BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic

86: 2506 /QLD-DK Ha NGi, ngay )7 thang 3 ndm 2020

V/v thay d’c;)i, b?) sung dbi véi thudc
da dugc cap gidy dang ky luu hanh.

Kinh gui: Cong ty cb phan tap doan Merap
Dia chi: Thén Ba Khé, xa Tan T ién, huyén Véin Giang, Hung Yén

Ngay 06/01/2020, Cuc Quéan ly Dugc nhén dugc van thu sb 05/CV-MR ngay
02/01/2020 ctia cong ty v& viéc bd sung hd so theo yéu cau tai cong van 56 21609/QLD-
PK ngay 26/12/2019 cua Cuc Quan ly Dugc vé viéc thay ddi, bd sung (ma ho so:
2314/TDTN, ngay tiép nhan: 14/06/2019) dbi voi thude da dwoc cip so dang ky luu
hanh;

Cin ¢t Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia B truong BO Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu 1am thuéc; Thong tu s6 01/2018/TT-
BYT ngay 18/01/2018 ciia B0 truéng B Y té quy dinh ghi nhan thubc, nguyén liéu lam
thube va t& huéng dan sir dung thudc;

Can ctr két luan tai Bién ban thidm dinh hd so thay dbi/bd sung cua cong ty, Cuc
Quan ly Dugc coy kién nhu sau:

Dong y dé cong ty dugc thay d6i, bd sung mot sé noi dung dbi véi thude Vitol,
s6 diang ky VD-28352-17, cu thé nhu sau:

1. B4 sung quy cach dong goi:

- Quy cach dong g6i da phé duyét: Hop 01 lo 10ml;

- Quy céach dong goéi bd sung: Hop 01 lo 12ml.

2. Thay ddi mau nhan, t& hudng dan str dung thudc: Miu nhén va to huéng dan
str dung thudc thay dbi dugc dong dau xac nhan ctia Cuc Quan ly Dugc kém theo Cong
van nay.

3. Thay @i tiéu chudn chét lugng dugce chét, ta dugc, thudc thanh phém va cach
ghi ham lugng dugc chét.

Tiéu chudn chét lugng thudc thay dbi va bang so sanh ni dung da dugc phé duyét
vO1indi dung dé nghi thay ddi dugc dong dAu xac nhan ctia Cuc Quan ly Duoc kém theo
Cong vén nay.

Ngoai ndi dung dugc thay ddi trén, tit ca cac noi dung khac gitt nguyén nhu ho
so ddng ky thudc Iuru tai Cuc Quan ly Dugc.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé chét luong dbi véi thude
luu hanh trén thi truong va co6 trach nhiém thdng bao su thay déi nay dén cac co quan
lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong van nay, cong ty khong dugc san xuét thude
trén va4i cac ndi dung cii da dé nghi thay ddi.

Cuc Quan ly Dugc thong bao dé cong ty biét va thyc hién dung cac quy dinh cua
Viét Nam vé san xudt va luu hanh thude./.

Not nhin: KT, CYC TRUONG
- Nhu trén; y N, >
- CT. Vii Tuin Cudng (dé b/c); f,g”" o PHO CUC TRUONG

-Vién Kiém nghiém thuc"?c TW; f <
- Vién Kiém nghiém thuéc TP.HCM; (O]
- Luu: VT, BK (Bi).
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Eye drops

Sodium hyaluronate 0.18%

Compositions
ach 10 ml bottle

Dosage form: Ophthalmic solution
Packing style: Box of 1 bottle of 10 m|

Indications, Dosage - Administration,
Contra-Indications, precautions, side
effects, other information: See in the
pack

Storag

Specification:

Keep out of reach of children
Carefully read the package insert before use

Manufactured by
MERAP GROUP
Tan Tien, Van G

|

i | LSX:
l | NSXI
‘ s HD:

BOYTE .- ..

CUC QUAN LY DygC

DA PHE DUYET

\ .
TD/BS ngdy 4. thing 3. nam 14

(theo cong van .a&.mé.../QLD-DK)

2

Thude nhé mat 10 ml

Sodium hyaluronate 0,18%
Thanh phan

18 mg

Quy cach dong goi: Hap 1 1o 10 ml

Chi dinh, liéu dung va cach ding, Chong
chi dinh, than trong, tac dung khang
mong mudn, cac thong tin khac: Xem to
huang d3 dung thusc

Bdo quin

Tiéu chuan
Dé xatam tay tré em
Bocky hudng dan st dung trudc khi ding

SDK/Visa No.: VD-28352-17

CONG TY CO PHAN TAP DOAN MERAP
Tan Tién, Van Giang, Hung Yen. Viet Nam

Ry-Thudc ban theo don

LsX:

HD:

Déxatdmtaytréem
Docky huring déin st dung tridc khi diing

. \
Thanh phén
Mailo 10 ml chifa:

Sodium hyaluronate............. 18 mg

Sin xudtbdl (g MERAP .

