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Hydrite®

GRANULE ORAL REHYDRATION SALTS

FORMULATION

Each sachet coniains:

Sodium Chiarida .. .520 mg
rmcmumm 580 mg
Potassium Chlorida .. -. 300 mg
Ghmu,kmm.... ..,.._.z?g

Manufactured by UNITED INTERNATIONAL PHARMA CO.,LTD.
WHO-GMP. GLP, GSP

No.16 VSIP II, Street No.7, Vietnam-Singapore Il Industrial Park,
Hoa Phu Ward, Thu Dau Mot City, Binh Duong Province, Vietnam
Tel:08-38100800

"Registered trademark of Westmont Pharmaceuticals, Inc.
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Hydrite®

GRANULE ORAL REHYDRATION SALTS

Box of 50 sachets x 4.1 grams

web 'y x 106 g5 doH

Box of 50 sachets x 4.1 grams
S— Indicatlons, Dosage, Contraindications and other information, please
refer to the package insert,

Store at temperatures not exceeding 30°C.

KEEP OUT OF REACH OF CHILDREN.

GF?ANULE ORAL REHYDRATION SALTS READ THE PACKAGE INSERT CAREFULLY BEFORE USE.

Eiectrolyls concenirarion provided in 1 slchel Hydnla@00 m! walsr Mﬂﬂmb" MOMEF
Sodiym

Manulactured by UNITED INTERNATIONAL PHARMA £0, LTD.
WHO-GMP, GLP, G5P

No.l6VSIP I, Street Na7, Vietnam-Singapore # Industrial Park,
Hioa P Ward, Thu Dau Mot City, Binh Dyong Provinge, Vievnam
Tel:08-36100800
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GRANULE ORAL REHYDRATION SALTS = B‘
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: Box of 30 sachets \..l‘:. o
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e l o)'\
X of 30 sachets x 4.1 grams _ Hop 30 géi x 4,1 gam : =
=i Indications, Dosage, Contraindications and other information, please refer to the Chl dinh, Liéu ddng, Chéng chl dinh va c4c théng tin khéc, xin xem toa hudng il 0
package insert. din sl dyng. i
S ')
= ® Store at temperatures not exceeding 30°C. [ ] ® Bao quén & nhiét d) khdng qua 30°C. '
Hydrite s oo e cnone, Hydrite Wi ,
GRANULE ORAL REHYDRATION SALTS READ THE PACKAGE INSERT CAREFULLY BEFORE USE. OT BU MUSI - NUGC BANG BUONG NG BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. 1
COMPOSTION iy ion provided in 1 sschat Hy mi water by Ndng 89 dan il huang duong trang 1 gd! Hydta200 ml  Khuydn cdo mdi nhdl cla WHOUNICEF |
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GRANULE ORAL REHYDRA TION SALTS

|
Box of 20 sachets x 4.1 grams .(
web '+ x 106

f 20 sachets x 4.1 grams

“ HOp20g6ix4,1gam

Indications, Dosage, Contraindications

and
information, please refer to the package uﬁgﬁ;}ﬂtﬂoz.
7%

Store at 1 S not exceeding 39°C

KEEP OUT OF REACH Of CHILDREN,
READ THE PACKAGE INSERT CAREFULLY i

GRANULE ORA L REHYDRATION SALTs
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Hydrite® f‘f’*
Bé'r BU MUGI - NUGC BANG PUONG USNG

mﬂmnﬂnmmnw rpu.mmmr Mﬂ mmmn cla Imuwvc:r
75 mmast

. BN mg m : = 20 umost =
S89mg  Clond = = — 65 mmalt :
J00mg  Chrals “a pEpeE — 10 menait AT
279 GCleoge .. = e - 75 Mol e
Mﬁqmmmmm
ulcwlmelmM
Vietnam

#3n xuflt 191 CONG TY TNHH UNITED INTERNATIONAL PHARMA
WHO-GMP, GLP, GSP

P, 88 7, Khu Cting Nghlép Vit Nam-Singapare i,
mi:ﬂu P:.INTIEMH Phg Thil Déu Mét, Tinh Binh Duang, Vigt Nam

'9‘"0 1 mm hidu: Wastmoni Pharmaceutical ._lm

Chl dinh, Liéu diing, Chéng cht dinh v& céc thdng

tin khéc, xin xem toa hudng din s dyng.

