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Doanh nghiép: CONG TY TNHH NGHIEN CUU PHAT TRIEN HERBE
Pia chi: 23/15A Nguyén Hiru Tién, Phuong Tay Thanh,

Quén Téan Pht, Thanh phé H6 Chi Minh.
Dién thoai:  (028).3767 3835.
Email: congtyherbe@gmail.com

CONG BO:

Tiéu chuén :
+ $6 hidu: TCCS 02:2022/HB.
+ Tén tiéu chudn : tiéu chuin co s&

Ap dung cho sén phim, hang hoa: :
+ Tén hang hoa: Nwéc tim tré em AMIBEBE.
+ Kiéu hang hoa: Nhém san phim 05 (sp 053).
+ Loai hang hoa: Nugc tdm
+ M4 s6 hang hoa: 050041.

Doanh nghiép cam két san xuét, kinh doanh san phém;, hang hoa theo dung tiéu chuin
cbng bd néu trén.
Tp.HCM, ngay 08 thang 02 nim 2022,
Dai dién doanh nghiép

Tong giam déc

Vo Duy Sung
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CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tw _do — Hanh phic

CONG TY TNHH
" NGHIEN CU'U PHAT TRIEN HERBE

So 02/2022/ QDSP I—IERBE

QUYET PINH CUA TONG GIAM POC
CONG TY TNHH NGHIEN CUU PHAT TRIEN HERBE

(V/v: Ban hanh bé sung tiéu chuan co sé)

TONG GIAM BOC

CONG TY TNHH NGHIEN CUU PHAT TRIEN HERBE

- Cdn cir Lugt Tiéu chudn va Quy chudn k¥ thudt ngay 29/6/2006; Va Nghi dinh s6
127/2007/ND-CP ngay 01/8/2007 cua Chinh phi;

- Can cir Thong tw 21/2007/TT-BKHCN ngay 28 thang 9 nam 2007 ciia Bo truong Bé Khoa
hoc va Cong nghe vé viée Huong dan xdy ding va dp dung tiéu chudn;

- Can cirvao Quy ché vé cdp gidy chimg nhan tiéu chudn sén phdm thue pham ban hanh kem
theo Quyet dinh 56 42/2005/QD-BYT ngay 08/12/2005 ciia Bo truong Bo y té.

- Can cur Thong tu huong dan quan Iy cdc san phdm thwe phdm chire ndng s6 08/2004/TT-
BYT ngay 23/8/2004 ciia B trucng Bg y té.

- Cdn cir Quyét dinh sé 03/2015/0PSP-HERBE va , Tiéu chudn 03/2015/CBTC-HERBE ngay
14/08/2015 cua Tong gidam doc Cong ty TNHH Nghién Ciru Phdt Trién Herbe.

- Cdn cit nhu cdu san xudt kinh doanh ciia Cé ong ty.

QUYET PINH
Piéu 1. Ban hanh bd sung tiéu chudn co so dé ap dyng cho cac san phim sau:
STT Tén sian phim Ky hiéu tiéu chuin
1 | Nwée tim tré em AMIBEBE . TCCS 02:2022/HB

Piéu 2. Cic ong, ba truong cac phong ban lién quan chiu trach nhiém thi hanh Quyét dinh nay.
Piéu 3. Quyét dinh nay c6 hiéu lyc tir khi ky ban hanh. X
Tp.H6 Chi Minh, ngay 08 thang 02 ndm 2022,
CONG TY TNHH NC PT HERBE

Noi nhan:
- Nhwbiéu 2
= Lun VP

Vs Duy Sung
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TIEU CHUAN CO SO

$6 TC: TCCS 02:2022/HB

CEMG Y TR Nudée tim bé o =
NGHIEN CUU PHAT C6 hiéu luc tir ngay ky
TRIEN HERBE L
Tiéu chuin nay ap dung cho san phim:
Nuérc tim tré em AMIBEBE

1. Yéu ciu ky thut:

1.1. Céng thirc diéu ché cho 1 chai 250 ml:

Thén, 14 cay Kim ngén S4u muoi lim gam 65 gam.

