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sau cac thanh phan c6 ham lugng 16n hon 1%. Cac chat mau c6 thé duoc ghi theo
bét cir thir tw nao sau cac thanh phan khéc theo chi din méau (CI) hoic theo tén nhu
trong Phu luc IV (Annex IV) cta Hiép dinh m§ phdm ASEAN. Nhimg san phim m§
pham dung dé trang diém, dudi dang cac mau khac nhau c6 thé liét ké tat ca cac chét
mau trong muc “co thé chira” hodc “+/->.

- Néu day du ty 16 phdn tram cta cac thanh phan ¢6 quy dinh vé gii han ndng
do, ham lugng tai cac Phu luc (Annexes) cua Hiép dinh my phdm ASEAN. Giira
hang don vi va hang thap phan duoc danh diu bang ddu phéy (*,”).

- Tén thanh phén phai dwgc ghi bang danh phép qudc té (International
Nomenclature of Cosmetic Ingredients - INCI) quy dinh trong cic 4n phdm m&i
nhit: T dién thanh phin my phdm qudc té (International Cosmetic Ingredient
Dictionary), Dugc dién Anh (British Pharmacopoeia), Dugc dién M§ (United States
Pharmacopoeia), Dif lidu t6m tit vé hoa hoc (Chemical Abstract Services), Tiéu
chuan Nhat Ban vé thanh phan nguyén liéu m§ phdm (Japanese Standard Cosmetic
Ingredient), 4n pham ctia Nhét Ban vé thanh phan nguyén liéu m§ pham (Japanese
Cosmetic Ingredients Codex). Tén thuc vat va dich chiét tir thue vét phai duoc viét
bang tén khoa hoc bao gém chi, loai thuc vét (tén chi thuc vat co thé rat ngin). Cac
thanh phan c6 ngudn gbe tir dong vat can néu chinh xac tén khoa hoc cua loai dong
vat do.

Nhitng chat sau ddy khong dwoc coi 13 thanh phén cia m§ pham:

- Tap chét trong nguyén liéu duoc sir dung.

- Cac nguyén liéu phu dugce st dung vi muc dich k¥ thuat nhung khong c¢6 mat
trong san pham thanh phim.

- Nguyén liéu duoc st dung v6i s6 luong can thiét nhu dung méi hodc chat mang
clia cac thanh phan tao mui.

d) Ngoén ngi trinh bay trong Phiéu céng bd 1a tiéng Viét hoic tiéng Anh. Cac noi
dung ghi tai muc 3 (Muc dich st dung), muc 7 (Thong tin vé to chirc, ca nhan chiu
trach nhiém dua san pham ra thi tredng), myc 8 (Thong tin vé ngudi dai dién theo
phap luét cia Céng ty), muc 9 (Thong tin vé Cong ty nhap khéu) trong Phiéu cong
bd phai ghi bing tién g Viét hodc tiéng Viét va tiéng Anh.

2. Dit liéu cong bd (ban mém ciia Phiéu cong bd): Cac td chirc, c nhan c6 thé
ndp dir lidu cong bd quy dinh tai khoan 1 Piéu 4 cua Thong tu nay theo moét trong
hai céch thirc sau:

a) Khai bdo tryc tiép: T6 chirc, c4 nhan dimg tén cong bd sén pham my phim giri
van ban vé Cuc Quan ly duoc - B Y té dé dugc cép tai khoan truy cap vao co s¢ dir
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Diéu 12. Noi dung clia Hé so’ thong tin san phim m§ phim
1. H6 so Théng tin san pham my phim gém c¢6 4 phan nhu sau:
a) Phan 1: Tai liéu hanh chinh va t6m tit vé san pham;

b) Phan 2: Chét lugng cta nguyén lidu:

¢) Phan 3: Chat luong cta thanh phim;

d) Phan 4: An toan va hiéu qua.

Noi dung chi tiét ctia Hd so Théng tin san pham my phim quy dinh tai Phu luc
s6 07-MP.

2. Phan 1 cila Hb so thong tin san pham phai duoc xuét trinh ngay cho co quan
kiém tra, thanh tra khi dugc yéu cau; cac phan khac neu chua day du thi xuit trinh
trong vong 15-60 ngay ké tir ngay kiém tra theo yéu cdu cia co quan chirc ning.

