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Ha Ngi, ngay 20 thang 09 nam 2019

GIAY TIEP NHAN PANG KY BAN CONG BO SAN PHAM
S6: 10963/2019/DKSP

Cuc an toan thuc phém xac nhan da nhan Ban cong bd san phém cua:

Tb chire, c4 nhan; Vin phong dai dién Kalbe International Pte. Ltd. tai Ha No1
Pia chi: Tang 4, 102 Thai Thinh, quan Pdng Pa, Ha Noi

Dié¢n thoai: (024) 32171115 Fax:

Email: kalbeviethaml@gmail.com

Cho san pham: Thyc pham béao vé sitc khoe NOCID; do:

PT. KALBE FARMA TBK.

Dia chi: JI. M.H. Thamrin Blok A3-1, Kawasan Industri Delta Silikon, Lippo Cikarang,
Bekasi, Indonesia

Nudc xuat xir: Indonesia san xuat, phu hop:
Tiéu chuan s6 13/2018/KAL ngay 08/07/2019
Doanh nghiép phai hoan toan chiu trach nhiém vé tinh pht hop cua san phdm da cong bd./.

Noi nhin: KT, CUC TRUONG
- T6 churc, ¢4 nhan; PHO CUC TRUONG
- Luu trir.

P6 Hiru Tuan

MA HO SO: 19.01.08.19898.DKCB




CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phtc

BAN CONG BO SAN PHAM
S4: 1/2019/0107320355-DKCB

I. Thong tin vé t6 chirc, ca nhan cong bo san pham
Tén t6 chire, ca nhan: Vin phong dai dién Kalbe International Pte. Ltd. tai Ha Noi
Dia chi: Tang 4, 102 Thai Thinh, quan Péng Pa, Ha Nbi
Di¢n thoai: (024) 32171115 Fax:
E-mail: kalbeviethaml@gmail.com
Mi s6 doanh nghiép: 01-02498-01
S6 gidy chimg nhan co s¢ du diéu kién ATTP: Khong ap dung
Ngay cap/ Noi cap: /

II. Thong tin vé san pham

1. Tén san pham: Thyc pham bao vé sirc khée NOCID

2. Thanh phan:

MJi vién nén chira:

D,L-a-ketoisoleucin calci 67 mg

a-ketoleucin calci 101 mg

a -ketophenylalanin calci 68 mg

a -ketovalin calci 86 mg

D,L-a-hydroxymethionin calci 59 mg

L-Lysin acetat 105 mg

L-Tryptophan 23 mg

L-Threonin 53 mg

L-Histidin 38 mg

L-Tyrosin 30 mg

(Tong luong nito mdi vién 36 mg, tong luong calci modi vién 50 mg).

Céc thanh phan khac: Croscarmellose natri, phdm mau opadry white AMB OY-B-28920 tong
hop, hydroxypropyl cellulose, polyethylen glycol natri lauryl sulfat, chat 1am bong talc, tinh bot
ngo, hydroxypropyl methylcellulose colloidal silicon dioxyd, pham mau D&C Yellow 10 Al
Lake tong hop, pham mau FDC Lake Yellow No. 6 tong hop.

3. Chi tiéu chat lugng chi yéu tao nén coéng dung ctia san pham:

STT Tén chi tiéu Pon vitinh | Mic cong bd
1 | Ham lugng D,L-a-Ketoisoleucin calci mg/vién 60,3 —-73,7
2 | Ham lugng a-Ketoleucin calci mg/vién 90,9-111,1
3 | Ham lugng a-Ketophenylalanin calci mg/vién 61,2 -82,3

MA HO SO: 19.01.08.19898.DKCB



4 | Ham luong a-Ketovalin calci mg/vién 77,4—-94,6
5 | Ham luong D,L-a-Hydroxymethionin calci mg/vién 53,1-64,9
6 | Ham lugng L-Lysin acetat mg/vién 945-1155
7 | Ham lugng L-Threonin mg/vién 47,7 -58,3
8 | Ham lugng L-Histidin mg/vién 34,2-41,8
9 | Ham lugng L-Tyrosin mg/vién 27,0-33,0
10 | Ham lugng L-Tryptophan mg/vién 20,7-25,3

