ha Ngi, Viét Nam dudc luu hanh tai thi trudng Viét Nam céc trang
thiét bi y té sau:

We, LadyBalance ApS, Address: Karensdalvej 76, 7100 Vejle, Denmark, as
the owner of the medical devices listed hereunder, hereby authorize EUROPEAN-
AMERICAN PHARMACEUTICAL DISTRIBUTION COMPANY LIMITED, Address:
House B5, Low-rise housing area No. 15, lane 91 Nguyen Chi Thanh, Lang Ha
Ward, Dong Da District, Hanoi City, Vietnam to place/ register the following
medical devices to the market of Vietham:

Name product: LadyBlance vaginal lactose tablets
Tén san phdm: Vién dit Am dao LadyBlance
Ching t6i cam két cung cdp, hd trd cic yéu cau lién quan dén thong tin, chat

lugng va bao dam cac diéu kién vé bao hanh, bao tri, bao duBng va cung cdp vat
tu, phu-kién thay thé trang thiét bi y té néu trén.

We hereby commit to provide and support any inquiry related to the information
and quality of the medical devices, guarantee all warranty, maintenance and
service conditions and supply replacement materials and accessories for the
medical devices.

Thu Gy quyén nay hiéu luc dén thdi diém: 31/12/2028
This Letter of Authorization is valid until: 31/12/2028

Ngudi dai dién hgp phap cta Chu sé hifu
Legitimate representative of product owner
Ky tén (Ghi ho tén day du, chuc danh)

Xac nhan bdng dadu hodc chif ky
Signature (Full name and title)

Confirm by stamp or signature

Vejle, March 08, 2022
Inge Q_pﬂhe Hansen, Owner

/

Karendalvej 76 - 7100 Vejle - Denmark - Fax no.: +45 7572 5942 - CVR no. 2775 9734
www.ladybalance.dk - info@ladybalance.dk




This is to certify that Inge Dorthe Hansen today in my presence at the No-
tarial Office approved and signed the above document. No conspicuous cor-
rections or addenda were found in the document.

Inge Dorthe Hansen has proved her identity by showing passport.

The Court in Kolding denmark, 2022-03-08

ﬁl r / CL/ J
arlotte Rytger
Notary Public




» APOSTILLE
{Convention de La Haye du 5 octcbre 1961)

1. Country: Denmark
Land: Danmark

This public document
Dette offentlige dokument

2. has been signed by Charlotte Rytger
er underskrevet af

3. acting in the capacity of | Notary Public
1 egenskab af Notar

4. bears the seal/stamp of |The Court in Kolding
cr forsynet med segl/stempel af | Retten i Kolding

Certified
Attesteret
5. at Copenhagen | 6. the 09 Mar 2022
i Kabenhavn den 09 mar 2022
7. by Ministry of Foreign Affairs of Denmark
af Udenrigsministeriet
8. No AB76A5SDA
nr,
9. Seal/stamp: 10. Signature:
Segl/stempel: Underskrift:

Lent Maller Hansen

This Apostille only certifies the authenticity of the signature and the capacity of the person who has
signed the public document, and, where appropriate, the identity of the seal or stamp which the
public document bears. This Apostille does not certify the content of the document for which it was
issued.

To verify the issuance of this Apostille, scan the QR code or visit the following website:
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v
KHIRON PHARMA 11«

EAPHARMA

CERTIFICATE OF DISTRIBUTION

KHIRON PHARMA Ltd, sole representative of the Danish brand LadyBalance®,
certifies having granted to European-American Pharmaceutical Distribution
Company Limited (Business License n°. 0105613980) and leaded by PhD.
NGUYEN DUC THO, a supply exclusivity for its product on the territory of Vietham.

The contract is made of effective as of the first day of December 2011 until the first
day of April 2028.

——

DAN NORDEN, C.E.O




Yol Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
- boc lap - Ty do - Hanh phiic

30$00090/PCBMB-HN Thanh phé Ha Ngi, ngay 05 thang 04 nam 2018

PHIEU TIEP NHAN

Ho so cong bo dit diu kién mua ban trang thiét b y té

1. Tén co s& mua ban: CONG TY TNHH PHAN PHOI DUGC PHAM AU MY

2.Dja chi: Nha BS, Khu nha ¢ thip ting s6 15 ngd 91 Nguyén Chi Thanh, Phuémg Léng Ha, Quan
Dong Da, TP Ha Néi, Phudng Lang Ha, Quan Pong Pa, Thanh pho Ha Noi

3. S6 van ban dé nghi cua co s¢: 2703/CBMB-AUMY Ngay: 28/03/2018

4. Thanh phan hd so:

1 | Ban xdc nhan thoi gian cong tac
2 | Van bing, chimg chi dao tao vé ky thuit trang thiét bi y t& hoac quan Iy trang thidt bi y
té ctia can bd k¥ thuat
3 | Vin ban cong bd du diéu kién mua ban trang thiét bi y té
4 | Ban ké khai nhan su
5 | Ho so vé kho tang bao quan trang thiét bj y té X
6 |Hosoveé phuong tién van chuyén trang thiét bi y té X

NGUOI TIEP NHAN HO SO

W

Nguyén Pirc Tuin
Chanh Van phong




CONG TY TNHH CONG NGHE ~ CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lip - Tw do - Hanh phie

ADJ VIET NAM
Sé: 3284 -ADJVINA/

BAN PHAN LOAI TRANG THIET BI Y TE

Kinh giti: CONG TY TNHH PHAN PHOI DUQC PHAM AU MY

Céin cir Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 201 6 ctia Chinh phit mieée
Céng hoa xa hdi chii nghia Viét Nam vé Quan Iy trang thiét bj y té;

Céin cir Thong tie 39/2016/TT-BYT ngay 28 thang 10 ndm 2016 cia B Y té vé Quy dinh
chi tiét vige phan logi trang thiét bj y té;

Cain et Thong te 42/2016/TT-BYT ngay 15 thang 11 nam 2016 ciia B Y té vé Quy dinh
viéc thira nhdn két qua phédn logi trang thiét bi y té;

Nguyén tic duge st dung dé phan loai: Quy tdc 5, Muc B, Phan I1, phu lyc I ctia Thong
tw 39/2016/TT-BYT

Ching t6i phan loai trang thiét bj y té nhu sau:

TT|Tén trang thiét bilChiing loalf mﬁ| Hang, nu'd'c sin [Hang, nwde chii| Loai trang
y té san phim xuit s6" hiru thiét b y té
1 Vién dit LadyBalance LadyBalance LadyBalance B
am dao ApS, Pan Mach | ApS, Pan Mach
i nhin:
Noane CONG TY TNHH CONG NGHE

- Liru van phong.

ep— ? \ M I’JOC

_zsz)’ﬂ(y ?/a’yy / mf




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Pée lap - Tw do - Hanh phuc

Sé: 449 /BYT-TB-CT

z’;;;]‘s‘:ﬂ ﬁ:ﬂ s ¥Ha Ngi, ngay A thing 3 nam 2012

Kinh gtri: Cong ty TNHH Phén phéi dugc phdm Au My

Bo Y t& (Vu Trang thiét bi va Céng trinh y t¢) nhan dugc Cong vin sé :
01/2012/CV-EAPHARMA ngay 31/01/2012 ciia Cong ty TNHH Phén ph01 duoc

pham Au My (EAPharma) vé viéc nhap khau mit hang Vién dat am dao -
LadyBalance vaginal lactose tablets, sau khi xem xét, BO Y té ¢6 y kién nhur sau:

1. Can ¢ ho so keém theo cong van s6 01/2012/CV-EAPHARMA ctia Cong
ty EAPharma, san phim Vién dit &m dao LadyBalance c6 thanh phan chinh Ja
lactose c6 tac dung tao ra mot moi truong nudi cay da diéu che dé nuoi dumlg cac
vi khuan axit lactic va cho phép vi khuén nay san xuat axit dé dam bao méi trudng
4m dao khoé manh. San phdm trén da c6 chimg nhan EC theo chi dan 93/42/EEC
ctia Hoi dong Chéau Au quy dinh vé trang thiét bi y té va duoge Co quan quan ly
ctia Dan Mach cap gidy phép luu hanh dbi voi san pham trang thiét b y té.

Sau khi xem xét va théng nhat vdi Cuc Quan ly duge, Cuc Y té du phong va
Cuc An toan v¢ sinh thuc pham can cit Thong tu s6 24/2011/T T-BYT ngay
21/6/2011 ctia B Y té huéng dan viéc nhap khéu trang thiét bi y té, mat hang
Vién dat am dao - LadyBalance vaginal lactose tablets (Model: LadyBalance/
Héng san xuat Lady Balance Aps/ Nudc san xuét: Pan Mach) dugc coi 1a trang
thlet bi y té nhung khong nam trong danh muc quy dinh tai Phy luc 1 cua Thong
tur s6 24/2011/TT-BYT nén don vi nhap khau khong pha1 Xin giay phép nhap khéu
cua Bo Y té. Tuy nhién, d¢ dim béo nguon goc xudt xir va chat lugng san pham,
hé so van, pha1 dam bao quy dinh tai dlem b va ¢ khoan 1 Diéu 5 Thong tu ndy va
duoc luu gitr ¢ doanh nghiép dé xuit trinh vé&i céc co quan quéan ly Nha nude
trong cong tac hau kiém.

2. Dé nghi Cong ty EAPharma lam viéc truc tiép véi Co quan Hai quan cira
khiu d& 1am tht tuc nhap khau mit hang trén.

3. Cong ty chiu trach nhi¢m vé sb luong, chat lugng san phém, gu;n thje,u cac
thong tin vé san pham dam bao chinh xdc, trung thuc va phai bao cdo B§ Y té vé
két qua sir dung san pham trén./.

Noi nhin: TL. B) TRUGNG

- Nhur trén; i
- BT. Nguyén Thi Kim Ti ién (dé bic);
- Cyc Giam quan- TCHQ (dé ph/hop);

- Hai quan cira khéu;

- Luu: VT, TB-CT.