Chuong IV
YEU CAU VE AN TOAN SAN PHAM MY PHAM

o A A A A - = A ~ A
Di€u 13. Yéu cau vé an toan sin pham m¥ pham

Cac t6 chirc, ca nhan chiu trach nhiém dua san pham m§ pham ra thi truong
phdi dam bao céc san pham cta minh khéng c6 hai ddi véi sirc khoe con ngudi khi
dugc dung trong nhitng diéu kién binh thudng hodc nhitng diéu kién thich hop dugce
huéng dan, phu hop véi dang béo ché, théng tin ghi trén nhin, hudéng dan sir dung,
than trong dac biét, cling nhu cac thong tin khac cung cap boi nha san xuét hodc chil
s& hitu san pham.

Nha san xudt, cha sé hitu san phim phai danh gia tinh an toan trén mdi san phdm
m¥ pham theo Hudéng din danh gia tinh an toan m§ pham cua ASEAN. Gi6i han kim
loai ndng va v1 sinh vat trong my phdm phai dép g yéu cau cia ASEAN quy dinh
tai Phu Iyc s6 06-MP. Thanh phan céng thirc m§ pham phai dap tng theo cc Phy luc

(Annexes) - bin méi nhét cia Hiép dinh m$ pham ASEAN (dia chi truy cap: www.
dav.gov.vn hodc www.aseansec.org),

Diéu 14, Cic thanh phan chit cim, cdc thanh phin ¢6 quy dinh vé giéi han
nong dj, ham lhrong va diéu kién sir dung trong cdng thirc san phim my pham

Céc to chirc, cd nhan khéng dugc dwa ra thi truong nhitng sin phim my pham
coO chura:

1. Céc chét cim sir dung trong my pham véi didu kién di kem duoc liét ké trong
Phu luc IT (Annex II).

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vn















CONG BAO/Sé 107 + 108 ngay 27-02-2011 75

Pidu 25. Hd so diing ky quang cdo m§ phim, to chirc hji thao, sy kién gidi
thiéu m§ pham

1. Ho so dang ky quang cdo m¥ phém, t6 chirc hoi thao, su kién gidi thiéu m§y
phim bao gom céc tai liéu sau:

a) Phiéu ding k¥ quang c4o m§ pham, t6 chirc hdi thao, sy kién gioi thiéu my
phim (Phu luc s6 10-MP);

b) Ban sao Phiéu cong bé sén pham m§ phédm da dugc cép (c6 déng dau cua t6
chirc, ca nhan dang ky quang cio);

¢) Ban sao Gidy chimg nhan dang ky kinh doanh cua td chirc, ca nhan ding ky
quang céo (co dong dau cta td chirc, ca nhan diang ky quang céo);

d) Thu ay quyén cia tb chire, ci nhan cng bd m§ phdm cho to chic, ca nhan
dang ky quing céo, tb chirc hoi thao, sw kién gi6i thiéu my phim (truong hop to
chitc, ¢4 nhan dang ky quang céo, td chirc héi thao, sy kién gi6i thiéu my pham
khéng phai 14 t6 chirc, c4 nhan di cong b6 san phdm my pham);

d) Tai licu thuyét minh cho cac tinh nang, cong dung cua san phém trong truong
hop ndi dung quang c4o, ndi dung trinh bay tai hdi thao, sy kign gidi thi¢u my pham
néu tinh ning, céng dung clia san pham nam ngoai ndi dung da néu trong Phiéu cong
b6 san phim my pham;

e) 02 kich ban quang c4o (kich ban phai mé ta o phan hinh anh, phan 161, phan
nhac dy dinh s& quang cdo) hodc 02 mau quang céo dy dinh s& phat hanh (ap dung
dbi véi hd so ding ky quang cdo my pham) hoic tai liéu dy dinh trung bay, phat hanh
tai héi thao, su kién gidi thiéu my phém (4p dung ddi voi hd so dang ky td chirc hoi
thio, sy kién gi6i thiéu m§ phdm). Hd so phai c6 du giap lai ciia t chirc, ca nhén
ding ky quang céo, td chic hoi thao, sy kién gi6i thiéu m§ pham.