GONG TY G PHAN TAP BOAN MERAP
Tén Tién, Van Giang, Hung Yén, Vigt Nam




Eye drops

Sodium hyaluronate 0.18%

Compositions
ml bottle contarns
nate
thalmic solution
Packing style: Box of 1 bottle of 12 m|
Indications, Dosage - Administration,
Contra-Indications, precautions, side
effects, other information: See in the
package t
Storage
Dry

Keep out of reach of children
Carefully read the package insert before use

MERAP GROUP
Tan Tien, Van G Hung Yen,Vietnam

EYE DROPS

LSX:
NSX:
HD:

e

Sodium hyaluronate 0,1B8%

216 mg
dich nho mat

Chi dinh, liéu dung va cach ding, Chong
chi dinh, than trong, tac dung khong
mong muon, cac thong tin khac: Yom to
hugng dan s dung thuac

Tiéu chuan:

Dé xa tam tay tré em
Doc ky hudng dan si dung truac khi ding

SBK/Visa No.: VD-28352-17

CONG TY CO PHAN TAP DOAN MERAP
Tan Tién, Van Giang, Hung Yen. Viet Nam

Rx-Thudc bén theo don

LSX:

HD:

Déxatim taytré em
Bocky huing dén st dung triéckhi diimg

THUGC NHO MAT

Thanh phin

. Mailo 12 ml chia:

Sodium hyaluronate ...

Sin xustbSi MERAP.ur

CONG TY C3 PHAN TAP BOAN MERAP
Tén Tién, Van Giang, Hung Yén, Vigt Nam




TA HUGNG DAN SU DUNG THUGC

THUOC NHO MAT

Sodium hyaluronate 0,18%

] THUGC NAY CHi DUNG THEO DON THUGC
DE XA TAM TAY TRE EM. POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

THANH PHAN

Thanh phan dugc chat

M&i ml chita: Sodium hyaluronate ...... 1,8 mg (0,18%)

Thanh phan ta dugc: Natri clorid, kali clorid, acid boric, natri borat, magnesi clorid, calci clorid, nipagin, nipasol,
nudc cat

DANG BAO CHE: Dung dich nhé mét

Mé ta dang bao ché

Dung dich trong, nhét, khéng mau. Dich dugc déng trong lo nhua cé bd phéan nho giot va nap day

CHi BINH

Dung cho céac tinh trang khé mat

LIEU LUONG VA CACH DUNG

Liéu dung

Nhé 1 hodc 2 giot vao mdi mat khi can thiét

S6 1an dung méi ngay c6 thé thay d6i theo hudng déan cla bac s

Cach dung

Ngra dau ra sau. Dat mot ngén tay dudi mat, kéo nhe mi mat xuéng dudi dén khi mi dudi va nhan cau tao thanh
tui hinh ch@ V. Nhé vao d6 mét giot va nhe nhang nham mat. Khéng chdp mét. Gikt mat nham trong 1 hodc 2 phdt
dé cho thudc thdm udt gidc mac

DéE trdnh tap nhiém vao dau nhd giot va dung dich thuéc, can than trong khéng dé dau nho thudc cham vao mi
mat, vling xung quanh hodc cdc bé mat khac. Day ndp sau khi st dung

Bé& kinh &p trong trudc khi st dung

CHONG CHI BINH

Ngudi bi di ting véi bét ky thanh phéan nao clia thuéc

CANH BAO VA THAN TRONG KHI DUNG THUGC

Chi sir dung & mat. Khong tiém hodc uéng

Khéng s dung néu dung dich thuéc d6i mau hodc van duc

Néu bij kich ting kéo dai bénh nhan nén ngiing st dung thuéc va hoi y kién béc si chuyén khoa mét

Thuéc nhé mat VITOL ¢6 chia nipagin, nipasol c6 thé gay ra phan tng di ¢ng (c6 thé phan tng di tng mudn)
SU DUNG THUGC CHO PHU NU €O THAI VA CHO CON BU