Than, 14 cdy Nhan chiu Bén muoi gam 40 gam

Tran bi Hai muwoi gam 20 gam
Nuéc tinh khiét,..... Vira du 250 ml

1.2. Nguyén phu li¢u

Thén, 14 cay Kim ngén (Lonicera japonica) Dat TCCS

Thén, 14 cdy Nhan chau (Isodon sp.) Dat TCCS -

Trén bi (Citrus reticulata Blanco) Dat TCCS

Nuéc tinh khiét vd......
1.3. Chét lrong thanh phim:

Dat tidu chudn vé sinh dich t&

1.3.1. M6 ta: Ché phim 1a dung dich c6 miu nau, mui thom duogc liéu.

1.2.2. Pj trong va d9 ddng nhit: Chat long sanh, khong duge c6 vang mdc, khéng c6 ba dugc liéu va

vét la, thém cling thé tich nudc khoéng dugc duc.
1.2.3. Sai s6 thé tich: 250ml + 10%.
1.2.4. T§ trong: (¢ 20 °C): 1,05—1,15.

1.2.5. D9 pH: 4,0 - 6,5.

1.2.6. Dinh tinh: Ché phém phai cho phan g dinh tinh cia alkaloid, ﬂavonmd saponin.

1.2.7. Kich img da: Khong vuot qué mire kich tmg nhe.

2. PHUONG PHAP THU:
2.1. Mo ta:

%

R6t ché phim ra cée thuy tinh. Kiém tra bing cam quan, ché phim phai dat yéu cu da néu.

2.2. D) trong va d9 ddng nhit:

Thir theo DBVN 11, phy luc 8.3.

2.3. Sai sb thé tich:

Thir theo DBVN 111, phu luc 8.6.

2.4. Ty trong:

Thir theo DBVN 111, phu lyc 7.1.

2.5. pH:

Thir theo DDVN I11, phu lyc 5.4.
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2.6. Dinh tinh:
2.6.1. Thudc thir va dung cu:
- Clorofoml
- Ethyl acetat
- n-butanol
- Ethanol 90%
- Ethanol 70%
- Dung dich acid sulfuric 10%
- Dung dich acid sulfuric déc
- Dung dich amoniac ddc
- Thubc thir Dragendorff (DDVN III)
- Thudc thir Bouchardat (DDVN 11I)
- Thudc thir Mayer (DD VN I1I)
- Dung dich SAt(11T) clorid (DDVN I11)
- Dung dich chi acetat (DDVN III)
2.6.2. Tién hanb.
A. Dinh tinh alcaloid:
LAy khoang 20ml ché phim cho vao binh gan dung tich 100ml, kiém héa bing amoniac dam
dac dén pH 10- 11. Thém 20ml cloroform(TT), lic k¥, d& phén 16p. Gan 14y 16p cloroform, ¢d trén cach
thuy téi kho. Hoa tan cén véi 10ml dung dich acid sulfuric 10% (TT) dugc dung dich A .

- L4y Im! dung dich A cho vao éng nghiém, thém 2 giot thudc thir Mayer s& xuét hién tia tring
- L4y 1ml dung dich A cho vao éng nghiém, thém 2 giot thudc thir Bouchardat s& xuat hién tiia nau.

- Lay 1ml dung dich A cho vao éng nghiém, thém 2 giot thube thir Dragendorff s& xuit hién tia do
cam. '

B. Pinh tinh flavonoid:

LAy khoang 20ml ché phim cho vao binh gan dung tich 100ml, thém 20ml ethyl acetat(TT), ldc -

d&u, dé phén 16p. Gan 1y 16p ethyl acetat, cd trén cach thuy t6i kho. Hoa tan cin véi Sml ethanol 90%
dugc dung dich B.

- Liy 1ml dung dich B thém 2 giot sat(IIT) clorid dung dich s& c6 mau xanh den.
- Léy Iml dung dich B thém 2 giot acid sulfuric didc dung dich c6 mau vang sam.
-Nho 1 giot dung dich B 1én gidy thAm, ho trén miéng lo amoniac dic théy mau vang dam lén.

C. DPinh tinh saponin

- L4y 2ml ché phdm cho vao éng nghiém thuy tinh khong mau, trong subt, thém 2ml nude, lic manh s&
xudt hién cot bot rat bén. '

- L4y khoang 20ml ché pham cho vao binh gan dung tich 100ml, thém 20ml n-butanol(TT), lic déu, dé
phén 16p. Gan 14y 16p n-butanol, ¢6 trén cach thuy t6i kho. Hoa tan cin véi Sml ethanol 70% dugc dung
dich C. Liy 1ml dung dich C thém 2 giot chi acetat(TT) thdy c6 tiia xuét hién.
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2.7. Kich irng da: Thir theo quyét dinh 3113/QD- BYT 1999. Diing dang pha loang 10 lan.
3. Thanh phin cAu tao:
Cao 16ng Kim ngén 100ml (twong duong 65g dugc li¢u khd). cao long Nhan chau 100ml (twong duong
40¢g dugc ligu kho), Cao long Trén bi 20 (twong duong 10g duge liéu khd), nudce tinh khiét, ... vira du
250ml.
4. Thoi han sir dung:
03 nam k& tir ngy san xudt. Ngay san xuét/han sir dung dugc ghi & trén bao bi san phém.