2. Céch lap hd so dang ky quang cdo m§ pham, té chirc hoi thao, su kién gidi
thiéu m§ pham:

a) Ho so dang ky quang cdo m§ pham c6 thé duoc 1ap cho mot hodc nhiéu san
ph:’é‘.m, duoc quang cao trén mot hodc nhiéu phuong tién thong tin dai chiing khac
nhau.

Mau quang cdo, kich ban quang cdo m¥y pham c6 thé dugc lap cho mot hoac
nhiéu san phim khéc nhau;

b) Hd so diang ky tb chirc hoi thao, sy kién gisi thiéu m§ phém 6 thé duogc lap
cho mot hodic nhiéu san phiam dwoc t6 chic tai mét hodc nhiéu dia diém trén dia ban
tinh, thanh phd.
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pham m¥ phim va nhitng ndi dung théng tin, quang cdo my pham da giai quyét
trén trang thong tin dién tir cua co quan dé phuc vu ¢ong tac kiém tra, thanh tra,
giam sat hdu mai.

3. Dinh ky vao ngay 30 thang 6 va 31 thang 12 hang nim, S&'Y té céc tinh, thanh
phd truc thude Trung wong, Ban Quén ly Khu kinh té ctra khau Méc Bai (tinh Tay
Ninh), Ban Quéan 1y Khu kinh té tinh Quang Tri giri béo cdo tinh hinh quan 1y chét
lugng va cong tac hau kiém my pham tai dia phuong, bao céo vé viée cap sb tiép
nhan Phiéu cong bé san pham my phdm (Phy lyc s6 15-MP), bdo céo vé viée cip
Phiéu tiép nhan hd so ding ky quang cdo my pham, t& chirc hoi thao, sur kién gidi
thiéu m§ pham (Phu lyc s6 16-MP) vé& Cuc Quan 1y dugc - Bo Y té.

4. DBinh ky ngay 30 thang 01 hang nim, 6 chiic, ¢ nhén chiu trach nhiém dua
san pham ra thi truong phai giri bao cao két qua hoat dong san xuat kinh doanh nim
trude cua don vi minh vé Cuc Quan Iy duoc - Bo Y té va So Y té 56 tai (Phu luc sb
17-MP).

Diéu 51. Biéu miu, Phy luc kém theo Théng tw

1. Mau Phiéu céng bd san pham m§ pham: Phu luc s6 01-MP.,

2. Tai liéu huéng din vé cong bd san pham my phdm: Phy luc sé 02-MP.

3. Huéng dan cua ASEAN vé cong b tinh ning ctia san pham m§ phim: Phy
luc sé 03-MP.

4. Quy wéc viét tat tén cac tinh, thanh phé true thude Trung wong va mot sé Ban
Quaén ly Khu kinh té: Phu luc s6 04-MP.

5. Thay d6i sau khi cong bé san pham my pham: Phy luc s 05-MP,

6. Quy dinh cia ASEAN vé gio1 han kim loai ning va vi sinh vt trong san phém
my phiam: Phu luc s6 06-MP.

7. H6 so thong tin san pham: Phy luc s6 07-MP.

8. Tai liéu hudng dan ciia ASEAN vé kiém tra hdu mai my phdm: Phu luc s6
08-MP.

9. Mau Bién ban ldy miu my phim dé kiém tra chit luong: Phu luc sé 09-MP.

10. Mau Phiéu dang ky quang cdo my phém, t6 chire hoi thao, su kién gici thidu
m$¥ pham: Phu luc sé 10-MP.

11. Mau Phiéu tiép nhén ho so ding ky quang céo m¥ pham, to chirc hoi thao,
su kién gi¢i thiéu my pham: Phu luc s6 11-MP,

12. Mau Giéy chimg nhan luu hanh tr do (CFS): Phy luc sé 12-MP.
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13. Mau Phiéu dang ky kiém tra thuc hanh tdt san xuit my pham: Phu luc sb
13-MP.