M
%

R'N‘Wéﬁ-Minh Tudn




SO'Y TE HA NOI CONG HOA XA HOI CHU NGHIA VIET NAM
DPoc lap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo ticu chuiin ip dung ciia thiét biy té thudc loai B

S6 cong bo: 240002808/PCBB-HN
Ngay cong bd: 17/10/2024

. Tén co s¢ cong bo: CONG TY TNHH PHAN PHOI DUOC PHAM AU
MY

2. Pia chi: Nha BS, Khu nha ¢ thip tang s6 15 ngd 91 Nguyén Chi Thanh,
Phuong Lang Ha, Quén Poéng Da, TP Ha Noi, Phuong Lang Ha, Quan Déng
Pa, Thanh ph6 Ha Noi

3. SO van ban cua co so: 02/2024/CBB-AM Ngay: 16/10/2024

4. Thiét bi y té thude loai B

Tén thiét bi y té: Vién dat am dao

Tén thuong mai (néu c6): LadyBalance

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: LadyBalance

M3 san pham (néu co):

Quy cach dong goi: Hop 1 vi 12 vién

Muc dich st dung: Yién dat am dao LadyBalance duoc st dung dé diéu:[ri va
ngan nglra viém nhiém am dao, gidm khi hu va mui h6i kho chiu do nhiém
khuan 4m dao, giam tinh trang am dao kho, ngtra rat va dau nhtec.

Tén co so san xuat: LadyBalance ApS

Dia chi co so san xuat: Karensdalvej 76, 7100 Vejle, DENMARK

Tiéu chuan chit luong san pham ap dung: Tiéu chudn nha san Xuat

5. Ddi voi thiét bi y té chira chat ma tay, tién chat (néu co):

6. Thong tin vé chu s hiru thiét bi v té:

Tén chu so hiru: LadyBalance ApS

Dia chi chu so hivu: Karensdalvej 76, 7100 Vejle, DENMARK

7. Théng tin vé co so bao hanh (néu co):



. S6 cong bd du didu kién san xuat doi voi thict bi y te san xuat trong nuoc:
9.

Thanh phan hé so:

|

Vin ban cong bo tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Giay chimg nhan dat tiéu chuan quan 1y chét luong 1SO 13485

3 | Gidy uy quyén cua chu s¢ hitu thiét bi y t

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat ky thuat thiét bi y tc bang tiéng Viét, kém theo
tai liéu ky thuat mo ta chue nang, thong s6 k¥ thudt cua thiét bi y té
do chi so hitu thiét bi y té ban hanh.

6 | Giay chimg nhan hop chuan hodc ban tiéu chuan ma chu so hitu thiét
bi y té cong b ap dung

7 Gny chimg nhan luu hanh tu do con hiéu luc tai thoi diém nép ho so
déi vai thidt bi y té nhap khau.

8 | Tai liéu khac (néu co)




CONG TY TNHH PHAN PHOI CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM AU MY Pijc lap - Ty do - Hanh phic

S6: 02/2024/CBB-AM Ha Noi, ngay 16 thing 10 nam 2024

VAN BAN CONG BO
Tiéu chuén ip dung cia thiét biy té thuje loai B

Kinh guri: So y té Ha Noi

L. Tén co s& cong bé: CONG TY TNHH PHAN PHOI DUGC PHAM AU MY
Mi s6 thué hoic Sé giy phép thanh 1ap Vin phong dai dién: 0105613980

Dia chi: Nha B5, Khu nha ¢ thp ting s 15, ngd 91 Nguy&n Chi Thanh, Phuong Léng Ha,
Quén DBong Pa, Thanh pho Ha N6i, Viét Nam

Dién thoai ¢6 dinh: 02437739718 Fax:

Email: contact@eapharma.vn

2. Nbuoi dai dién hop phap cia co sé:
Ho va tén: NGUYEN BUC THO

S6 CMND/Pinh danh/H9 chiéu: 038072044707 ngay cép: 18/12/2021 noi cip: Cuc canh
sat quan ly hanh chinh vé trat tur xa hoi

Dién thoai ¢6 dinh: 02437739718 Dién thoai di dong;

3. Thiét bi y té thudc loai B:

Thiét bi y té chung: M hoiic Trang thiét bj y té chin doén in vitro: o |
Tén thiét biy té: Vién dat am dao

Tén thuong mai: LadyBalance

Ma Global Medical Device Nomenclature - GMDN (néu co):

Chung loai: LadyBalance

M3 dan phim (néu cé):

Quy cach dong g6i (néu c6): Hop 1 vi 12 vién

Muc dich str dung:

Vién dat am dao LadyBalance dugc sir dung dé didu tri va ngin ngira viém nhiém am dao,
giam khi hu va mui héi khé chiu do nhiém khuin 4m dao, giam tinh trang 4m dao kho,
ngtra rat va dau nhire,
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Tén o sé sin xuit: LadyBalance ApS
Dia chi co so san xuét: Karensdalvej 76, 7100 Vejle, Denmark
Tiéu chuan 4p dung: Tiéu chuin nha san xuét

4. Dbi v6i thiét bi y té chira chit ma tiy, tién chat:

Tén chét ma tay, tién chat: .....evvvvnnnn. Tén khoa hoe: isnismininies
M thOng tin CAS: ...ocoovivirsressssmsessissionsssarsnessssnsanesssssssssssssassnsssssosssposstosnss
Nong do, ham lugng chit ma tly, tién Chat: ........coooeeeeerrreeeeiemseisicnes

Téng ham lugng chit ma tay, tién chét trong mot don vi dong gbi nho nhét:
5. Théng tin vé chu s hiru trang thiét bi y té:

Tén chu sd hitu: LadyBalance ApS

bia ¢hi chu s¢ hiru: Karensdalvej 76, 7100 Vejle, Denmark

6. Thong tin vé co s& bao hanh (néu co):

Tén co s0:

Dia chi:

Pién thoai ¢6 dinh: Dién thoai di dong:

7. 86 cong bd du diéu kién san xuét ddi véi thiét biy té sén xuAt trong nudce:
Céng b tiéu chuén dp dung ciia thiét bi y té loai B ‘

Ho so kém theo gdm:

l.  |Gidy chirng nhan dat tiéu chudn quéan ly chat lugng ISO 13485
2. |Gidy uy quyén ctia ch s& hitu trang thiét bi y té
4. |Gidy x4c nhéan du diéu kién bao hanh |
4. [Tai liéu mb ta tom tét k§ thuat trang thiét bi y té bing tiéng Viét

Tai liéu k¥ thudt mo ta chirc ning, thong s6 k¥ thuét ciia trang thiét b y té
do chu s& hitu trang thiét bi y t€ ban hanh

Tai liéu k§ thudt bang tiéng Viét kém theo tai lidu v& nguyén vét lidu, vé
6. [ toan cua san pham, quy trinh san xuat, cic bdo cdo nghién ciru 1dm

\ v LtA 1A - A p , A A . Ke s A ” A O
sang va tién lam sang bao gom bao cdo d¢ on dinh d6i vai thudce thir, chat
hiéu chuan, vt liéu kiém soat in vitro.

7. |Ban ti€u chuan ma chu s& hiru trang thiét bi y té cong bo ap dung

8.  |Gidy chirng nhan hop chuan o




Bm v6i trang thiét bi té san xuat trong nude: két qué danh gia cac thong
s6 hoa, 1y, vi sinh va cdc thong s6 khac do co s¢ du diéu kién theo quy

9.  (dinh cta phap luat vé dénh gia su phu hop cap hoic Gidy ching nhin O
danh gid chét lugng do co quan co tham quyén cua Viét Nam cap déi vai
trang thiét bi y té chin doén in vitro

Tai lieu hudng dan sir dung cua trang thiét biy té bang tiéng Viét; ddi véi
10. |trang thiét bi y té nhép khau kém theo ban gdc bing tiéng Anh do chi s&
1 |hitu trang thiét bi y té ban hanh

[1. [MAu nhan trang thiét bj y té

12.  |Gidy chimg nhan luru hanh tw do déi v6i trang thiét bi y t& nhap khéu X1

Co s& cong bd tiéu chuén ap dung cam két:

1. N6i dung thong tin cong bd 1a chinh xéc, hgp phap va theo dung quy dinh. Néu co su
gia mao, khong ding su thit co s& xin chiu hoan toan trach nhi¢ém va s€ bi xir ly theo quy
dinh cua phap luat.

2. Bdo dam chét lwong va luu hanh trang thiét bi y té theo ding hd so di cong bo.

3. Cap nhit céc thay dbi lién quan dén ho so cong bd tiéu chudn ap dung theo quy dinh.

Nguoi dai dién hop phap cia co s¢
Ky tén (Ghi ho tén day du, chitc danh)
Xdc nhdn bang dau hodc chir ky so

Giam doc
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Danish Chamber of Commerce

Free sales certificate

Export to:
Vietnam

The company:

EUROPEAN-AMERICAN PHARMACEUTICAL DISTRIBUTION
COMPANY LIMITED; Lot B5, No.15,91 Lane, Nguyen Chi Thanh Street,
Lang Ha Ward, Dong Da dDstrict, Hanoi, Vietnam

has requested that The Danish Chamber of Commerce issue an export certificate/free sales certificate
for the following company and its product(s).

On the basis of information submitted by:

LadyBalance ApS (The Manufacturer)
Karensdalvej 76, DK-7100 Vejle, Denmark
CVR no. DK27759734

The Danish Chamber of Commerce confirms, that the company is a registered Danish company and is
eligible for sale on the Danish market as of the date of issuing of this document.

According to legislation in force in Denmark and the EU, it is the responsibility of the responsible
person at:

LadyBalance ApS

to ensure, that the product regulations are complied with.

Product(s):
Medical Device LadyBalance® lactose vaginal tablets

FSC no. 2024-09

Valid from: 22 September 2024

Valid until: 22 September 2026 Danls Ga bami o mercedohere
confl atthenum n isknownl us
mmm wa i

EP ?.D‘ZL

Danish bnarnber of Commerce
Sacretary: Pia Lind

Copenhagen 22.09.2024



APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: Denmark
Land: Danmark

This public document
Dette offentlige dokument

2. has been signed by Pia Lind
er underskrevet af

3. acting in the capacity of | Executive Secretary
i egenskab af Direktionssckreter

4. bears the seal/stamp of | Danish Chamber of Commerce

cr forsynet med segl/stempel af | Dansk Erhverv

Certified

Attesteret
5, at Copenhagen | 6. the 27 Sep 2024
i Kebenhavn den 27 sep 2024
7. by Ministry of Foreign Affairs of Denmark
af Udenrigsministeriet
8. No 00257D65

nr.