Bdo quén & nhidt 4 khéng qua 30°C,
€ XA TAM TAY TRE EM,
BOC K¥ HUONG DAN S DYNG TRUGC KHI DUNG,
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Hydrite®

GOI BOT BU MUOI - NUGC BANG BUGNG USNG

THEO KHUYEN CAO CUA TO CHUC Y TE THE GIGI

THANH PHAN
M8i gbi chia: Natri Clorid

Natri Citrate .....

Kali Clorid ....

Glucose khan .....

Saccharin Sodium

Néng d dién gidi iuong duodng trong:. 1 géi Hydrite/200ml
Natri

T4 dugc:

atri

.75 mmolAl

Kali

.20 mmolA

Clorid .....c.....
Citrate

10 mmolA

Glucose

Céng thuc trén phi hgp vél khuy&n cdo mdi nhél clla WHO (T8 chuc y 18 the

75 mmolA

Quéc) vé dung dich bil nudc bling duding ubng.

CHI BINH

Dung trong diéu tri m&t nuéc do tiéu chay & trd em va ngudi I6n.

Dung dé thay th& nudc va chét dién gidi m&t trong cc banh tidu chdy c&p, ndn mita, 6t cao, hay liéu hao do bi&n dudng nhu khi

luy&n tap n&ng nhoc va choi thé thao.

LIEU LUQYNG VA CACH SU DUNG

I. MAT NUGC DO TIEU CHAY:

A. DANH GIA MUC B MAT NUGC

Khuy&n cao méi nh&t cla WHOMUNICEF
rrsbssesrrrnreresarersrns 10 MMOIA
. 20 mmolA
. 65 mmolf
. 10 mmolA
reasenenes 79 MmMoIA
gldl) va UNICEF (Quy Nhi Béng Lign Hiép

1. Cdc dfu higu ldm sang

a) Nhin

Téng trang Kho8, tinh 140 i v

Mét Binh thuéing Trlng A&t trOng va khd

Nuéc mét Cé Khéng cé Khéng cé

Miéng va lugi Am uét Kho Ré1 kho

Khét nudc Khéng khét, uSng binh thudng Khat, uSng hdo hue Ufng kém hodc khéng
ufng dude

b) Su

N&p véo da Trd lai binh thugng nhanh Trd lal binh thuding chim | Trd lal binh thying rft
chém (> 2 gldy)

2, Két lugn Bénh nh&n khéng cdé déu higu Né&u bénh nhan cé 2 dfu | NB&u b&nh nhan c6 2 d&u

mét nudc

hiéu trd |1&n, trong d6 cé It
nhét 1 d&u higu cé gach
dudi, x&p loai c6 mét nudc

hiéu trd &n, trong dé c6 It
nhét 1 d&u hidu cé gach
dudl, xép loai m&t nude
ning

3. Phéc a8 aléu tr|

Ding Hydrite* a8 phéng ngua
mét nudc theo phéc a6 didu tr]
A (c6 thé diéu tri tai nha)

Ding Hydrite® d€ diéu tri
mél nudc theo Phdc a6
difu tr| B (hdi ¥ ki&n bac s7)

Bénh nhan cén nhap vign
ngay dé nhanh chéng bi
nudc qua duding tinh mach
theo Phic a6 didu tr| C

B. UONG BU NUGC

Huéng d&n: Pha 1 géi vao 1 Iy 200 ml nuéc dun sdi 46 ngudi
» PHONG NGUA MAT NUGC (PHAC B A)

h trung binh (mi) cda dung dich Mydrite c4n

Cho bénh nhén udng dung dich Hydrite® cang nhiéu cang 15t theo khd nang ch;jgym nging tiéu chiy,

Liéu trung binh 10 mifkg, nhan trong Iugng bénh nhan (kg) véi 10 mi a8 dudge th
bl sau m&i I4n di tiéu phan I6n
Cho thém céc loai dich khéc ¢!

chua), nudc ép tréi cay (khdng thém duding).
'ﬂE&glJ TyC AN NEU DUNG NAP TOT. Tlqug TYC CHO BU.