14. Mau don hang nhip khiu dung cho nghién ciru, kiém nghiém: Phu luc sO
14-MP.

15. MAu bdo cdo danh sach m§ phim da cép s tiép nhan Phiéu cong bd san
pham m¥ pham: Phu luc sé 15-MP.

16. Mau bao cao danh sdch my pham da cap Phiéu tiép nhan hd so dang ky
quang c4o, to chirc hoi thao, su kién gidi thiéu my phdm: Phy lyc sé 16-MP.

17. Méu bdo cao két qua hoat dong san xuét, kinh doanh my pham: Phu lyc s6
17-MP.

18. Mau théng béao tac dung bét loi d6i véi my pham: Phu luc sb 18-MP.

Diéu 52. Quy dinh chuyén tiép

1. Ké tir ngay Thong tu nay ¢6 hiéu luc thi hanh, tit ca céc to chire, cé nhan chiu
trach nhiém dua san phém my phém ra thi truong Viét Nam phai thuc hién viéc cong
b6 san pham my pham theo quy dinh tai Théng fur nay.

2. D6i v6i trudmg hop cac san pham di cong bb tir ngay 10/3/2008 (theo quy
dinh tai Quy ché Quan ly my pham ban hanh kém theo Quyét dinh s6 48/2007/QP-
BYT ngay 31/12/2007 ciia Bo truong Bo Y té) va dugc cap sb tiép nhan Phiéu cong
b6 san pham my pham con hiéu luc ma dap (mg cac quy dinh tai Thong tu nay thi
duoc phép tiép tuc san xuat (d6i voi my pham san xuét trong nude), nhap khau (d6i
v6i my pham nude ngoai) dén hét thoi han cua Phiéu cong bd san pham m¥y pham.

3. Nhiing san pham my pham dua ra luu théng khéng dap (mg yéu cau vé an
toan san phdm m§ pham theo quy dinh tai Chwong IV ctia Thong tu nay, té chire, ca
nhan chiu trach nhiém dua san pham ra thi trudmg phai thu hoi toan bo san pham va
thuc hién theo ding quy dinh tai Thong tir nay.

4. Cac san phim m¥y pham di dwa ra luvu thong trong thoi gian gidy phép con
hi¢u luc, néu dap Ung yeu cAu vé an toan san _phé"im my phé:lm theo quy dinh tai
Chuong IV cuia Thong tu nay thi duge tiép tuc lwu thong trén thi trudng dén hét han
dung ciia san pham.

Piéu 53. Hi¢u lwe thi hanh

1. Thong tu nay ¢6 hiéu huc thi hanh ké tir ngay 01/4/2011.

2. Bai bé Quyét dinh s6 48/2007/QD-BYT ngay 31/12/2007 cia B truéng Bo
Y té vé viéc ban hanh Quy ché quan ly m§ pham, Quyét dinh s 40/2008/QD-BYT
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- San pham lam sach (sra, bot, dau goi)
Cleansing products (lotions, powders, shampoos),
- San pham cung cap chét dinh duéng cho toc (sira, kem, dau),
Conditioning products (lotions, creams, oils),
- Céc sdn pham tao kiéu téc (stra, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
[J San ph:fim dung cao rau hodc sau khi cao rdu (kem, xa phong, sita,...)
Shaving product (creams, foams, lotions, etc.)
O San pham trang diém va tdy trang dung cho mat va mat
Products for making-up and removing make-up from the face and the eyes
O San pham dung cho méi
Products intended for application to the lips
O San pham d& cham séc ring va miéng
Products for care of the teeth and the mouth
[0 San pham diing dé cham séc va t6 diém cho mong tay, moéng chén
Products for nail care and make-up
[0 San pham dung dé vé sinh co quan sinh dyc ngoai
Products for external intimate hygiene
[0 San pham chéng ning
Sunbathing products
O San pham lam sam da ma khong cin tim néng
Products for tanning without sun
[0 San pham lam trang da
Skin whitening products
[0 Sén pham chong nhan da
Anti-wrinkle products
[0 San pham khac (dé nghi ghi rd)
Others (please specify)
3. Muc dich str dung (Intended use)
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2. T61 xin chiu trach nhiém tuan thu cac diéu khoan sau day (! undertake to
abide by the following conditions):

i) Bam bao c6 sin dé cung cap cac thong tin k¥ thudt va tinh an toan khi co quan
¢6 tham quyén yéu ciu va c6 day du hd so vé cac san pham di duge phan phéi dé
bao céo trong truong hop san pham phai thu hoi.