9. Seal/stamp: 10. Signature:

Underskrift:

Shok &

Birgitte Boas Hein

Segl/stempel:

This Apastille only certifies the authenticity of the signature and the capacity of the person who has
signed the public document, and, where appropriate, the identity of the seal or stamp which the
public document bears. This Apostille does not certify the content of the document for which it was :

issued.

Tovenfy the issuance of this Apostille, scan the QR code or visit the following website:
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LadyBalance ApS

Karensdalvej 76, 7100 Vejle, Denmark

Bureau Veritas Certification Denmark A/S certifies that the Management System of the above
organization has been audited and found to be in accordance with the requirements of the
management system standards detailed below:

Standard

EN 1SO 13485:2016

Scope of certification

Design, manufacture and sales of vaginal lactose tablets, sales of applicator.
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Original Cycle Start Date: 23-01-2019

Expiry date of previous cycle: NA

Certification/Recertification Audit date: NA

Certification/Recertification Cycle Start Date: 24-01-2025

Subject to the continued satisfactory operation of the organization’s

Management System, this certificate expires on: 23-01-2028
Certificate No.: DKO18780 Version: 1 Issue date: 21-01-2025

//)/J} Absolyr & DANAK

SYSTEM Reg nr 5005

Certification Body Address: Bureau Veritas Certification Denmark A/S, Oldenborggade 25-31, 7000 Fredericia, Denmark
Fu 1g the scope and validity of this certificate, and the applicability of the management system
requirements, please call: (+45) 77 311 000
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Statement of Origin

Product: LadyBalance vaginal tablets

Origin of lactose: Germany

Country of tablet production: Denmark
Country of primary packaging: United Kingdom

Batch number: 24319/1
24320/1
243211

Manufactured Date: 15-08-2024
Expiry Date: 15-07-2032

The manufacture and control system is certified to ISO 13485:2016 by certification
body Bureau Veritas Certification Danmark.

Vejle, September 30t, 2024

Approved by
LadyBalance ApS

Fyoll.—

Inge Dorthe Hansen
Quality Assurance Director

Karensdalvej 76 - DK - 7100 Vejle - Denmark - CVR no. 2775 9734
www.ladybalance.dk - inffo@ladybalance.dk



Certificate of analysis

Product: LadyBalance vaginal tablets

Batch no.: 24319 Tablets Manufacture date: 2024/08

Expiry date: 2032/07

Date of certificate: 25.10.2024

Parameter Unit Result Method
Lactose % 98,2 ISO 5765-2:2002/IDF 79-2
monohydrate
Dry matter % 99,5 Swedish method, Elo Bertelsen
1979 / Gravimetry
Aerobic CFU <10 NMKL 86:2013
bacterial count | per g.
Eschericia coli CFU < 10 NMKL 125:2005
per g.

Lactose monohydrate is analysed on the first packed batch produced from this tablet batch, other

analysis are performed of the blistercards used for this production.

The analyses are performed by Eurofins Steins Laboratorium A/S. The laboratory is
accredited by DANAK under reg. no. 222. This batch conforms to the registered
specification. The manufacture and control system is certified to ISO 13485:2016 by

certification body Bureau Veritas Certification Danmark.

Approved by
LadyBalance ApS

Hyolli—

Inge Dorthe Hansen

Quality Assurance Director

Karensdalvej 76 - DK - 7100 Vejle - Denmark - CVR no. 2775 9734
www.ladybalance.dk - info@ladybalance.dk



http://www.ladybalance.dk/
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WIPO | MADRID

The International
Trademark System

CERTIFICATE OF REGISTRATION

The International Bureau of the World Intellectual Property Organization (WIPO) certifies that the indications
appearing in the present certificate conform to the recording made in the International Register of Marks maintained
under the Madrid Agreement and Protocol.

%1 54 (eles 21l gééf,,-

Asta Valdimarsdottir
Head of the Operations Service
International Registries of Madrid and Lisbon

Geneva, April 19, 2012 Brands and Designs Sector
1111884 Indication relating to the nature or kind of mark: standard char-
acters
Registration date: March 5, 2012 List of goods and services - NCL(10):
Date next payment due: March 5, 2022 3 Bleaching preparations and other substances for laundry
use; cleaning, polishing, scouring and abrasive prepara-
IDH Holding ApS tions; soaps; perfumery, essential oils, cosmetics, hair lo-

tions: dentifrices.

Karensdalvej .76 5 Pharmaceutical and veterinary preparations; sanitary
DK-7100 Vejle preparations for medical purposes; dictetic substances
(Denmark). adapted for medical use, food for babies; plasters, materi-

als for dressings; material for stopping teeth, dental wax;
disinfectants; preparations for destroying vermin; fungi-
cides, herbicides.
Basic application: European Union, 07.07.2004, 003919396.
Basic registration: European Union, 04.10.2005, 003919396.

Contracting State or Contracting Organization in the territory
of which the holder has his domicile: European Union

Legal nature of the holder (legal entity) and place of organiza-
tion: limited liability company, DENMARK.

Name and address of the representative: HOIBERG A/S, St.

Kongensgade 59A, DK-1264 Copenhagen K (Denmark). Designations under the Madrid Protocol: Australia, China, Re-
public of Korea, Turkey, United States of America, Viet Nam.
Declaration of intention to use the mark: United States of

LadyBalance sy

Date of notification: 19.04.2012
Language of the international application: English

WORLD 34, chemin des Cclombettes
INTELLECTUAL PROPERTY 1211 Geneva 20, Switzerland

ORGANIZATION WWW.WIipo.int



TECHNICAL DESCRIPTION OF LADYBALANCE

Heading

Content

Description of the medical device

Description of the
medical device

This product is a vaginal tablet of 1200 (1100-1300) mg,
dividable into two pieces, consisting of 96 (95,5-99,9) %
lactose monohydrate, Ph. Eur grade, (0,3-2,0) %
magnesium stearate, veg., Ph. Eur grade, (0,1-2,5) %
silicium dioxide (Syloid AL-1 FP).

The components are mixed and pressed into tablets
without further additives or processing aids.

1.2

List of accessories and
fittings

96 (95,5-99,9) % lactose monohydrate, Ph. Eur grade
(0,3-2,0) % magnesium stearate, veg. , Ph. Eur grade,
(0,1-2,5) % silicium dioxide (Syloid AL-1 FP).

1.3

Purpose/ Instruction

LadyBalance vaginal tablets is used to treat and
prevent:

e Bacterial vaginosis (BV)

¢ Unpleasant vaginal odour and discharge
e Vaginal dryness and itching

e Vaginal irritation and soreness

14

Instruction

- ':.“*‘- .

% Wi T

The tablet must be applied deep into the vagina by a
finger. Moistening the tablet may help insertion.

The women will use the product according to percepted
need - whenever she feels an imbalance or bad smell
and in periods where she by experience has problems
(after the period, after unprotected sex).

Normal dosage is %2 - 1 tablet at a time, with between 3
and 20 inserts per month. To prevent and support
treatment of bacterial vaginosis, maintain a heaithy
vagina 7z - 1 tablet is used every day.

LadyBalance can be used during pregnancy and breast
feeding but see your doctor if you have an infection
during pregnancy.

1.5

Contraini;ligét}éﬁé :

T TR

The product should not be used by women, who are
allergic to milk protein.

a Pl
| ~ AP 5

Karendalvej 76 - 7100 Vejie - Denmark - Fax no.: +45 7572 5942 - CVR no. 2775 9734
www.ladybalance.dk - info@ladybalance.dk
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1.6 | Warnings and cautions

Do not use if you are allergic to milk - contains traces of
milk proteins. LadyBalance can be used in cases of
dietary lactose intolerance.

See your doctor if you have vaginal pain, bleeding or a
yellow-green unpleasant smelling discharge - you could
have Trichomoniasis.

Not recommend if you are also using vaginal products
containing bacteria or yeasts (including milk-based
products) - this could reduce the effect of LadyBalance
or cause adverse effects.

1.7 | Possible bad effects

Clear or gritty discharge (1 in 10 users); light incidents:
yeast smell, urge to pass water, headache, itching,
spotting (light bleeding) (1 in 100 to 1 in 10 users).
These improve after stopping treatment.

2 Circulated information of product in countries (if any)
The product is accepted by the Danish Agency for Medicine based on European
Union legislation. The approval is therefore valid for the European Union.

3 Registered indications in other countries (if any)

4 Important safety / performance related information

The requirement to report back any safety events is informed through the
distributionchannel. No significant adverse effects have been reported through over
10 years of marketing in Denmark, Europe and other countries in the world.

This product does not contain any animal or human cells, cells, tissue or derivatives
of microbiological or recombinant origin or any irradiation sources.

Legitimate representative of product owner

Signature (Full name and title)

Confirm by stamp or digital signature

INGE DekAE HANSEN

CEO; DEVELDO PER

Karendalvej 76 - 7100 Vejle - Denmark - Fax no.: +45 7572 5942 - CVR no. 2775 9734
www.ladybalance.dk - info@ladybalance.dk




Inge Dorthe Hansen has proved her identity by showing passport,

The Court in Kolding denmark, 2022-03-08

il %
arlotte Rytger
Notary Public

-
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APOSTILLE
(COnvention de La Haye du 5 octobre 1961)

1. Country: Denmark
Land: Danmark

This public document
Dette offentlige dokument

2. has been signed by Charlotte Rytger
er underskrevet af

3. acting in the capacity of | Notary Public
i cgenskab af Notar

4. bears the seal/stamp of |The Court in Kolding
er forsynet med segl/stempel af | Retten i Kolding

Certified

Attesteret
5. at Copenhagen | 6. the 09 Mar 2022
i Kebenhavn den 09 mar 2022
7. by Ministry of Foreign Affairs of Denmark
af Udenrigsministeriet
8. No 6831AE63

nr.

9. Seal/stamp: 10. Signature:

Segl/stempel: Underskrift:

Lene Maltetr Hansen

This Apostille only certifies the authenticity of the signature and the capacity of the person who has
signed the public document, and, where appropriate, the identity of the seal or stamp which the
public document bears. This Apostille does not certify the content of the document for which it was
issued.