5. Hwong din sir dung va bio quan:
5.1. Loi ich ciia sin phim: Lam mat co thé, phong va hd trg diéu tri rom sdy, mun nhot, & ngira, nam
da, “ciit trdu” & tré so sinh; ting cuong sirc khoe, tang mi&n dich, chéng viém, phong va hd trg viém
dudng ho hédp, cam ciim. Ting hép thu Calci, gitip tré em clng cép hon (nhanh cimg cb, 14t ngudi, ngdi
va di hon)
5.2. Cach diung, hwong dén sir dung, d6i twgng sir dung:
- Liéu ding: Dung héing ngdy, tré so sinh 12,525 ml (1/2-1 nép chai), tré nho 25-50 ml (1-2 nép
chai)/lan/ngay.
- Cach dung:

+ Chuin bi nuée tim: Léc d&u chai, 14y 12,5-25 ml (1/2-1 nip chai) hodc 25-50 ml (1-2 nép
chai) pha v6i 8-12 lit nuéc sinh hoat &m (khoang 37 °C), diing géo khudy déu.

+ Céch tém: Dung khin nhang nudc tim dd pha Amibebe lau mit cho bé (trdnh nuéc vao
miéng), sau d6 tdm than minh bé. Tuy vao thoi tiét c6 thé tim, gbi va ngdm bé trong khoang 5-10 phut.
Khi tim xong khéng trang lai bing nudc khac.

- Poi twong sir dung: Tré so sinh, tré nho.
5.3. Biao quan: Noi kho rao, thodng mat, tranh anh sang.
Chii ¥: San pham nay khéng phai 12 thubc va khong co tac dung thay thé thude chira bénh.
6. Chét liéu bao bi va quy cach déng goi:
6.1. Chét li¢u bao bi:
San phz’im duoc dong trong lo nhua (PET) dam bao yéu cdu vi sinh.
6.2. Quy cach déng goi:

- Lo 50ml, 125ml, 250ml, 500ml, 1000ml, 2000ml, 3000ml, 5000ml.

- Hop 1 chai, 3 chai, 5 chai, 10 chai

- Thiing: 12 chai, 24 chai, 40 chai, 60 chai.

7. Quy trinh sdn xudt: (Xin xem trong phu lucl dinh kém) .
8. Cac bién phap phén biét thit, gia: khong co. '
9. Noi dung ghi nhiin: (Xin xem phu luc 2 dinh kem)

10. Thwong nhén chiu trach nhi¢m chét lrgng ciia san phim:

Cong ty TNHH Nghlen Ciru Phat Trién Herbe.
Dia chi: 23/15A Nguyén Hiru Tién, Phudong T4y Thanh, Quén Tan Phi, Thanh pho Ho Chi Minh.

Séan xuét tai: CN Cong ty TNHH Nghién Ciru Phat Trién Herbe -
Dia chi: 762/4/2 Quéc Lo 1A, KP.11, Phudng Binh Hung Hoa B, Quén Binh Tén, Tp.H6 Chi Minh
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Phy Iyc 2: DU THAO MAU NHAN

1. Nwée tim tré em AMIBEBE
2. Khéi hrgng tinh:

- Lo 50ml, 125ml, 250ml, 500ml, 1000ml, 2000ml, 3000ml, 5000ml.

- Hop 1 chai, 3 chai, 5 chai, 10 chai

- Thing: 12 chai, 24 chai, 40 chai, 60 chai.
3. Thanh phin ciu tao: Cao 1éng Kim ngan 100ml (twong duong 65g duge liéu khé), cao léng Nhan
chau 100ml (twong dwong 40g dugc liéu khd), Cao léng Tran bi 20ml (tuong duong 20g duge liéu
khé), nudc tinh khiét,... vira i 250ml.
4. Chi tidu chit lrgng chii yéu: Kim ngn > 40%, Nhan chau > 30%, Tran bi > 5%.