Khong 6 dit liéu vé sit dung thudc trén phu nir ¢é thai va cho con b, chi nén diing thudc néu loi ich vugt tréi so
véi nguy co

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Sau khi dung thuéc tdm nhin c6 thé tam thai khong 6n dinh. Khéng i xe, st dung may méc hodc lam bat ¢ hoat
ddng nao yéu cau phai ¢6 tdm nhin ré rang, cho dén khi ban chic chin cé thé thuc hién cac hoat dong nay mét
cach an toan
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TUGNG TAC, TUONG KY KHI DUNG THUGC
Chua c6 bao cao

Trong trudng hop diéu tri ddng thdi véi cac san pham nhé mét khéc, can nhd hai thudc cach nhau 10 dén 15 pht.
Thudc mé tra mat nén diing cudi ciing

TAC DUNG KHONG MONG MUGN CUA THUGC

Mbt s6 cac tac dung khdng mong mudn dugc bdo cdo: Phan Ung qua man cam (kich ¢ng mat thodng qua, cdm
gidc néng, cdm gidc cé dj vat hodc dé mat), nhin m& (bién méat khi chdp mét)

Thuéc nhd mét doi khi cé thé gay kich ting nhe, nhung triéu ching c6 thé sém bién mét va khong phai ai cing
gdp phai

Théng bdo cho bdc si hodc duoc si cdc phdn iing c6 hai gap phdi khi st dung thuéc

QUA LIEU VA CACH XU TRI

Do ban chat ctia thudc va duding dung, khong c6 kha néng xdy ra cac van dé do qua liéu vi lugng dich thlra sé chay
ra khoi mat. Nghién cttu vé doc tinh sau khi nhé sodium hyaluronate 0,18% tai chd & mat da dugc thuc hién trén
thd cho thdy |a qué liéu khong gay ra bat ky phan tng phu nao vé mit 1am sang va md hoc

PACTINH DUGC LUCHOC

Nhém dudgc ly tri liéu: NuSc mét nhan tao va cac ché pham cén bang khéac

Ma ATC: SO1XA20

Acid hyaluronic la mét glycosaminoglycan gém D-glucuronic acid va N-acetyl-D-glucosamine disaccharide.
Sodium hyaluronate gém mét chudi cdc nhém mudi natri ctia acid hyaluronic. Acid hyaluronic cé tu nhién trong
cd thé ngudi, dugc phan bé & ngoai bao clia cdc mé trong cd thé, cé trong nudc mét, hoat dich, da va déy rén.
Sodium hyaluronate c6 tac dung bao vé té bao mang mat va cac cdu tric khac ctia mét, thuc ddy qua trinh lanh
biéu mé mang sting bj tén thuong

Dung dich sodium hyaluronate nhé méat c6 d nhét dinh cao c6 tac dung tao mang phim nudc mat nhén tao, lam
3m va ém diu mat, gitip gidc mac khéng bi khé

PAC TINH DUGC DPONG HOC

Do trong lugng phan tlf cao clia polyme, tham nhép vao giac mac va két mac du kién sé thap

QUY CACH PONG GOI

Hép 110 10 ml

Hoép 119 12 ml

BAO QUAN: Noi khé, dudi 30 °C, tranh anh sang truc tiép

TIEU CHUAN CHAT LUGNG: TCCS

HAN DUNG: 36 thang ké tif ngay san xudt. St dung thudc trong vong 30 ngay sau khi m& n3p lan dau

San xuét bgi MERAP o

CONG TY cO PHAN TAP BOAN MERAP
Ba Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam
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BANG SO SANH NOI DUNG TRUG'C VA SAU THAY DPOI

SAN PHAM: VITOL

6. _u_wstsﬂaﬁ clorid USP 37 USP 41
7. | Calci clorid dihydrat USP 37 USP 41
8. | Nipagin DBVN IV DBVN V
9. | Nipasol DBVN IV DBVN V
10. | Nwéc cét DDVN IV DDVN V

Khong thay déi.