To verify the issuance of this Apostille, scan the QR code or visit the following website:
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MO TA KY THUAT SAN PHAM LADYBALANCE; A NSLATION
| BANDICH

STT

Danh muc

Ngi dung

Mb ta san pham

Mb t& san pham

LadyBalance la sén phdm vién @3t am dao c6 trong lwong
khoang 1200 (1.100-1.300) mg, chia thanh 2 nira/phan, bao
gbm 96 (95,5-99,9) % lactose monohydrate, Ph. Eur grade,
(0,3-2,0) % magnesium stearate, veg. , Ph. Eur grade, (0,1-
2,5) % silicium dioxide (Syloid AL-1 FP).

Cac thanh phan dwoc tron 13n va ép thanh vién ma khéng can
thém bét ky chat phu gia hay hé trg' ché bién nao khac.

1.2

Thanh phan va thiét bj
phu trg

96 (95,5-99,9) % lactose monohydrate, Ph. Eur grade, (0,3-
2,0) % magnesium stearate, veg. , Ph. Eur grade, (0,1-2,5) %
silicium dioxide (Syloid AL-1 FP).

1.3

Muc dich st dung/ Chi
dan

Vién dat am dao LadyBalance dugc st dung dé diéu tri va
ngan ngtra: '

Nhiém khuan am dao (BV)

Khi hw va am dao cé mui khé chiju

Kho va nglra @m dao

Am dao bi kich (rng va dau nhirc

1.4

Hwéng dan sir dung

Vién thuéc phai dwoc dat sau vao trong am dao bing ngén tay
sach. C6 thé lam &m vién nén trudc khi dat.

LadyBalance dugc st dung theo nhu cau nhén thic cla ban
than - d6 la bét ct khi ndo phu nir cé triéu chirng mét can
bang &m dao, khi hw c6 mui héi khé chiu va theo tirng giai
doan kinh ma nguwdi phu nir trdi qua (sau ky kinh nguyét hodc
sau khi quan hé tinh dung khéng an toan).

Liéu dung théng thuwong 1a % -1 vién mot I1an, khoang tir 3-20
I&n mét thang. D& phong nglra va hd tro diéu tri bénh viém
nhiém am dao, duy tri am dao khde manh, sdn phdm nén
duoc dung tir %-1 vién méi ngay.

LadyBalance c6 thé dwoc sir dung trong thdi ky mang thai va
cho con bu; nén héi y kién bac s§ néu bj viém nhiém trong thoi
ky mang thai.

1.5

Chéng chi dinh

San phadm nay khéng dung cho phu ni¥ bj di (rng véi protein
s(ra.

Karendalvej 76 - 7100 Vejle - Dan Mach - Fax: +45 7572 5942 - CRV s6 2775 9734
www.ladybalance.dk - info@ladybalance.dk

% X S-B__‘_



1.6 Canh bao va than trong | Khong ding néu ban bi di trng v6&i sira - thanh phan c6 chira
protein sia. LadyBalance c6 thé dwoc sl dung trong cac
trwdng hop ché d@d &n khéng dung nap lactose.

Tham van bac si néu am dao bj dau, chdy mau, hodc khi hw
mau vang - xanh ¢ mui khé chiu, cé thé ban bj nhiém
Trichomoniasis.

Khéng dung LadyBalance néu ban dang st dung cac san
pham am dao c6 chira vi khudn hodc ndm men (bao gdm cac
san pham ché xuét tir sta) - diéu nay cé thé lam giam hiéu
qua cla LadyBalance hodc gay ra cac tac dung phu bét loi.

1.7 Téc dung phu cé thé Dich tiét trong hodc gon (ty 1& 1/10); triéu chirng nhe: ¢é mui

xay ra men, budn tiéu, dau dau, rat, chdy mau nhe (ty & 1/100 dén
1/10). Céc triéu chirng nay dwoc cai thién sau khi dirng didu
tri.

2 Théng tin Itru hanh san pham tai cac quéc gia khac (néu co)

San phdm da dwgc phé duyét béi Co quan Dwge pham Dan Mach dya trén luat phap
cla Lién minh Chau Au. Do vay, phé duyét nay cé hiéu lyc trén toan b Ianh tho Lién
minh Chau Au.

3 Chi dinh da ding ky & cac nwéc khac (néu co)

4 Théng tin quan trong lién quan dén vén dé an toan/ sir dung

Yéu chu bao cao bat ctr sy kién nao lién quan d@én tinh an toan san phdm dwoc théng
bao qua kénh phan phéi. Khéng co bét ctr tac dung phu dang ké nao dwoc ghi nhan qua
hon 10 nam tiép thi va phan phdi san phdm nay tai Dan Mach, Chau Au va cac nwéc
khac trén thé gioi.

San pham khong chira bat ky t& bao dong vat, té bao co thé con ngudi cling nhw cac té
bao, cac méd hodc cac chat din xuét c6 ngudn gbc vi sinh hodc tai td hop hosc bét cir
ngudn chiéu xa nao.

Dai dién hop phip ciia Nha san xuét
(dd ky va dong ddu)

Ingne Dorthe Hansen , '
Giam doc diéu hanh va phat trién san pham

Karendalvej 76 - 7100 Vejle - Pan Mach - Fax: +45 7572 5942 - CRV sb 2775 9734
www.ladybalance.dk - info@ladybalance.dk
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Xéc nhén Ba Inge Dorthe Hansen c¢6 mt tai Vin phong cong chimg hém nay trude sy c6 mit
ciia chong chimg vién da phé chuin va ky vao tai liéu phia trén. Tai liéu hoan toan khong c6 sira
chira hay tiy x6a.

Ba Inge Dorthe Hansen d3 chimg minh danh tinh ciia minh biing cich xuét trinh hd chiéu.

Toa 4n tai Kolding, Pan Mach, ngay 08 thang 03 ndm 2022.
(da ky va chimg thurc)

Charlotte Rytger
Cong chung vién

e =22 weu
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CHUNG NHAN
(Céng woc La Hay ngay 05 thdng 10 ndm 1961)
1. Qubc gia: Pan Mach
_ Gidy to, tai liéu nay
2. Do Ong (Ba): Charlotte Rytger ky
Vi chirc danh: Cong chirng vién
Va con dau ctia: Toan an Kolding

bl

chimg nhan

Tai: Copenhagen
Ngay: 09/03/2022
Co quan cap: B Ngoai giao Pan Mach
S6: 6831AE63
béng dau
(dd dong dau)
10. Chir ky

(da ky)

Lene Moller Hansen

© %N oW

Chimg nhén nay chi chimg nhén tinh x4c thyc ctia chir ky va nang luc cia ngudti da ky vao tai liéu cong
bd, va, néu thich hgp, danh tinh ciia con d4u hoic con déu trén tai liéu cong bd. Chimg nhan nay khong
chimg nhan ndi dung cua tai liéu ma né duge phat hanh.

Pé xac minh viéc cip chimg nhan nay, hiy quét ma QR hoic truy cép trang web sau:
https://e-register.um.dk.

PAI SU QUAN NUGC CHXHCN VIET NAM TAI PAN MACH
CHUNG NHAN HQP PHAP HOA LANH SU’

1. Qubc gia: Viét Nam

Gidy to, tai liéu nay
Do Ong (B): LENE MOLLER HANSEN ky
Véi chire danh: Cén by hanh chinh
Va con déu cia: BO NGOAI GIAO PAN MACH

dwge chirng nhén/hop phap héa linh sy

Tai: COPENHAGEN
Ngay: 09/03/2022
Co quan cép: Pai sir quan nuwéc CHXHCN Viét Nam tai Dan Mach
S6: 30.03/HPHLS/22

oal-al o
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Bi thwr thir nhat
(da ky va dong dau)
Hoang Lé Nguyét Minh
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T6i, Vii Thi Tinh, CMND s6: 017253279 cép ngay 18/01/2011 tai Cong An Thanh Phd Ha Nbi; cam doan
dich chinh x4c gidy to/ van ban nay tir tiéng Anh sang tiéng Viét.

Ngudi dich

2

Vii Thi Tinh
LOI CHUNG CUA CONG CHUNG VIEN
Hém nay, ngay 02 thang 04 nim 2022 (Ngay mung hai thang tu nim hai nghin khong tram hai muoi hai)

Tai Vin phong Cong chimg Nguyén Hué, dia chi tai sé 165 Giang V5, phuong Cét Linh, quin Déng Da,
thanh phé Ha Noi.
Téi, - Céng chimg vién.trong pham vi trach nhiém clia minh theo quy dinh cua phap
luat.

CHUNG NHAN

- Ban dich nay do ba Vi Thi Tinh, CMND s&: 017253279 cip ngay 18/01/2011 tai Cong An Thanh Phé Ha
Ndi, 1a cdng tac vién phién dich ciia Vin phong Cong chimg Nguyén Hug, thanh phé Ha Néi, da dich tir
tiéng Anh sang tiéng Viét .

- Chir ky trong ban dich ding la chir ky cua ba Vi Thi Tinh;

- Noi dung cia ban dich chinh xac, khong vi pham phap ludt, khong trai véi dao dirc xa hoi;

- Vin ban cong chimg nay dugc 14p thanh 03 ban chinh, méi ban gdbm 05 to, 05 trang, luu mét (1)
ban tai Vin phong Cong chimg Nguyén Hug, thanh phé Ha Noi.

S6 cong chimg: 1292 Quyén s: 01 /2022 TP/CC-SCC/BD

CONG CHUNG VIEN
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TECHNICAL DESCRIPTION OF LADYBALANCE

No

Heading

Content

Description of the medical device

1.1

Description of the
medical device

This product is a vaginal tablet of 1200 (1100-1300) mg,
dividable into two pieces, consisting of 96 (95,5-99,9) %
lactose monohydrate, Ph. Eur grade, (0,3-2,0) %
magnesium stearate, veg., Ph. Eur grade, (0,1-2,5) %
silicium dioxide (Syloid AL-1 FP).

The components are mixed and pressed into tablets
without further additives or processing aids.

1.2

List of accessories and
fittings

96 (95,5-99,9) % lactose monohydrate, Ph. Eur grade
(0,3-2,0) % magnesium stearate, veg. , Ph. Eur grade,
(0,1-2,5) % silicium dioxide (Syloid AL-1 FP).

1.3

Purpose/ Instruction

LadyBalance vaginal tablets is used to treat and
prevent:

Bacterial vaginosis (BV)

Unpleasant vaginal odour and discharge
Vaginal dryness and itching

Vaginal irritation and soreness

1.4

Instruction

b od

P !
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The tablet must be applied deep into the vagina by a
finger. Moistening the tablet may help insertion.