5. Cong dung:

Lam mét co thé, phong va hd trg diéu tri rom sdy, mun nhot, & ngtra, ném da, “ciit triu” & tré so
sinh; ting cudng stc khoe, ting mién dich, chéng viém, phong va hd trg viém dudng hd hip, cam ctm.
Tang hip thu Calci, giup tré em cirng cap hon (nhanh cimg ¢b, 1at ngudi, ngdi va di hon).

6. Cich ding, hwong din sir dung, d6i twgng sir dung:

- Lidu ditng: Ding hiing ngdy, tré so sinh 12,525 ml (1/2-1 ndp chai), tré nho 25-50 ml (1-2 nip
chai)/lan/ngay.

- Cach dung:

+ Chuén bi nude tim: Lic déu chai, lay 12,5-25 ml (1/2-1 nfp chai) hoic 25-50 ml (1-2 nép
chai) pha vai 8-12 lit nuée sinh hoat Am (khoang 37 °C), diing géo khudy déu.

+ Cach tdm: Ding khiin nhiing nuéc tim dd pha Amibebe lau mit cho bé (tranh nuée vao
miéng), sau d6 tém than minh bé. Tiy vao thoi tiét c6 thé tim, gdi va ngdm bé trong khoang 5-10 phut.
Khi tém xong khong tréang lai bing nudc khéc.

- P6i twong sir dung: Tré so sinh, tré nho.
Chi ¥: San phim nay khong phai 1 thudc va khong ¢6 téc dung thay thé thubc chira benh
7. Thoi han sir dung: Ld san xut va han sir dung dugc in trén bao bi
8. Bdo quan: Noi kho réo, tranh anh sang
9, Sin xuit tai:
CN Cdng ty TNHH Nghién Ctru Phat Trién Herbe
Pia chi: 762/4/2 Qudc Lo 1A, KP.11, Phuong Binh Hung Hoa B, Quan Bigh Tén, Tp.Hé Chi Minh
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Phy lyc 1: QUY TRINH SAN XUAT

NGUYEN LIEU PAT TIEU CHUAN

!

CHIET XUAT CAO CHUAN
LOC LOAI TAP CO HQC
Tinh diu

y

PONG GOI < Lo, niip sach
4 Kiém nghiém
! thanh phflm

NHAP KHO
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1. Chuén bi nguyén phu liéu:

2.

THUYET MINH QUY TRINH SAN XUAT

T4t ca cac nguyén liéu phuc vu cho san xudt déu phai kiém tra dat tiéu chuén méi duoc dua
va0 san xudt.

T4t ca dung cu dung pha ché phai dugc vé sinh sach s&.

Phong pha ché phai dugc vé sinh sach s& trude khi pha ché.

Lo nhua phai dugc rira sach, sdy kho trude khi déng géi.

Pha ché:

2.1. Chuén bj nguyén liéu dau vao:

2.2,

Pha ché:

Cén céc nguyén lidu theo cong thirc pha ché.

Cac nguyén liéu dugce ki€ém tra dat tiéu chuan dua vao san xuat.

A A A M r A A A 2 r A x . A
Chiét xuat cao chuan bang nudc: dun séi nguyén li¢u & ap suat thuong trong 8 tiéng, gan
dich chiét, chiét 3 1an, tron déu 3 dich chiét d& cb cao.

C0 cao chuan: dén thé tich yéu cau.

Wi/

Pha ché: dugc thuc hién theo nguyén tic déng lugng

Cho hén hop tinh dau va tween vao thing, khudy tron dé phan tan déu tinh dau thu dugc hdn
hop 1.

Cho cao dat chudn va hdn hop 1 vao thiing pha ché theo ty 18 1:1, khudy tron déu trong 15
phut.

Tiép tuc cho cao dat chuan vao thing pha ché theo ty 18 1:1, khudy tron déu trong 15 phit.
Tiép tuc ldp lai budc trén cho t6i khi hét cao dat chudn. Khudy tron déu trong 15 phit thu

dugc dich dong chai.

3. Doéng lo va hoan thién

Déng lo: Lo 50ml, 125ml, 250ml, 500ml. 1000ml, 2000ml, 3000ml, 5000ml.

Diéu chinh céc thong sé trén may dong lo véi dung tich can chiét rét (+10%) . Kiém tra

thé tich thuong xuyén dé dam bao dung tich chai. Lau kho miéng chai, ddy nit.