Ensure that the products technical and safety information is made readily
available to the regulatory authority concerned (*'the Authority ") and to keep records
of the distribution of the products for product recall purposes;

i1) Phai thong bao ngay cho co quan ¢6 tham quyén vé cac tac dung phu nghiém
trong gay chét ngudi hodc de doa tinh mang cua san pham bang dién thoai, fax, thu
dién tir hodc van ban trude 7 ngay ké tir ngay biét thong tin.

Notify the Authority of fatal or life threatening serious adverse event' as soon as
possible by telephone, facsimile transmission, email or in writing, and in any case,
no later than 7 calendar days after first knowledge;

i) Phai hoan thanh bao céo tac dung phu cua san phadm (theo mau quy dinh)
trong vong 8 ngay lam viéc ké tir ngay thong béo cho co quan cé tham quyén vé
nhitng tac dung phu nghiém trong nhu dd néu trong muc 2ii noi trén va cung cap bat
clr thong tin no theo yéu cau clia co quan ¢é tham quyén.

Complete the Adverse Cosmetic Event Report Form' within 8 calendar days
from the date of my notification to the Authority in para 2ii. above, and to provide
any other information as may be requested by the Authority;

iv) Thong bao ngay cho co quan c6 thim quyén vé cac phan img phu nghiém
trong nhung khong gay chét ngudi hodc de doa dén tinh mang cia san pham va trong
bat ctr truong hop ndo, viée bao cdo (sir dung miu béo cio) vé tac dung phu phai
duoc tién hanh trude 15 ngay ké tir ngay biét vé tac dung phy nay.

Report to the Authority of all other serious adverse events that are not fatal or
life threatening as soon as possible, and in any case, no later than 15 calendar days
after first knowledge, using the Adverse Cosmetic Event Report Form;

' Nhu da duge dinh nghia 18 rang trong tai liéu huéng dan cho cac cong ty vé bao céo tac
dung phu cta san pham m§ pham.

As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics
Products

' Trinh bay trong phu lyc I trong tai liéu hudéng dan cho céac cong ty vé bao cdo tic dung
phu ctia san pham my pham.

Set out in Appendix I to the Guide Manual for the Industry on Adverse Event Reporting of
Cosmetics Producis
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7. Thong tin vé nguoi dai dién theo phap luit cho cong ty. Particulars of the
person representing the local company

Ngudi dai dién cho cong ty dé ndp hd so cong bo phai ¢6 du trinh do va kinh
nghiém theo quy dinh cua luat phap va luat hanh nghé cua cac nudc thanh vién, la
ngudi dai dién theo phap luét cua cong ty néu trén Gidy chimg nhan ding ky kinh
doanh

The person who represents the company to submit the product notification must
possess adequate knowledge or experience in accordance with the legislation and
practice of the Member Country.

8. Thanh phan diy dii va danh phap. Full ingredient listing and nomenclature

a) Tét ca cac thanh phan cua my pham phai dwoc x4c dinh bang danh phap trong
an phAm mai nhét vé danh phap chuan (International Cosmetic Ingredient Dictionary,
British Pharmacopoeia, United States Pharmacopoeia, Chemical Abstract Services,
Japanese Standard Cosmetic Ingredient, Japanese Cosmetic Ingredients Codex). Tén
thuc vat va dich chiét tir thuc vat phai dugc xac dinh bflng chi, loai. Tén chi thue vat
¢6 thé rat ngan. Cac thanh phén c6 ngudn gdce tir dong vat can néu chinh xéc tén khoa
hoc ca loai dong vat do. Céac thanh phan sau day khong duoc coi 1a thanh phén cua
san pham:

All the ingredients in the product must be specified by using the nomenclature
from the latest edition of standard references (Refer to appendix A). Botanicals and
extract of botanicals should be identified by its genus and species. The genus may
be abbreviated. If ingredients derived from animals, it is required to specify the
scientific name of the animals. The following are not regarded as ingredients:

- Tap chat trong nguyén liéu duge sir dung.