The women will use the product according to percepted
need - whenever she feels an imbalance or bad smell
and in periods where she by experience has problems
(after the period, after unprotected sex).

Normal dosage is ¥z - 1 tablet at a time, with between 3
and 20 inserts per month. To prevent and support
treatment of bacterial vaginosis, maintain a heailthy
vagina % - 1 tablet is used every day.

LadyBalance can be used during pregnancy and breast
feeding but see your doctor if you have an infection

during pregnancy.

1.5
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The product should not be used by wnmen who are
allergic to milk protein.
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Karendalvej 76 - 7100 Vejle - Denmark - Fax no.: +45 7572 5942 - CVR no. 27759734

www.ladybalance.dk - info@ladybalance.dk
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1.6 | Wamings and cautions Do not use if you are allergic to milk - contains traces of
milk proteins. LadyBalance can be used in cases of
dietary lactose intolerance.

See your doctor if you have vaginal pain, bleeding or a
yellow-green unpleasant smelling discharge - you could
have Trichomoniasis.

Not recommend if you are also using vaginal products
containing bacteria or yeasts (including milk-based
products) - this could reduce the effect of LadyBalance
or cause adverse effects.

1.7 | Possible bad effects Clear or gritty discharge (1 in 10 users); light incidents:
yeast smell, urge to pass water, headache, itching,
spotting (light bleeding) (1 in 100 to 1 in 10 users).
These improve after stopping treatment.

2 Circulated information of product in countries (if any)

The product is accepted by the Danish Agency for Medicine based on European
Union legislation. The approval is therefore valid for the European Union.

3 Registered indications in other countries (if any)

4 Important safety / performance related information

The requirement to report back any safety events is informed through the
distribution-channel. No significant adverse effects have been reported through over
10 years of marketing in Denmark, Europe and other countries in the world.

This product does not contain any animal or human cells, cells, tissue or derivatives
of microbiological or recombinant origin or any irradiation sources.

Legitimate representative of product owner
Signature (Full name and title)
Confirm by stamp or digital signature

INGE DekTHE HANSEN
CEQ y DEVELOPER

.

Karendalvej 76 - 7100 Vejle - Denmark - Fax no.: +45 7572 5942 - CVR no. 2775 9734
www.ladvbalance.dk - info@ladybalance.dk
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This is to certify that Inge Dorthe Hansen today in my presence at the No-

tarial Office approved and signed the above document. No conspicuous cor-
rections or addenda were found in the document.

Inge Dorthe Hansen has proved her identity by showing passport.

The Court in Kolding denmark, 2022-03-08
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09 Mar 2022
Lenc Maltet Hansen

09 mar 2022

10. Signature:

Auesteret

APOSTILLE
Certified

tar
Ministry of Foreign Affairs of Denmark

Udenrigsministeriet

6831AE63

This public document
Dette offentlige dokument
Charlotte Rytger
Copenhagen  |6. the
Kebenhavn

Denmark
Danmark

Nof

I

{Cc'mvmrion de La Haye du 5 octobre 1961)

4. bears the seal/stamp of |The Court in Kolding

er forsynet med seglistempel af | Retten i Kolding

3. acting in the capacity of |Notary Public

i egenskab af

2. has been signed by
er underskrevet af’

1. Country;

5. at

7. by

af

8. No

9. Seal/stamp:
Segl/stempel:

To venify the issuance of this Apostille, scan the QR code or visit the following website:

signed the public document, and, where appropriate, the identity of the seal or stamp which the
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This Apastille only certifies the authenticity of the signature and the capacity of the person who has
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EA PHARMA

Tru s&: Nha B5, Khu nha & thép tang sé 15 ngé 91 Nguyén Chi Thanh,
Phuong Léng Ha, Quén Déng Pa, TP Ha Noi

Tel: 024 3773 9718 Hotline: 0982 494 065

Email: contact@eapharma.vn Website: www.nguyenhealthcare.vn

HO SO KHOA HOC

- B&o cao 1am sang “Pénh gia hiéu qué, an toan va sw chap nhan cia
LadyBalance® trong hé tro diéu tri viém am dao tai Bénh vién Phu sén
Trung wong”, TS. Vi Van Du, Bénh vién Phu san Trung wong, 2014.

- Phan tich khoa hoc vé san phdm LadyBalance® cia Gido sw Simon
Emery, Bénh vién Singleton, Vuong qudc Anh.

- Tai liéu cap nhat vé hiéu qua diéu tri cha LadyBalance® dbi véi tinh
trang nhiém ndm Candida.

- Nhirng van dé lién quan dén ngwa, rat am dao.

LadyBalance® - Hop 12 vién

Hotline: 0982 494 065



BAO CAO NGHIEN CU’U LAM SANG )
“Danh gia hiéu qua, an toan va sw chap nhan cua LadyBalance trong ho tr¢

diéu tri viem am dao tai Bénh vién Phu san Trung wong”
Bénh vién Phuy san Trung wong 2013-2014

BOY TE
BENH VIEN PHU SAN TRUNG UONG

BAO CAO KET QUA NGHIEM THU PE TAI CAP CO SO

DANH GIA HIEU QUA, AN TOAN VA SU CHAP NHAN CUA
LADY BALANCE TRONG HO TR(Q PIEU TR] VIEM AM PAO
TAI BENH VIEN PHU SAN TRUNG UONG

Chii nhigm aé tai: TS. V@i Viin Du
Cb vin aé tai: PGS.TS. Nguyén Viét Tién

Co quan chi tri: Bénh vién Piw san Trung wong

BENH VIEN PHU SANTRUNG L ICING Ha Ngi, 2014

Cha nhiém: TS. Vi Van Du - Trwdng khoa Diéu tri theo yéu cau

Cb van: PGS. TS. Nguyén Viét Tién - Giam dbc Bénh vién PSTW



BAO CAO NGHIEN CU’U LAM SANG
“Panh gia hiéu qua, an toan va sw chap nhan caa LadyBalance trong ho tro’

diéu tri viém am dao tai Bénh vién Phu san Trung wong”

Bénh vién Phu san Trung wong 2013-2014

1. Dt thudc Neo Tergynan trong vong 10 ngay

2. Dat LadyBalance trong 12 ngay ké tiép, méi ngay 1 vién

1. LadyBalance c6 hi¢u qua trong ho tro diéu tri viém am dao do vi khuan, nam, Trichomonas hoac tap
khuan. Dac biét, ty 1é khoi dat 100% dbi v&i viém am dao do Bacterial Vaginosis.
2. LadyBalance cé tac dung:

- Lam giam cac triéu chirng ngira rat am ho, bong rat am dao, lam giam triéu chirng dau khi giao hop.
- Lam tang chat nhay & am dao va lam giam khi hw bat thwong trong am dao.

3. Da s6 cac bénh nhan déu c6 nhan xét viéc dung vién diat LadyBalance la binh thwéng va tién dung.



KIEM CHUNG VOI KET LUAN RUT RA TU BAO CAO NGHIEN CUPU DO CONG

TY MKS, PAN MACH THWC HIEN NAM 2009 VA CAP NHAT NAM 2013, 2018

“..90% phu nit 6m dao cé mui khoé chiu dat duoc két qua tuyét voi sau 12 tiéng..;
83% phu ni¥ bi dau rdt va ngira dm dao da khéng con tinh trang nay...; 75% phu ni¥
bi khé 6m dao cho théy rdng tinh trang ndy dé duwoc cdi thién ddng ké...; trén 50%
phu ni¥ stz dung LadyBalance® dé tdng khd ndng ham muédn tinh duc va nhdn thédy
ddy la mét san phdm vé cung hitu ich... Tat cé phu ni&* dé dung LadyBalance® déu
khdng dinh ho sé tiép tuc s dung sén phdm nay...”




o
KHIRON PHARMA 1ic

(Ban dich tiéng Viét Nam tir nguyén ban tiéng Anh giri kém)
Vién dat am dao LadyBalance

Panh gia lam sang tom tat: Simon Emery 1a mot trong nhig chuyén gia hang dau hién nay vé phu
khoa/tiét niéu tai Vuong quéc Anh, theo yéu cAu d3 dua ra ban tra 1oi/danh gia vé vién dat am dao tién
sinh hoc LadyBalance. Simon Emery cong tac tai bénh vién Singleton, Anh Quéc, 1a dong tac gia cta bai
bao vé chét tién sinh hoc LadyBalance ma s€ dugc trinh bay tai Hi thao Hi€¢p hoi Anh vé stre khoe tinh
duc va HIV / va Hiép hoi Bénh truyén nhiém qua duong tinh duc cia My (BASHH / ASTDA) vao ngay
27 - 29 thang 6 nam 2012 tai Brighton 2012. Simon Emery duoc coi 1a chuyén gia hang dau va c6 anh
huong 16n trong linh vie 1am sang va hién dang tién hanh nghién ctru lam sang cho LadyBalance; Ong da
trinh bay nhiéu tién bo thay 601 cudc song dbi voi phu nit, bao gdbm ca tién bé mang tinh dot pha vao thang
6/2011 khi Simon Emery tién hanh cay ghép da con tir ngudi me sang con gai: Simon Emery phdt biéu
trén Kénh 4 TIN TUC (Channel 4 NEWS) nhir sau: “Pong thdi nay khong phai la cii nhay Ion, ma don
gidn chi la mét bude di. N6 chi la mét co quan khéc - dp dung nguyén tic cdy ghép co bdan doi véi co
quan moi”’.

Céac bac si co thé théy duoc tiém nang 16n cua LadyBalance trong linh vuc diéu tri bénh viém nhiém, kho,
dau rat, ngira 4m dao va ting cudng kha ning sinh hoat tinh duc - nhiéu bac si phu khoa va chuyén khoa
dang mong mubn tiép can va doc dugc nhiéu dan chimg 1am sang hon nira dé ¢ thé cung cb/chimg minh
niém tin vao tién bd y hoc nay.