4. Thoi han str dung san pham:

24 thang ké tir ngdy san xuat

5. Quy cach dong goi va chit liéu bao bi:

- Chét liéu bao bi: San pham dong trong vi nhém — nhom, dung trong hop gidy carton.
- Qui céach dong goi: Hop chira 100 vién nén bao phim 815 mg (10 vi x 10 vién x 815 mg)

6. Tén va dia chi co s¢ san xuat sdn pham:

PT. KALBE FARMA TBK.
bia chi: JI. M.H. Thamrin Blok A3-1, Kawasan Industri Delta Silikon, Lippo Cikarang,
Bekasi, Indonesia

II1. Mau nhan san pham (dinh kem mau nhan san pham hoac mau nhan san pham du kién)

IV. Yéu cau veé an toan thuc pham

T6 chirc, ca nhan san xuét, kinh doanh thuc pham dat yéu ciu an toan thuc pham theo:
Tiéu chuan sé 13/2018/KAL ngay 08/07/2019

Chiing t6i xin cam két thuc hién day du cac quy dinh ctua phap luét vé an toan thuc pham va
hoan toan chiu trach nhi¢m Ve tinh phap ly cua ho so cong b va chat luong, an toan thuc pham
d01 v6i san pham da cong bd va chi dua san pham vao san xuét, kinh doanh khi da duoc cap Gidy
tiép nhan dang ky ban cong bd san pham./.

Ha No1, ngay 04 thang 09 nam 2019
VAN PHONG DPAI DIEN KALBE INTERNATIONAL
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PTE. LTD. TAI HA NOI
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Box of 10 strips @ 10 film coated caplets

Each film coated caplet contains:

D,L-a-Ketoi: icine calcium 67 mg
a-Ketoleucine calcium 101 mg
a-Ketophenylalanine calcium 68 mg
a-Ketovaline calcium 86 mg
D,L-a-Hydroxymethionine calcium 59 mg
L-Lysine acetate 105 mg
L-Tryptophan 23 mg
L-Threonine 53 mg
L-Histidine 38 mg
L-Tyrosine 30 mg
Total nitrogen content per caplet ... - 36 mg
Calcium content per caplet 50 mg
Ukuran : 165 x 97,5 x 50 mm
ARTWORK g case| | Keterangan:
Nama Kemasan Doos NOCID vtn Ukuran 165 x 97,5 x 50 mm
Kode Kemasan 1KDN0762 Jenis Material Duplex Cated 270 g/m2
Menggantikan kode | {KDNO761 Varnished (jika ada) Water Based
Warna 1. Kotak Blok Nama produk, barmark : Pantone 398 C [l
Piktogram, text, Garis kotak
2. Text, Logo KF, barmark : Hitam [ |
Ukuran Font 1. Nama Produk : Arial Bold, 31 pt
2. Teks Lain : Arial, 7 pt
Cartoning/Non Cartoning Non Cartoning
Trial/Non trial item Non Trial Item
Kolom Persetujuan
Bagian F'Scf‘d:/ Pem— QA/Qc Marketing BD+Registrasi KI*
Paraf
Nama
tanggal
Keputusan* ok | ok | ok ok | K| K ok | ok | ok | ok ok |
MA HO SO . 19 01 08 19898 DKCB tidak | tidak | tidak | fidak | Tidak | Tidak | Tidak | Tidak | fidak | tidak | tidak |
) . . . . . ——
Lampiran 2-5D-R&D5.012.04 ik masin ada revs, bertanda [ Ipada ‘idak dan komentar langsting diulsitambahian pada fsik artwork
**KI diisi jika produk eksport
rsu 100719 revredaksi
rsu 120719 delVisa No
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Reg. No. POM SD. 071 532 231

149 mm

FINAL ARTWORK

ﬂ KALBE

Nama Kemasan

POLY FI NOCID KAPLET/149mm EXP.

Kode Kemasan

1WFN0400

Menggantikan kode | =

Keterangan :
Ukuran :

1. Warna dasar
2. Warna Cetak

Komposisi foll
Posisi cetak

149 mm

. Perak
. Pantone398C [ ]

: MST22/PE20/Al 18/ EAA 25
: Dull side
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NHAN PHU CUA SAN PHAM

l‘lr’:im: Tht_rc phém bao vé strc khoe NOCID
an: Moi vién NOCID chrra:

-Iryptophan 23 mg; L- Thneonm 53 mg; L-Histidin 38 mg; L- Tyrosm 30 mg.