Impurities in the raw materials used;

- Cac nguyén liéu duoc stir dung vi muc dich k¥ thuat nhung khong c¢6 mit trong
san pham thanh pham.

Subsidiary technical materials used in the preparation but not present in the final
product;

- Céac hoa chat duoc st dung véi mot sé lwong can thiét duoc kiém soat chit ché
nhu dung méi hodc chat gitt mui hoac cac thanh phan tao mii. Cac thanh phan nude
hoa va chét tao huong va cdc nguyén liéu cua ching ¢é thé viét dudi dang “huong
liéu” (perfume, fragrance).
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Phu luc 56 05-MP
THAY DPOI SAU KHI CONG BO SAN PHAM MY PHAM
Tly thude vao ndi dung thay déi, quy dinh nhur sau:

Noi dung thay doi

Cong bb sian pham

Thay d6i nhan hang

Thay ddi cong ty chiu trach nhi¢m dua san
pham ra thi truong

Thay dbi nha san xuét hoac déng goi (tén
va/hodc dia chi)

Tén va/hodc dia chi cua cong ty chiu trach
nhiém dua sin phim ra thi truong nhung
khong thay déi sé Giay chimg nhan dang ky
kinh doanh hodc Gidy chimg nhén dau tu.

Thay d6i kich ¢& bao géi, chat liéu bao bi,
nhan san pham

Cong bo moi

B6 sung, nhung khong 4p dung néu
nhu thong tin cén thiét khong dugc
dé cap dén trong Phiéu cong bd.

nPhaplLuat.vn
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Phu luc s6 07-MP
HO SO THONG TIN SAN PHAM
(PIF - Product Information File)

Ho6 so théng tin san phidm bao gdm cac ndi dung sau:

Phan 1. Tai li¢u hanh chinh va tém tit vé san phim

- Tai liéu hanh chinh:

+ Ban sao Phiéu ¢éng b san pham m§ pham c6 s6 tiép nhén ctia co quan quian ly
nha nude ¢ tham quyén (Ddi voi m§ pham nuée ngodi va my pham san xuat trong
nude cong bd ké tir ngay 10/3/2008); Phiéu tiép nhén Ban cong b tiéu chuan chét
lwong m§ pham (P6i véi my phdm san xudt trong nude duge cap phiéu tiép nhan
trude ngay 10/3/2008); Giay phép luu hanh my pham (Déi véi my phdm nude ngoai
duge cip sé dang ky luu hanh trude ngay 10/3/2008);

+ Gidy Uy quyén ctia nha san xuat hodc chi s¢ hitu san pham hodc thu thoa thuén
lién quan dén san pham;

+ Gidy chimg nhan Iwu hanh tu do - CFS (ddi voi my pham nude ngoai nhip khau);

+ Céc tai liéu hanh chinh c6 lién quan khac (Gidy chung nhin dang v kinh
doanh hodc Gidy phép du tu cta td chirc, c4 nhan chiu trach nhiém dua san pham
ra thi truong);

+ Cac thanh phan va ty 1¢ phan trim cua tat ca cac thanh phan trong cong thirc.

- Nhén va théng tin san pham:

+ Nhin san pham;

+ T& hudng dan str dung (néu c6).

- Cong bd vé san xuét:

+ Cong bo cua nha san xuét vé viée san pham dwoc san xuét ph hop véi cac
nguyén tac, tiéu chuan “Thuc hanh t5t san xuét my phim” cta Hiép hoi cac nwdc
Pong Nam A (CGMP-ASEAN) hoiic twong duong;

+ Hé thong ghi s6 16/ma san phdm.

- Danh gia an toan san pham my pham: Céng bd an toan (v6i v kién két luan co
chir ky, tén va van bang chimg chi ciia danh gia vién).

- Tém tat nhing tac dung khong mong mudn trén nguoi (néu ¢6).

- Tai liéu thuyét minh tinh nang, cong dung ctia san pham my pham (tém tat):

Bao cao ve danh gid tinh nang, cong dung cia san pham dua theo thanh phin va két
qua thu nghiém.
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- San pham nhudm toc: Thanh phan chat tao mau cam st dun 2;

- Cac nguyén liéu tr cay co: Du lugng chit bao vé thuc vat, vi sinh vat.