Céu héi 1 lién quan dén khiang dinh cia LadyBalance ApS: Vi sao hing LadyBalance ApS khing
dinh ring "Triét Iy chim séc sttc khoé 4m dao ciia LadyBalance 13 DUY NHAT TREN THE GIOI,
ké ca mdt s6 san phAm ma trong thanh phan c6 chira chit dinh duong danh cho vi khuin axit
lactic"? Xin hiy dwa ra cac bang chirng khoa hoc dé chirng minh khang dinh néu trén la ding

Tinh méi la ciia phuwong phap nay 1a sir dung chét tién sinh hoc (prebiotic) trong 4m dao. Bac si phu khoa
dd quen vé6i phuong phap giam d6 pH trong 4m dao nham ngin ngira nhidm tring. Ching toi ciing quen
voi cac tac dung phu cuia khang sinh trén h¢ thuc vat ty nhién cua am dao. San phém LadyBalance nham
muc dich nang cao vi khuan sita (lactobacilli) &m dao tu nhién c6 tinh ning bao vé bang cach cung cip
lactose nhu mot loai chat dinh dudng cu thé. Vi khuén sita gitp duy tri méi trudng am dao khoe manh
thong qua viéc hinh thanh hang rao bao vé trén biéu mé 4m dao va san xuat axit lactic va hydro peroxit
(H202) ¢6 tac dung giam do pH va lam cho nhiéu tac nhan giy bénh pho bién khong thé phat trién thuan
loi. Trong nhitng trudng hop trén, lactose s& dong vai tro nhu mot chit tién sinh hoc 4m dao.

Lactose dong vai tro chit tién sinh hoc

Cht tién sinh hoc khong chira vi sinh vat, dugc dinh nghia 1a mot thanh ph:‘?m thuc phém 1én men chon loc
va khong thé tu phat trién, co tac dung gitp cho co quan chu khoé manh bé‘mg cach hd trg ¢6 chon loc cac
vi khuén c6 loi. [23, 24]

Nghién ciru vai trd cua lactose nhu chét tién sinh hoc chu yéu tip trung vao viéc tang cuong kha nang nudi
dudng cho cac san pham sita. Boi vi n ¢6 tac dung ho tro vi khuan sita duong tiéu hoa, can thiét cho viéc
tiéu hoa san pham sira, nén n6 dap tmg day du yéu cau dé co thé duoc coi 1a mot chét tién sinh hoc tiéu
hoa.



Céu héi 2 lién quan dén triét 1y chira bénh TU NHIEN ciia LadyBalance: Hing LadyBalance ApS
khing dinh rang “Viéc cung cép lactose, tirc chit dinh dudng danh cho vi khuén axit lactic, dé nudi
dudng vi khuin c6 lgi theo triét 1y vé TU NHIEN”, viy thi liéu ring ching tdi — cac chuyén gia bénh
phu Kkhoa cé thé hiéu ring LadyBalance sé khong gy ra bit ky tic dung phu nao (cic anh huéng
xau) d6i véi vi khuin c6 loi axit lactic? Néu ding thi vi sao ?

Lactose 1a mot loai duong disaccharide tu nhién don gian. Loai duong nay c6 mat trong sira va, Vé mat 1y
thuyét, phu nit di ing véi sita s& khong gip van dé gi boi vi viéc khong dung nap sita 1a do su ving mat
cua lactase trong rudt dé chuyén hoa lactose. Khi dugc sur dung trong am dao, lactose dong vai tro nhu
mot chit nén cho vi khuan sira va khong can lactase enzym san c6. Khong c6 Iy do gi dé gia dinh rang
vién duong trong 4m dao s& giy ra bat ky tac dung phu déang ké nao. Thanh phan chinh trong cong thirc 1a
Lactose monohydrat (95%). Magié stearat va silic dioxit ciing c6 mat dé hd trg su gin két (chat phu gia
thudng dung trong san xuat vién).

Khéng phat hién thiy tac dung phu nghiém trong nao cua thudc ké tir khi dugc gioi thiéu tai Dan Mach
vao nam 2006. Cac tac dung phu nhe bao gom dich tiét dang bot 77%, dich tiét khong mau 29%, kich tng
7% va ngtra 8%.

Thanh phin Khi ning gay doc Su cdm wng/ nhay cdm Kich irng Binh luin chung
Lactose mono- | Chi cé tac dong bat loi gy ra do | Lactose co thé chira | Chi cé tic dong bat loi gdy | Pugc FDA chap
hydrate su thiéu lactase trong dudng rudt. | protein sita - chat gy | ra do su thiéu lactase trong | thuan 1a  thanh

An toan khi sir dung trong cac ché | di Gng dd duoc thira | dudng rudt. An toan khi sir | phan tro  (khong
pham duoc (1) nhan. Van dé nay duoc | dung trong cac ché phdm | hoat dong) (4)
Khéng c6 tac dong doc hai dén mé | xtr 1y trong ban Phan | dugc(l)
phdi (2) tich rii ro va Hudng | Khong c6 tac ddng doc hai
Cac dir liéu 1am sang cho thiy | dan st dung. dén mo phdi (2)
khong c6 kha nang nay (3) Céc du liéu lam sang cho
thdy khong c6 kha ning
nay (3)
Magié stearat Do doc cap tinh: Chua timg nghe néi t6i | Kich tng da va mit khi | Puoc FDA chap
CAS no. 557-04-0 | oral rat > 2000 mg/kg; la s& gdy ra sy cam | tiép xtc. Khi hit phai s& | thuan 1a thanh
WHO (Té chuc Y té Thé gi6i): | tng/nhay cam (7) gdy ra kich ing v6i phdi va | phan  tro  trong
Nhitng chét nay khong duoc coi la cac chat nhdy mang(8) thude (9)
chat doc hai (5) Hop chét
NEL oral rats 2500/kg bw/ngay GRAS(10)
Q)

(1) Baldrick, P Bamford, GG (1997): Panh gia doc tinh cua lactose dé hd trg quan Iy 1am sang bang viéc hit vao. Food Chem
Toxicol 35 (7): 719 - 33: Céac phat hién c6 hai c6 thé duoc tim thdy khi lactose dwoc thuc hién théng qua dudng miéng dbi voi
nhitng ¢4 nhin ma niém mac rudt non khong cé chura lactase. Nhirng phat hién nay khong c6 lién quan t6i cac tuyén quan Iy
khéc. Lactose dugc coi 12 an toan dé sir dung trong cac cAu tao hit vao.
(2) De Jestus Valle (2008): Banh gia doc tinh cua lactose va chitosan khi hit phai. J. Biomat.Sci. Polymer Edn 19 (3): 387-397:
Bé‘g chu6t hit khi lactose phun trong dng trong mot thir nghiém ngan. Két luan: Lactose khong gdy hiéu tmg doc hai d6i véi mo
phoi.
Phoi va niém mac 4m dao khac nhau, nhung n6i chung phéi thudng duoc nghi sé co nguy co bi hiéu tng doc hai cao hon so véi
niém mac am dao. Piéu nay cho thiy ring lactose khong giy hiéu tng doc hai cho niém mac 4m dao.
(3) Pic biét 1a cac dit liéu duoc dé cap trong Ban danh gia dir liéu 1am sang: Thir nghiém 4 véi hon 700 ngudi st dung cho thiy
cac tac dung phu nhu kich tng & mirc thip va khong c6 truong hop nao bi hoai tir niém mac. Cac t& bao Santiego et al (2009),
Ozkinc et al. (2005) va Hallén et al (1992) chi ra qua cac thir nghiém 1am sang, va khong c6 yéu t6 giy doc hai hoidc kich tmg
lién quan dén viéc viée st dung lactose cho am dao. biéu nay duoc chung minh bdi thyc té réng FDA chﬁp nhén luong lactose
tuong tu trong 4m dao nhu mot thanh phan tro.
(4) Nghién ciru thanh phén tro cia FDA cho cac san pham thubc dd dugce phé duyét liét ké vién dit am dao c6 chta 1.013 mg
lactose theo tham chiéu J2B2A4N98G. Diéu nay ngu ¥ ring san pham nay di dugc FDA coi 13 san pham an toan.
(5) Bao c4o hoi thao dinh dudng ciia FAO s6 46A WHO/Food ADD/70.36 vé stearat va cic hop chat khac
(6) HSDB (TOXNET)
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(7) http://www.makingcosmetics.com/msds1/msds-magnesium-stearate.pdf va mot vai chét khac.

(8) Hiéu tung kich tmg dwoc d& cap trong mot vai MSDS, vi du: http://www.hummelcroton.com/msds/mgstear m.html.
http://www.makingcosmetics.com/msds1/msds-magnesium-stearate.pdf. Tac dung khong dugc dinh lugng xem c6 phu hop voi
vién dat am dao LadyBalance hay khong, n6 s& dugc che phi béi cac tac dung phu duge dé cap trong thir nghiém 4

(9) Nghién ciru thanh phén tro cia FDA cho cac san phdm thudc da dugc phé duyét liét ké vién dit am dao c6 chira 17mg mg
lactose theo tham chiéu 70097M6130. Diéu nay ngy y rang san pham nay di dugc FDA coi la san phdm an toan.

(10) Pugc cong nhén an toan (21 CFR 180.1001 (c): trang web tham khao http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=efefb98b8e0cdab573f0a05b84484920&rgn=div8&view=text&node=21:3.0.1.1.14.2.1.119&idno=21

Céu hoi 3 lién quan dé}l tac dung phong bénh: Cac bac si Viét Nam hiéu ring LadyBalance cé tac
dung phong bénh rat tot, dac biét 1a phong bénh khi hw, tuy nhién hay chi ra rd ngoai bénh khi hw
thi LadyBalance c6 thé phong dugc cac loai bénh nao nira ? Vi sao ?

Trong s6 728 nguoi tra 1oi cau hoi diéu tra trén website ma di st dung vién Lactose, 1y do phd bién nhat
dé su dung LadyBalance bao gom:

- Dich tiét am dao c6/khong c6 mui khé chiu (73%/18%)

- Ngtra hoac kich tmg &m dao (37%)

- Kho am dao (16%)

- 90% phu nir v6i tlet dich am dao ¢6 mui kho chiu cho thdy su cai thién trong vong mot tuan.

- 81% phu ntr voi tiét dich 4m dao khong mui noi rang cac tridu ching dugc cai thién trong vong mot
tuan.

- 83% phu nir bi ngira va kich ung 4m dao, 76% phu nit bi khé am dao ciing bao cdo rang trong vong
mot tuan, tinh trang nay da duoc cai thién.