(Téng luong nito mdi vién 36 mg, téng lugng calei mdi vién 50 mg).

Cdc thanh phdn khdc: Croscarmellose natri, phdm mau opadry white AMB OY-B-28920 tdng hop,

hydroxypropyl cellulose, polyethylen glycol, natri lauryl sulfat, chit lam bdng talc, tinh bot ngo,

Hydroxypropyl methylcellulose, colloidal silicon dioxyd, phim mau D&C Yellow 10 Al Lake tong

hop, pham mau FDC Lake Yellow No. 6 téng hop.

3. Mb ta: Vién nén bao phim NOCID chira cac acid amin o-ketoacid va calci. Tong luong nito trong
mdi vién 12 36 mg va tong lugng calci mdi vién 1a 50 mg.

4. Cﬁng dung: B6 sung acid amin cho co thé.
CHU ¥: Thuc phim nay khéng phdi la thudc va khéng cé tic dung thay thé thuéc chiva bénh.

5. Doi twong siv dung: Nguoi bi suy than.

6. Cach dung: Ngudi 16n uong 4 dén 8 vién 1 14n, ngay 3 lan trong bita an (cho ngudi cé thé trong
70kg) hoic theo huéng dan ciia nhan vién y té

7. Canh bao:

- Khong str dung cho ngudi man cam véi bat ky thanh phan ndo cia san pham.

- Khong diung cho nguoi bi tang calci mau, roi loan chuyén hoa acid amin, phenylketon niéu di
truyen

- Neén ubng NOCID trong bita #n dé céc acid amin dugc hip thu va chuyén héa tét nhat. Nén dinh
ky kiém tra ndng do calci mau. Can dam bao nguén dinh dudng cung cép di ning lugng.

- Khoéng dung dong thoi NOCID vé6i cac thude ma dé hoa tan bi anh hudng bai calci (nhu
tetracyclin, ciprofloxacin, norfloxacin, sit, flo va cac thudc c6 chira estramustin) do gy anh
huéng dén sy hdp thu ciia cac thude ndy. Nén udng NOCID céach xa cac thude trén it nhét 2 gio.

- Do cac tri¢u chimg cta uré huyét dugce cai thién khi sir dung NOCID, cén giam lidu nhém
hydroxyd, can theo ddi su giam ndng dé phosphat huyét thanh

- Chua c6 nghién ctru v& do an toan khi ding NOCID cho phu nii ¢ thai va cho con bu.

- C6 thé xay ra tang calci méu. Trong trudng hop nay can giam lugng vitamin D an vao. Néu

calci mau van tang, can giam lidu NOCID va han ché bd sung calci tir cac ngudn dinh dudng
khéc. Cén theo ddi ndng dé calci dinh ky.
8. Thoi han sir dung: 24 thang ké tir ngay san xuit,
Ngay san xuét va han ding: Xem "MD" va "ED" trén v hop
9. Bio quan: Bdo quan & nhiét dd duai 30°C.
10. Quy cach dong géi: Hop 100 vién nén bao phim 815 mg (10 vi x 10 vién x 815 mg)
11. Sén xuét béi: PT. KALBE FARMA Tbk.
JI. M.H. Thamrin Blok A3-1 Kawasan Industri Delta Silikon, Lippo Cikarang — Bekasi, Indonesia
12. Nhép khéu va phan phdi béi:
Céng ty C6 Phan Xuit Nhap Khdu Y Té TP HS Chi Minh
181 Nguyén Dinh Chiéu, Phuong 6, Quéan 3, TP Ho6 Chi Minh
13. Thwong nhan chiju trach nhiém vé chét lwgng hang hoéa:
Van phong dai dién Kalbe International Pte., Ltd. tai Ha No&i
Dia chi: Tfmg 4, S5 102 Thai Thinh, Déng Pa, Ha Noi.
bién thoai: (024) 32171115
14. S6 tiép nhan ding ky ban céng bo san pham: .......cceueevnneenn.
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