1. | Tinh chét Dung dich trong suét, nhét, khéng mau Dung dich trong suét, nhét, khéng mau
Ché pham phai tro 5t, khong co tié of* Eoa . R
w = _o, 4 trong «mco . o:@. o et Ché pham phai trong su6t, khéng co tiéu
phan quan sat dwgc bang mat thwong. . , & o ) Cap nhat theo DBVN
55 phan quan sat dwgc bang mat thuong. <. ( .n o
2. 0 tron Phuwong phap th: Theo DBVN IV, Phu R ndi dun on
i lyc 11 M u:% B - Xéc dinh giéi han tidy | - "Won9 Phap thax Theo DBVNV, Phu i | 4, qgj) ’ ’
. - [ u X 5 .
Atk ls gt he 11.8, phan B — Xéc dinh gioi han tidu phan.
phan.
Ché pham phai thé hién phép thtr dinh | Ché phdm phai thé hién phép thk dinh tinh
3. | Pinhtinh tinh cta Natri hyaluronat. cua Natri hyaluronat. Khéng thay déi.
Phwong phap thir: Phwong phap héa hoc | Phwong phap thir: Phuong phap héa hoc
Quy cach 10 ml: Khéng it hon 10,0 mli ,
Quy cach 10 mi: 10,0 — 11,0 ml ) L Bo sung quy cach.
. Quy cach 12 ml: Khéng it hon 12,0 ml
2 . Phwong phap thir: Theo DBVN IV, Phu . Cap nhat gi®¢i han
4. | Thétich Phwong phap the: Theo DBVN V, Phu luc

luc 11.1 — Gidi han cho phép vé thé tich,
ndng dd, ham lwong.

11.1 — Gi&i han cho phép vé thé tich, ndng
d6, ham lwong.

chap nhan theo DBVN
V.

Céng ty cb phan tap doan Merap

Trang: 2/3



MERAP crou

) )
BANG SO SANH NOI DUNG TRU'O'C VA SAU THAY DOI
SAN PHAM: VITOL

Yéu ciu: 6,0 - 8,0
Phwong phap th(: Theo DBVN IV, Phu

Yéu ciu: 6,0 - 8,0
Phwong phap th: Theo DBVN V, Phu luc

Cap nhat theo DBVN

5 |pH e - e i . sazx.. 5 |V (ndi dung khong
_cyo 11.1 - ,O_Q_ han cho phép vé thé tich, j; ,|O_Q_ han cho phép veé thé tich, ndong thay déi).
nong dd, ham lwgng. do, ham lwgng.

Ham lwong Nipagin va Nipasol trong ché | Ham Iwgng Nipagin va Nipasol trong ché
, pham so v&i lwgng ghi trong cong thirc: pham so vé&i lweng ghi trong cong thirc:
g, || TR B B - Khi xuét xwéng: 80,0 - 120,0% - Khi xuét xuwéng: 80,0 — 120,0% Khong thay déi
LA - Khi lwu hanh: Khéng qua 120,0% - Khi lwu hanh: Khéng qua 120,0%
Phwong phap thir: HPLC Phwong phap thd: HPLC
Ham Iwong Natri hyaluronat trong o:m‘ IwB lwong Natri hyaluronat trong ché
pham so véi lwong ghi trén nhan phai dat | phdm so v&i Iwgng ghi trén nhan phai dat

7. | Pinh lvong tr 90,0 — 110,0%. ttr 90,0 — 110,0%. Khoéng thay ddi

Phwong phap thir: Quang phd hap thu | Phwong phap thtr: Quang phd hép thu UV-
UV-VIS. VIS.
Ché pham phai vé khuan. Ché pham phai vé khuén. Khong thay ddi

8. | B6 vo khuan

Tién hanh thr theo DBVN IV, Phu luc
13.7 “Thir vo khuan”, phwong phap mang
loc.

Tién hanh thtr theo DBVN V, Phu luc 13.7
“Thtr vo khuan”, phwong phap mang loc.

Cap nhat tiéu chuan
DDBVN V

e

CONG TGO

(1@

TAP DOAN
MERAP,

<

PHAN TAP DOAN MERAP

4AN xwr :

i/l
\

G GIAM DOC

Cong ty ¢é phéan tap doan Merap

0s Ty O



TIEU CHUAN CO SO
VITOL

Sé tiéu chuan:
TCCS 18:2013/MR-TP

|
C6 higu Iuc ké tr ngay ky |

1.1. Céng thirc diéu ché

Cong thire cho 10 ml ché pham

Tén nguyén liéu

1.

© oo N o o b~ W N

10.