* Céc hiéu tng nay thuong dugc duy tri d6i v6i nhitng phu nir tiép tuc sit dung san pham trong thdi gian dai hon (1én dén 1
nim). Tac dung phu duoc béo céo rét it va bao gém tiét dich c6 dang bot hodc khong mau. (thong tin tham khao ca nhan
nay s€ duoc trinh bay tai Hoi thao gitta Hi€p hdi Anh vé strc khée tinh duc va HIV / va Hiép hoi Bénh truyén nhiém qua
duong tinh duc cia My (BASHH / ASTDA) vao ngay 27-29/6/2012, tai Brighton, Anh)

* Cac tac dung co logi trén ddi véi su kich ung va khé am dao duoc cho 1a do su gia tang vi khuén sita &m dao va sy binh
thuong hoa do pH.

Cau hoi 4 lién quan dén tac dung chira bénh: Hay chi rd ra cac loai bénh ma LadyBalance c6 thé
di€u tri dirt di€m (co nghia la phu nir sau khi mac nhirng bénh nay thi néu dung Ladybalance thi sé
khéi)? Vi sao LadyBalance lai c6 thé chira duwgc cac bénh nay?

Xem cau tra 101 phia trén. C9, su chita tri dugc dy doan 1a c6 thé nho vao cac co ché phong v¢ tu nhién.

Céu héi 5 lién quan dén cach diéu tri: Hiu hét bénh nhan nir tai Viét Nam dén giip bac si 1a da bi
bénh viém nhiém 4m dao twong ddi ning, vy thi, néu ching tdi (cac bac si) ké don cho bénh nhan
dung thudc khang sinh trong X ngay nao dé va sir dung LadyBalance tir ngay X+1 thi liéu ring
chiing tdi c6 thé khang dinh véi bénh nhian: SU DUNG LADYBALANCE PE KHONG CHO PHEP
BENH QUAY TRO LAI? Ngoai cach diéu trj theo phwong thirc vira néu, thi liéu rang cé cach diéu
tri nao khac nira khong ? Vi sao?

Céac vién nén c6 thé duoc st dung dé diéu tri bénh nhiém trung hién tai hodc ngin ngira nhiém trung trong
tuong lai. Mot s6 bénh nhan bi nhiém trung am dao ky khi ndng can phai duoc diéu tri ban dau v&i mot
loai khang sinh nhu metronidazole, sau do la dung vién dat am dao lactose nham tang cuong su bao v¢ tu
nhién.

* Hau hét cac bénh nhan gap van dé man tinh hodc dinh ky cép dd nhe c6 thé duoc diéu trj béng cach truc
tiép sir dung chit prebiotic (tién sinh hoc) nay.



Céu héi 6: Xin hiy cho chiing t6i biét danh gia (két luan) cia EC trwéc khi cAp Gidy chirng nhin
cho LadyBalance. Ngoai ra, xin hiy cho chung tdi biét cac danh gia cua cac chuyén gia cé uy tin
trén the gidi vé LadyBalance.

Panh gia trén duoc cung cap boi chuyén gia tu vin Simon Emery ctua Bénh vién Singleton, Anh, dong tac
gid cua mdt bai bao vé chét tién sinh hoc LadyBalance ma sé duogc trinh bay tai BASHH/ASTDA vao
ngay 27-29 thang 6 nam 2012 tai Brighton 2012. Ban chinh thuc cta bai bao y hoc nay sé¢ khong duoc
phép tiét 16 cho dén ngay hoi thao nay dién ra, nhung c6 thé duoc phép ban va phan phdi ngay sau hoi
thao nay. Simon Emery duoc coi 1a mdt chuyén gia hang dau va c6 anh hudng 16n trong linh vyc 14m sang
va hién dang tién hanh nghién ctru 1am sang cho LadyBalance.

Cau tra 10i ciia Ba Inge Dorthe Hanson, Chu tich hiang LadyBalance ApS, lién quan dén chimng
nhan CE: Néu cau hoi c¢6 lién quan dén bao céo cua Notified Body (Co quan Thong bao), két luan
cudi cing d6 1a LadyBalance di duoc dé nghi cap chimg nhan.

Tai hai chuyén thim giam sat mé&i nhit tir Co quan Thong bao, khong c6 khang dinh nao vé su
khong phu hop dugce dua ra.

Cau hoi 7: Hang LadyBalance ApS thong bao rang “Trén 50% phu nir da thir nghiém da tang kha
nang ham muon tinh dyc va nhan thay LadyBalance rat hiru ich”. Két qua nay c6 thé dwoc giai
thich nhw theé nao?

Sau déy 14 cdu tra 101 tir Nha phan phdi Khiron Pharma LLc — cac dit liéu y hoc chimg minh.
A — Céc triéu chirng trén co thé

LadyBalance hd tro duy tri ndng d6 pH tur nhién trong &m dao (4-4.5), néu do pH tu nhién trong 4m dao
tang lén qua 4.5, phu nit ¢6 xu hudng bi dau va khong thoai mai trong khi sinh hoat tinh duc, do do viéc
giam do pH s& gitip viéc sinh hoat tinh duc dwgc thoa min hon. Khong gidng nhu cac triéu ching mén
kinh khéac (vi du nhu ban do), cac tri¢u chirng am dao c6 xu hudng trd 1€n nang hon trong thoi ky man
kinh, do vay viéc duy tri va hd tro pH trong qué trinh tién man kinh rt quan trong. Tham chiéu: Huang A,
tién mén kinh 2010; 17 (1): 121-126; Quaschino S, Min Gin 2008; 60(2): 105-114

B — Cac triéu chirng tam ly

Tac dong tam 1y dbi voi cac van dé vé stc khoe tinh dyc ntr gidi co thé rat nghiém trong voi cac triéu
ching khac nhau, tir cac triéu ching nhu trdm cam, hoang tudng (do ndi lo vé mui), thiéu su ty tin anh
huong t61 viée gan gii thé xac va mbi quan hé “thdn mat”, cac chan thuong ca nhan thuc té, t6i su cing
thang am dao va co bép, van dé lién quan dén long tu trong (ma trong mot s6 truong hop ¢6 thé dan toi
cac van dé vé co 1ap hodc phu thudc), hoac tham chi mot s6 phu ntr s& gidu chong minh van dé ho gap phai
hang nim troi (nghién ctru trudng hop gan day cho thdy mot phu nir da gitr kin vin dé minh phai chiu
dung trong sudt 30 ndm). LadyBalance thi khac: né co thé dugc sir dung doc 1ap hoic két hop véi phuong
phap diéu trj bang khang sinh.

LadyBalance — Giap ban tré nén “phu nit” hon

Khi diéu tri hodc duy tri, san phadm LadyBalance s& hd tro can bang d6 pH cin clr vao tit ca cac Iy do y

hoc ma béc si Simon Emert da néu trén trong khoang tr Q1 dén Q6 bang cach ho trg can bang tu nhién

trong am dao, tang kha nang tuy bodi tron va do d6 ban cam giac “phu nit” cua ban s€ quay tr¢ lai. Cam
4



giac so hai dén mtrc ma ban phai sir dung hoic ap dung cac san pham chuyén tri khi than mat khong con
can thiét trir truong hop day la su lya chon hodc mong mudn ting su gan giii dua trén muc d6 ty tin cia
phu nir dbi v6i co thé minh va biét rang ho cam thay ty tin hon khi cam nhan su “than mat”.

Chung t6i that sy hy vong rang céc ban s& lay lam 1y thu khi nghién ctu vé vién dat 4m dao tién sinh hoc
LadyBalance va ching t61 cling mong muodn cdc ban s€ tham gia cung ching t61 vao cudc cach mang
cham séc¢ noi tham kin nhat ctia phu nir trén toan thé gioi

Khiron Pharma LLc xin dugc cam on va bay t6 tinh cam trang trong nhat.

Dan Norden_ Copenhagen, ngay 10 thang 06 nam 2012
Giam doc diéu hanh
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TAI LIEU KY THUAT - VIEN PAT AM PAO CHUA LACTOSE

- TINH TRANG NHIEM NAM CANDIDA - DU LIEU LAM SANG VA PANH
GIA DU LIEU LAM SANG

(Ban dich tiéng Viét dwoc giri kém ban goc tiéng Anh)

Ban 1, ngay 26 thang 1 nam 2014

Inge Dorthe Hansen

Nha sinh vdt hoc, chu tich Hang LadyBalance ApS - Pan Mach

Tac dung chinh cua vi¢c bod sung lactose vao mdi truong am dao la sy phat trién cua vi khuan axit
lactic san c6 trong moi truong am dao dé san xuat axit lactic tr duong lactose. Do do, s6 luong vi
khuan axit lactic tang Ién va nong do pH am dao giam di.

Céc loai nim Candida gdy bénh chiém wu thé 1a Candida albicans (chiém 80-90% céc truong hop),
Candida glabrata (5-15%) va Candida tropicalis (khoang 5%). Nam Candida la thé ludng hinh boi vi
no ton tai dudi dang hai hinh thai khac nhau.

 Blastopores (bao tr nim) chiém phan 16n, phd bién, d& 13y truyén va thuong khong co triéu
ching.

 Soi ndm (bao tir soi ndm hodc pseudohyphae) c6 thé xam lan cac mé va gy ra cac triéu chimg
(theo nghién cuu cua Ferrer, nam 2000). Theo nghién ctru ctia Thorup va cong su ndm 1999,
ndm Candida albicans c6 bon kiéu hinh:

> Blastophores: bao tir nAm

> Khuan ty gia (gia sgi nim)

> Khuan ty (soi ndm)

> Clamydospores (bao tir mang day)

Bénh phat trién lién quan dén su bam dinh vao biéu mé, san xuit enzym phospholipases, protease va
hinh thanh cac mang sinh hoc (theo nghién ctru cia Khan va cong sy nam 2010).

N4am Candida 12 loai ndm hoi sinh, va chi trong diéu kién ma cac loai nAm tré nén doc hai hon hoic
vat chi ¢6 kha ning phong thu yéu, ndm xam nhép vao cic mo va phat bénh. Nong do estrogen cao
¢6 lién quan dén sy ting tinh man cam. Vi vay phu nir mang thai, dic biét 1a trong ba thang cudi va
nhitng ngudi sit dung thude tranh thai véi lidu estrogen cao c6 ty 1& viém am dao do nim candida
cao. Phuong phép diéu tri bang thudc khang sinh (vi du nhu metronidazole chéng lai nhiém khuan
am dao), stt dung vong tranh thai va bénh tiéu dudng khong duogc diéu tri 13 nhitng yéu t6 anh huong
khéc (theo nghién ctru ctiia Ferrer, nam 2000).