3. Kiém tra Ho so théng tin san pham (PIF):

Khi kiém tra hd so thong tin san pham can chu y nhirmg diém sau:

- Cong thirc san pham.

- Tiéu chuan cua nuéce sir dung trong san xuat.

- Su hién dién cua Benzene trong cac Carbomer.

- Ham lwgng Dioxane trong cac nguyén liéu ethoxylate hoa, vi du nhu SLES.

- Dau li:hoéng/Vaseline/Pe,lrafﬁn: phai tuan thi cac yéu cau trong hudéng dan coa
COLIPA v¢ qua trinh trung cat.

- Nguy co ¢6 nhiém Nitrosamine (Nitrit trong nude ¢6 thé a ngudn cia céc tac
nhan Nitro hoa).

- Panh gia tinh an toan.

- Nhitng yéu tb lién quan dén chat luong, vi du nhu quan Iy tai liéu, cong bd
GMP, su sach s&, v¢ sinh trong qua trinh san xuat.

- Cac nguyén li¢u co nguoén goc str dung cong nghé sinh hoc (chu y nguy co dot
bi€n gen).

- Dich chié’t thwre vat (chli v dung méi st dung, danh gia tinh an toan, chét bao
v¢ thuc vat, chat bao quan).

4. Dia diém kiém tra:

; Co quan quéx} ly can lap danp sach cac kénh phan phbi, dé{n béf) khong bo qua
bat ky mot dia diém nao. Vigc kiém tra giam sat hau mai my pham can tap trung noj
dau nguodn (cac don V.i dau moi1 nhap khau, phan phoi, san xuat). Ngoai ra, co thé
kiém tra tai cac dia diém:

- Clra hang my pham

- Clra hang ¢ céc trung tam thuong mai

- Nha thudc

- Cho binh dan

- Dich vu lam dep

- Phong kham da liéu,...

- Co s0 san xuat khong tudn thi CGMP: can ¢t vao mirc d anh hudng dén chét
lrgng va tinh an toan cua san phdm ma co thé yéu Cﬁ.l{ doanh nghiép co6 bién phap
khac phuc ngay hodc cdn khac phuc trong thoi gian ngan.

Thir tir wru tién trong viéc kiém tra giam sat hdu mai my pham dua vao loai san
pham. nguén gbc xuat xir, nhin hang, thwong hiéu cong ty, thanh phan cong thic.
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Phu luc s6 09-MP

TEN CO QUAN LAY MAU  CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Ty do - Hanh phuc

..... ngay..... thang..... nam...
BIEN BAN LAY MAU MY PHAM PE KIEM TRA CHAT LUQNG

Theo gidy gioi thiéu hodc thé thanh tra (ghi ro 56, ngay, thang, ndm va tén co
quan cap)

Ho va tén, chirc vu, co quan cua nguoi tham gia lay mau:

(U OO O PP TRRRRIPPPPPIPIRRPPTS
e teeee et eeeeeareteeeaebbeseiasbtteeeEAbessiaareeaaaaenteseaeeeeiesnriessiatsanarEeieeaaaeen e beeevennastseats
. J g ST S SRR SRR PP
Ngay lay mau:
TEN €O $G AUQC TAY MAU ..o ovvoeeeeeeeeee e er et
DA ChIieeeeeee e Dién thoais.....ccoovvvveeeeiieeeeen,
S616 | Donvi Tén, dia chi o
| ¥ . . | Nhanxét
R SX, | dong goi P | to chirc chiu| |
Tén . . A S6 | Nuode | |, o tinh trang
. ngay | nho nhat, . trach nhiem .
STT| my . Iwgng | san i 16 san
2 SX, | khoi lwgng X P dua san x ,
pham . iz lay | xuat 2 . | pham trudc
han hodc thé pham ra thi LA X
. ] . khi lay mau
dung tich truong
1
2
Piéu kién bao quan Khi JAY MAU.......vooveiee e

Bién ban duoc lam thanh 03 ban: 01 ban hru tai co s¢ dugc léy mau, 01 ban luu
tai co quan kiém nghiém, 01 ban luu tai co quan quan ly kiém tra chat luong.