Natri hyaluronat

Natri clorid

Kali clorid

Acid boric

Natri borat

Magnesi clorid hexahydrat
Calci clorid dihydrat
Nipagin

Nipasol

Nwdc cat vd

1.2. Nguyén liéu

Natri hyaluronat

Khéi lwong

18
45
6
73
4
0,9
0,6
3
1,5

Natri clorid
Kali clorid
Acid boric
Natri borat

Magnesi clorid hexahydrat

Calci clorid
Nipagin
Nipasol

Nuadc cat vd

1.3. Chét lwong thanh phdm

mg
mg
mg
mg
mg
mg

mg

mg

10 ml

Pat theo tiéu chuan JP XVII / EP 9.0

Pat theo tiéu chudn DBVN V
Dat theo tiéu chudn DBVN V

" Pat theo tiéu chuadn DDVN V
Pat theo tiéu chudn USP 41

Dat theo tiéu chudn USP 41

Dat theo tiéu chuan USP 41

Dat theo tiéu chudn DBVN V
Pat theo tiéu chuan DBVN V
Pat theo tiéu chuan DBVN V

1.3.1. Tinh chat: Dung dich trong, nhét, khéng mau.

1.3.2. D6 trong: Ché phdm phai dat yéu cau phuwong phap thir.

1.3.3. Binh tinh: Ché pham phai thé hién phép th dinh tinh ctia Natri hyaluronat.

1.3.4. Gioi han thé tich

- Quy cach 10 ml: Khéng it hon 10,0 ml
- Quy cach 12 ml: Khéng it hon 12,0 mi

1.3.5. pH:6,0-8,0

congty CC; ph’a""rr’tép“doén“Merap‘“‘”’*'"’ e s

g

Q

rang. 1/4



1.3.6. Gi6i han chét bdo quan: Ham lwong Nipagin va Nipasol trong ché phdm so véi lwong ghi
trong céng thire:

- Khi xut xwdng: Phai dat tir 80% —120,0%
- Khilwu hanh: Khéng duoc veot qua 120%

1.3.7. Binh lvong: Ché ph&dm phai chira Natri hyaluronat tir 80,0% - 120,0% so véi luong ghi trén
nhan.

1.3.8. D6 v6 khudn: Ché pham phai vo khuén.

2. PHUONG PHAP THU
2.1. Tinh chét
Ther bang cdm quan, ché pham phai dat cac yéu cau da néu.
2.2. B6 trong
Thdr theo DPVN V — Phu luc 11.8, phan B — X&c dinh gi&i han tiéu phan.
Ché phdm phai trong subdt, khong cé tiéu phan quan sat dwoc bang mat thuwong.
2.3. Binh tinh
a) Hoa chét, thubc thie:
- Dung dich dinatri tetraborat TT: Hoa tan 0,95 g disodium tetraborat trong 100,0 mil acid sulfuric
dac (st dung thubc thtr ngay sau khi pha).
- Dung dich cabazol TT: Hoa tan 0,125 g carbazol trong 100,0 ml ethanol khan.
b) Tién hanh:

Hut 0,5 ml ché phdm vao .6ng nghiém. Lam lanh éng nghiém trong nwédc dé, thém vao 5 ml
dung dich dinatri tetraborat TT, l&c déu. Lam néng trong bé cach thiy 15 phut, sau do lam
lanh dén nhiét do phong. Thém vao éng nghiém 0,2 ml dung dich carbazol TT, lac déu, lam
nong tiép trong bé cach thay 20 pht. Pé ngudi t&i nhiét d6 phong. Quan sat thay dung dich

ché pham chuyén mau tim.
2.4, Gi&i han thé tich
Thir theo DBVN V — Phu luc 11.1 — Gi¢i han cho phép vé thé tich, néng do, ham lwong.
2.5. pH
Thir theo DBVN V — Phu luc 6.2 — Xac dinh chi s pH
Thr vai 5 don vi ché pham
2.6. Gi®i han chat bao quan: Phuong phap HPLC
a) Piéu kién sdc ky
- Cot C18 (250 x 4,6 mm, 5 um) hoac coét twong dwong
- Pha ddng : Methanol — nwéc (60 : 40). Thay déi ti 1& néu can.
- Detector UV: Budc song 254 nm
- Tbc dd dong: 1 mi /phut
- Thé tich tiém: 20 pl

n_~

”:’"EOng ty co phantap doan VMerap -  Trar 79»5»‘2" /4
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Chuén bj céc dung dich

Dung dich chuén: Hoa tan va pha loang chat chuan Nipagin, Nipasol trong hén hop Methanol! -
Nuwoe (8:2) dé thu dwoc dung dich chudn cé néng @6 Nipagin chinh xac khoang 6 ug/ml va
Nipasol chinh xac khoang 3 pg/ml.