Cac loai nam Candida khong 1én men hoic déng hoa lactose. C.albicans va C.tropicalis 14 bién thé
dong hoa cua duong cat saccharose, trong khi C.dubliniensis 1a & dang nguyén. Sau nay
C.dubliniensis c6 thé bién doi theo palatinose (theo Mycology online, nam 2005).

Tac dong tich cwe ciia vién dit Am dao chira lactose chong lai nhiém nim Candida am dao c6
thé duoc gidi thich qua co che dwgec mo ta dwdi day:

1. S6 luong vi khuan axit lactic ting giy ra mot qua trinh dong két tu ngin chin cac thu thé biéu
mo doi véi bao tir nam.



2. Lactobacilli c6 thé san xuat chat khang khuan bacteriocins va chat nay can tr¢ sy ndy mam cua

3.

cAc soi nam.

Qua trinh chuyén héa ctia ndm Candida tir bao tr ndAm thanh sgi ndm phu thudc vao ndng do pH.
Néu nong do pH trung tinh thi s€ tao diéu kién thuan lgi cho qua trinh chuyén hoa nay; nguoc
lai, néu nong d6 pH thap thi s& kich thich qua trinh chuyén hoa nguoc lai (tir sgi nam thanh bao
tr nAm) theo nghién ciru ciia Khan va cong sy ndam 2010. Giam nong do pH bang qua trinh 1én
men lactose s& trc ché sy chuyén d6i sang kiéu hinh chiém wu thé hon.

Nam Candida 1am ting manh ndng d6 pH trong méi truong vi sinh, trong d6 ngudn carbon 1a
axit amin, va amoniac duoc bai tiét (theo nghién ctru ctia Vylkova va cong su ndm 2011). Do d6
chinh vi sinh vat c6 thé diéu chinh méi truong am dao dé cho phep qua trinh chuyén ddi thanh
soi nam. Qué4 trinh nay chi hoat dong khi cac vi sinh vat phat trién trong diéu kién luong dudng
du6i mirc giéi han cho phép. Vylkova va cong sy (nim 2011) da tim ra rang 0,5% glucose trong
moi truong ndm phat trién s& e ché hoan toan sy kiém hoa, trong khi 0,3% glucose lam cham
lai su trung hoa nong d6 pH.

C6 mot van dé duogc dit ra: Liéu ndm Candida c6 hap thu (tiéu hoa) lactose hay khong, diéu nay
van chua rd rang. Cac thir nghiém dugc thuc hién trong phong thi nghiém riéng cho thdy tac
dung nay khong ap dung cho duong lactose. Piéu nay phu hop véi thyc té 1a nam Candida
albicans khong thé hap thu (tiéu héa) lactose.

Cudc khao sat y kién ngudi st dung ndm 2009 da chi ra rang, tong s6 253 ngudi s dung vién
dat am dao LadyBalance trong vong 1 tudn cho biét ho st dung vién dat &m dao chura lactose dé
dleu tri tinh trang ngua va dau rat. Ngoai ra, 43 % trong s6 nhiing nguoi st dung noi rang cac
van dé da tré nén “ it hon nhiéu” va 40 % trong s6 nhirng ngudi sit dung ndi rang cac van dé da
tré nén “ it hon”. Tong cong, 83% nhirng nguoi s dung vién dat da cho biét viéc st dung vién
dat am dao co chira lactose 1am giam cam giac ngtra va dau rét - triéu ching dién hinh cua viém
am dao do nim.

Ngudn tham khao:

Calderone RA, Fonzi WA (2001): Nhitng déc tot ciia nam Candida albicans. Xu hudng trong Vi
sinh vat 9 (7) trang 327 — 335.

Ferrer J (2000): Nam Candida dm dao: yéu té dich té va yéu té gdy bénh. Tap chi San Phy
Khoa so 71, 821-827

Khan MSA, Ahmad I, Owais M, Shahid M, Musarrat J (2010) Tinh doc hai va kha nang gay
bénh cua mam bénh nam doi voi nam Candida albicans. chuong 2, trang 21-45, I Ahmed et
al.(eds), Chong Nhiém trung nam. DOI 10.1007/978-3-642-12173-9 2. Springer-Verlag

Berlin Heidelberg 2010.
Tap chi nam online. T ruong Pai hoc Adelaide

www.mycology.adelaide.edu.au/Fungal descriptions/Yeast /Candida_.. dd dwoc in dn va xudt
ban vao 13/03/2005

Thorup AK, Holmstrup P, Torpet LA, Preetorius F, Reibel (1999): Bénh ndm miéng.
Tandlcegebladet 103 (15) 680-689

Vylkova S, Carman AJ, Danhof HA, Collette JR, Zhou H, Lorenz MC (2011): Cdc tac nhan gdy
bénh nam Candida albicans kich thich sw hinh thanh soi nam bang cach tang nong do pH ngoai
té bao

mBio 2 (3) e00055-11 DOI: 10.1128/mBio.00055-11



Danh gia dir li¢u 1am sang

Tac dung chinh cua sy bo sung lactose vao mdi truong am dao 13 dé khuyén khich vi khuan axit
lactic phat trién va san xuat axit lactic. Bai thdo ludn li€n quan dén chu dé nay dugc thé hién trong
danh gia khai quat dir lieu lam sang doi voi vién dat dm dao chira lactose.

Tac dung dbi véi truong hop viém am dao do nam khong duoc ky vong, nhung nhiing nguoi su
dung vién dat dau tién d3 phan hdi rang vién dat chira lactose co tac dung dbi vé6i diéu tri viém am
dao do ndm. Do do, mét nghién ctru da duoc tién hanh dé ching minh sy anh hudng nay.

Ly do chinh ma vién diit ém dao chiva lactose cé thé tri cdc trigu chitng ciia nhiém ndm Candida
la anh hwong ciia néng dé pH doi véi qud trinh chuyén héa ciia ndm Candida tiv bao tiv ndm
thanh sgi ndm. Néu nong dé pH thdp, vi sinh vit sé ton tai trong dm dao dwéi dang bao tir nim
khong gay bénh.

Cudc khao sat y kién nguoi sir dung chi ra 83% nhiing nguoi sir dung da timg gap triéu chimg dién
hinh cta viém 4m dao do nim di nhan théy sy cai thién sau khi sir dung vién dat am dao chwra
lactose 1 tudn. Céc co sé dit liéu nay chirng minh rang vién dit Am dao chta lactose c6 tac dong tich
cuc dbi voi trudong hop viém am dao do ndm Candida.



VE NHO’NG VAN DE LIEN QUAN DEN TINH TRANG NGU’A RAT CUA MOT SO
NGU'O1 SU’ DUNG VIEN DAT LADYBALANCE

(Ban tiéng Anh nguyén géc duwoc girt kém ban dijch tiéng Viét)

Inge Dorthe Hansen
Cha tich Héng LadyBalance ApS Dan Mach Nguwéi phdat minh ra LadyBalance

Mot ty & thap nhitng ngudi d3 sl dung vién d3t am dao LadyBalance (Lactose) néi rang ho gép
phai tinh trang ngra, rat, thdm chi la chdy mau nhe. Hién twong nay duoc giai thich nhu sau:

1. Hiéu rng kich thich cua axit cta axit lactic

Viéc tdng thém ham lugng lactose mang lai hiéu qua kép, dé 1a: i) Khi vi khudn cé loi trong méi
trwdng édm dao (Lactose Dordelin, Lactose Rhamnosis... ) duwoc cung cdp dud thire dn la lactose
(thanh phdn chinh chiém dén 96% vién ddt LadyBalance), vi khuén nay sé tiét du lwong axit lactic
lam cén bdng dé pH Gm dao, chéng lai cdc vi sinh vat khéng mong mudn; ii) Sw nhén lén cia vi
khuén axit lactic cung c6 hang rdo bdo vé trén niém mac dm dao.

Mot trong nhitng loi thé clia LadyBalance la viéc san sinh axit lactic dién ra kha cham, do d6
niém mac am dao s& khdng phai tiép xuc véi ndng do axit cao so véi cac san pham khac cé chira
axit. Tuy nhién, déi v&i mot s6 phu nit cé niém mac &m dao moéng va nhay cdm, ndng dd axit
tang c6 thé dan dén tinh trang ngra, rat, tham chi chdy mdau nhe. Hién tugng nay sé két thac khi
am dao khde manh va méi truéng pH 4m dao can bang.

Gap truong hop nay, ngudi st dung nén gidm lidu lwong st dung s& giam liéu st dung (tir 1
vién/lan xudng % vién/lan), hodc gidn cach thoi gian s&r dung (2-3 ngay/lan). Ngoai ra, chung ta
c6 thé bao vé thanh niém mac 4m dao nhay cam véi mot loai kem béo trung tinh nhu Vaseline.

2. Kha nang phat trién cia nAm men

LadyBalance dua trén thuc té rang cac vi sinh vat cé loi trong méi trvdng am dao phat trién va
san sinh axit lactic tir viéc hap thu lactose, trong khi dé cac vi sinh vat khéng mong muén nhu
nam Candida albicans khong thé hap thu lactose. Tuy nhién, khong thé hoan toan loai trir kha
nang trong nhitng trwdng hop hiém thay, men lactose tich cuc xuat hién va phat trién (d3 tirng
cé mot vi du co thé lién quan dén tac dung nhu vay; trong trudng hop nay hiéu &ng 1a mui men
va sy san sinh khi, khéng phai Ia hién twong nglra).

Hién tuwong nay sé tu hét sau khi tam dirng diéu tri vai ngay. Trwdng hop vira néu trén [a mét
trong nhitng ly do dan dén khuyén cdo: khéng dworc str dung LadyBalance cling liic vdi cdc sén
phdm diéu tri Gm dao cé chiva vi khudn.

3. Ton thwong do vién dat hodc thiét bj khac

Vién dat 4m dao khi duwoc bé doi cé thé c6 go, do vay, trong mot sé it trwdng hop khi ngudi st
dung so' y cé thé gay tray xudc niém mac am dao. Diéu nay cé thé gidm bdt bang cach lam am
vién nén trudc khi d3t. Ngoai ra, néu cdc thiét bi/dung cu dit thudc (nhu dai pH) cé thé 1am tén
thuong &m dao. Do vay, dung ngdn tay sach dat vién nén vao siu trong am dao, khéng can thiét
cong cu khdac ho tro khi d3t thudc.

02/04/2013

Inge Dorthe Hansen
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