Dong go6i:

Dan nhan, dong hdp, in 16 date... theo diing quy cach

4. Kiém nghiém thanh phim, néu dat cho nhip kho thanh phim.

5. Bao quan noi kho mat, tranh anh sang.
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CO CHE TAC DUNG THEO THANH PHAN

1. Téc dung cia cic Dugc li€u, hwong liéu c6 trong san phim
1.1. Kim ngdn

Kim ngén v6i tén khdc: Day nhin dong, béoc kim ngén (Tay), chira giang khidm (Thai) c6 tén khoa
hoc 14 Lonicera japonica Thunb., ho Com chay (Caprifoliaceae). Thanh phan héa hoc Phin trén mat dat
chtra saponin, trong d6 aglycon 14 acid oleanolic hogic hederagenin, ¢6 tac dung Uc ché khuin Shiga
(ndng d6 20-1,2%), phé thuong han (ndng dé 20-5%), tu cau (ndng d 100%) [11; [2].

Theo kinh nghiém dan gian va thuc té 1am sang, Kim ngan dugc dung riéng hoic phéi hgp véi cac
vi thudc khac chita mun nhot, mé day, 16 ngtra, ban soi, ta ly, ho do phé nhiét. Dya trén két quéa thuc
nghiém Kim ngén d& dugc Gng dung diéu trj thip khép. viém miii dj tng va bénh di img khac [1]; [2].
1.2. Trdn bi

Trén bi 1 vo qua cua cdy quyt v6i tén khac la Quit thue, may cam chia (Tay), cam chéay ton (Dao)
¢6 tén khoa hoc 1a Citrus reticulata Blanco., ho Cam (Rutaceae). Thanh phén héa hoc chu yéu 1a d.
Limonen 91% va céc terpen, caren linalool, anthranilat methyl, c6 tac dung chéng viém, chéng loét,
giam co thét, khéng di tng, loi mat [1]; [2].

Trin bi ¢6 vi cay, déng, tinh 6n. Quy vio 2 kinh ty va phé, 6 tac dung Iy khi, tdo thép, héa dom,
kién vi. Chira cac bénh nhu &n ubng khéng tiéu, in khong ngon, nén mira, dau bung, sOt rét, trir dom
(ho tirc nguc, nhiéu dom) [1]; [2].

1.3. Nhan chdu

Nhan chau (Dao) hay Huyét rong (vi 14 clia cdy nay vo ra bdi 1én tay mau vang do kha gidng véi
méu) c6 tén khoa hoc 13 Isodon lophanthoides (D. Don) H. Hara. Trudng Dai hoc Dugc Ha Noi phoi
hop Dai hoc Lion (Phép), dd sang loc cac cdy cé tac dung kKhang khuén, nim tai Sa Pa. Két qua cho
thdy,Nhan chau cé tic dung khang khudn manh (Staphylococcus aureus, Pseudomonas aeruginosa,

Streptococcus A... ), do d6 Nhan chau c6 tac dung khang khudn gay viém da (S. aureus, P. aeruginosa)

va c6 tac dung khang khuin gdy viém hong, viém amidan (S. 4). Theo Hou SZ va cdng su (2008), Nhan
chdu ¢6 tac dung t6t trong viéc bao vé ton thuong gan cép tinh, co rat tuyén hung va giam hoai tir.
Theo kinh nghiém ciia ngudi Dao d6, Nhan chéu ding diéu tri rom sdy, man ngira, mun nhot, “ctit
trau” ¢ tré nho. )

TAI LIEU THAM KHAO
Tiéng vigt '
1 D3 Huy Bich, Ding Quang Chung, Bui Xuan Chuong, vv. (2004) Cady lam thudc va déng
vét lam thuée ¢ Viét Nam, NXB Khoa hoc va k¥ thuét, tdp 2, trang 106-110, 555-558.
2 D& Tht Loi (2006), Nhitng cdy thuéc va vi thuoe Viét Nam, NXB Y hoe, trang: 75-77,
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384- 385.
3 Tiéu chudn 03/2015/CBTC-HERBE ngay 14/08/2015 ctia Téng giam déc Cong ty TNHH
Nghién Ciru Phat Trién Herbe.
Tp. H6 Chi Minh, ngay 08 thang 02 nim 2022.
CONG TY TNHH NGHIEN CUU PHAT TRIEN HERBE

Noi nhin:
- Ly VP.

=N Duy Sung
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