Dung dich thiz. Hut chinh xac 2,0 ml ché pham vao binh dinh mic 100 ml, thém hén hop
Methanol : Nwéc (8:2) vira du téi vach, l&c déu, loc qua mang loc 0,45 pum.
Tién hanh )
Tiém vao hé théng sac ky lan lwot dung dich chudn, dung dich thir. Hai pic co the tw riva giai
lan lwot la Nipagin va Nipasol, dé phan giai gitra 2 pic phai Ién hon 1,5.

Tinh toan két qua cla tirng chét dwa vao dién tich pic twong tng trén sac ky dd cla dung
dich chudn va dung dich thir, khdi lwong clia chéat chuan.

2.7. Binh lwong

a)
b)

Ly

d)

Hdéa chét thuée thi: Buoc chudn bi nhw phan dinh tinh.
Chuén bj céc dung dich

Dung dich chudn gdc: Hoa tan va pha lodng chuan D-Glucuronolacton (vira duoc [am khé v
ap suat dudi 0,67 kPa, st dung silica gel, trong 24 gi®) trong nwédc dé thu dwoc dung dich
chuén cé ndng d6 D-Glucuronolacton khoang 0,80 mg/ml.

Day dung dich chudn: Tw dung dich chuan gbc pha loang bang nwéc dé duoc day 5 dung
dich chuén c6 néng dé6 D-Glucuronolacton lan lwot la: 0,04 mg/ml; 0,064 mg/ml; 0,08 mg/ml;
0,096 mg/ml; 0,12 mg/ml.

Dung dich thd: Hut chinh xac 5,0 dung dich ché phdm vao binh dinh mdc 50 ml, thém nudéc
vira du téi vach, 13c déu, tién hanh voi 3 mau thir.

Tién hanh

Hut chinh xac 5,0 ml dung dich dinatri tetraborat TT 1an lwot vao cac édng nghiém cé nap duwoc

danh sb tv 1 — 25, lam lanh éng nghiém trong bé nwdc da. Hut vao cac 6ng nghiém 1,0 ml

nwédc cat vao éng nghiém con lai (mau tréng). Lac déu nhe nhang cac dng nghiém trong bé
nudc da dé khong lam tang nhiét dé trong cac 6ng nghiém, sau dé dé yén tdi nhiét do phong.
Lam néng cac dng nghiém trong bé cach thdy 15 phut, 1am lanh t&i nhiét d6 phong. Thém vao
cac 6ng nghiém 0,20 ml dung dich carbazol TT, day nép, lac déu, lam néng tiép cac éng
nghiém trong bé cach thly thém 20 phdt, sau dé dé ngudi t&i nhiét do phong.

Tién hanh do d6 hp thu quang clia mau chudn, mau thd tai buédce séng 530 nm véi mau trang
dwoc chuan bi nhuw trén. Ghi lai gia tri trung binh d6 h&p thu quang clia cac mau.

Két qua 7

Lap phwong trinh dwdng héi quy tuyén tinh thé hién méi lien hé gitra nébng @6 D-
Glucuronolacton va dé hap thu quang trong cac dung dich chudn, tir d6 xac dinh néng dé D-
Glucuronolacton trong dung dich thir.

Ham lwong (%) Natri hyaluronat trong ché phdm so véi ham lwong ghi trén nhan duoc tinh
theo céng thirc:

X (%) = Cg/C (2013
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*100%




2.8.

Trong dé: Cg: néng @4 D-Glucuronolacton trong dung dich thir (mg/ml)
C+: ndéng dé natri hyaluronat trén nhan cé trong dung dich thtr (mg/ml)
Do vé khuén

Thir theo DDVN V, phu luc 13.7 “ Thir vo khuén”, phwong phap mang loc.

PONG GOI - BAO QUAN — HAN DUNG
Poéng goéi: Thube dwoc dwng trong chai LDPE, day bang nut LDPE va nap HDPE vai cac quy

cach nhuw sau:

+ Quy cach Hop 1 1o 10 ml: Béng trong chai LDPE 11 ml
+ Quy cach Hop 1 lo 12 ml: Béng trong chai LDPE 15 ml.
Lo thudc dwng trong hop giay.

Bao quan: Noi khé, dudi 30 °C, tranh anh sang truc tiép.

Han diing: 36 thang k& tir ngay san xuét va 30 ngay ké tir khi m& nap lan dau.

Hung Yén, ngay - iF2 thang Dcé nam 20. /(9
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