Chir ky ngudi Chir ky dai dién co so Chir ky ngudi chieng kién
1ay miu dwoge 1dy mau (khi can thiét)

(Ky va ghi ¥6 ho tén)  (Ky va ghi rd ho tén, chirc danh) (Ky va ghi 1o ho tén)
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Phu luc sé 11-MP

UBND TINH/TP CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE.. Péc 1ap - Ty do - Hanh phic
T TR

PHIEU TIEP NHAN HO SO PANG KY QUANG CAO MY PHAM,
TO CHUC HQI THAO, SU KIEN GIOTI THIEU MY PHAM

So'Y té tinh/thanh phd... da tiép nhan hd so dang ky quang cio m§ pham, td chirc
héi thao, su kién giéi thigu m§ pham sé: (ghi s6 phiéu dang ky hé so quang cdo myp
pham, 16 chirc hji thao, sy kién gioi thiéu my pham cia don vi)

Cuia don vi: (ghi tén don vi nop ho so)

Dia chi: (ghi dia chi ctia don vi ndp ho so)

Flién thoai: (ghi sb dién thoai ctia don vi ndp ho so)

Tén san phdm my phdm dang ky quang céo, td chire hoi thao, su kién gioi thiéu
m§ pham:

ilinh thirc quang co: (dbi voi hd so dang ky quang céo)
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Ngay nhan du ho so hop 1&: (Ngay/théng/nam)
S$6 Phiéu tiép nhéan (*):
..., hgay... thang... nam...
THU TRUONG CO QUAN
(Ky tén, dong déu)
(Ghi ro ho va tén nguoi ky)

(*) Ghi chit: Cach ghi s6 Phiéu tiép nhan la a/XX/QCMP-A, trong do:

- a la S6 Phiéu tiép nhén;

- XX Ia hai chit 56 cudi ciia ndm cap;

- OCMP la cdc ky tw viét tét ciia cum tir «quang cao my phamny,

- A la ky hiéu viét tat tén tinh, thanh phé dwoc quy dinh tai Phu luc s6 04-MP

Vi du: 268/11/QCMP-HN c6 nghia la sé Phiéu tiép nhédn hé so quang cdo my
phéam 1é 268 do S¢ Y té Ha Néi cdp nam 2011.
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Phu luc s6 13-MP

TEN PON VI CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phuc

., hgay.... thang... nam...

PHIEU PANG KY KIEM TRA THU'C HANH TOT
SAN XUAT MY PHAM

Kinh giri: Cuc Quan 1y dugce - BO Y té
138A Giang Va, Ba Pinh, Ha Noi

1. Tén co s0:
2. Dia chi:
3. Dién thoai: Fax: E-Mail:
Thuc hién Thong tu Quy dinh vé quéan Iy my pham sé... ngay.... thang....
cia BOY té, sau khi tién hanh ty thanh tra va danh gia dat tiéu chuén “Thuc hanh tot

san xuat my pham”, Co s& chiing t6i xin dang ky v&i Cuc Quan 1y duge duoc kiém
tra CGMP-ASEAN.

Xin giri kém ban dang ky nay céc tai li¢u lién quan sau day:
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1. Gidy Chung nhan dang ky kinh doanh hoac gidy phép dau tu.

2. So dd td chirc, nhan sy cla co so.

3. Tai lidu dao tao vé “Thuc hanh t5t san xuat my pham”.

4. So dd vi tri va thiét ké cuia nha may, bao gém so do mat bﬁmg tfing thé; so dd
dudmg di cia cong nhan; so dd dudng di ciia nguyén lidu, bao bi, ban thanh pham,
thanh phdm; so dd hé thdng cung cp nude phuc vu san xuét; so dd xur 1y chat thai.

5. Danh muc thiét bi hién cé cia co s9.

6. Danh muc cac mdt hang dang san xuét hodc du kién san xuat.

7. Bién ban tu thanh tra “Thuc hanh t6t san xuit my phadm”.
GIAM POC PON VI

(Ky tén, dong dau)
(Ghi ré ho va tén nguoi ky)





