%rlg han nhu nudc dun soi d8 ngudi, nudc com, canh rau, sup thit ga, nuéc dua tugi, Yaourt (slia

 BIEU TRI MAT NUGC (PHAC D6 B)

(Bl m&t nudc tif nhe dEn vifa) :

Liéu trung binh 75 ml/kg, nhan trong lugng bénh nhan (kg) vdi 75 ml aé dugc thé tich trung binh (m) clia dung dich Hydrite® cén

cho trong 4 gid d4u

Tiép tyc cho bu ngay ¢4 trong IUc thyc hidn bidn phap bl nude.

Sau 4 gi¢, danh gié lai bénh nhan dya trén bing danh gi& mic d& mit nudc va chon phac d6 diéu tr thich hap.

= N&u khong cén dfu higu m&t nuéc, chuyén sang Phdc D6 A.

= Né&u con cdc déu hidu m&t nuéce, 14p lai Phéc DS B va tiép tyc dénh gid lai bénh nhan thudng xuyén.

- Néu Kuééhien céc ddu hidu mét nudc nang, chuydn bénh nhan d&n bénh vién ngay dé kh&n c&p bl nudc qua dudng finh mach
(Phéc D6 C).
Tuy nhién, trudng hap bat thuding ndy hiSm gép, chl xay ra khi bnh nhan khang u8ng dugc hodic udng rét it dung dich Hydrite*
ddng thdi tidu chay nhidu va lién tye.

Sau khi hoan 14t qué trinh bl nude, nép véo da 58 tré lai binh thuding, bénh nhan bét khat nude, di tifu duge va khang bi kich

thich vat va nita.

TIEP TYC CHO AN, CHO BU NHU BINH THUING (NEU DUNG NAP TGT) SAU 4 Gid) DAU BU NUGC.

Il. MAT NUGC KHONG DO TIEU CHAY:
Udng dung dich Hydrite" liing ngum theo khd nang trong cdce truéing hap sau:
= Tré 61 cao, s61 xu#it huy&t (d9 1, II, Il n8u bé ubng duge), kém &n uéng trong lic bj bénh, ndn &l, bdng.
- E)f @8 phdng mét nudc va dign gidi trong khi hoat ddng thé Iyc (nhu van ddng vien, nhiing ngudi am viéc 14U trong mél trudng
nang néng...).

CHONG CHI B|NH
- Di Ung véi bat ky thanh phin nao clia s&n phdm holic n&u ban rdi loan dung nap glucose.
- Suy than cép
= Téc rut, ligt rudt, thlng rudt.

THAN TRONG
= Cén tulin theo ding céch pha va lugng dung dich cho uSng nhu d& aé nghj tuy theo cAn ning va/hoic lda tudi bénh nhén va
muc dich s& dung (phdng ngita hotic didu tri m&t nudc) af tranh thép lidu hay qué lidu.
- Pha géi Mydrite' ngay truéc khi ddng. N&u khong a4 10 lanh, 1 gid sau khi pha, dung dich ¢én thira nén dé ba. N&u dé tl lanh,
dung dich Hydrite® pha xong c6 thé dugc giT dé udng trong 24 gid, sau a6 thl khang nén ding naa.
= Dlng nudc ngui dé pha géi Hydrite. Sau khi pha khong bao gi¢ dun sbi dung dich Hydrite®.
- Anh hudng 18n kha nang I4i xe va van hanh may méc: khang.
PHY N MANG THAI VA CHO CON BU
Cé 1hé ding duge cho phy nit mang thai, cho con bu.

TAC DYNG PHY
Khéng ¢6 tac dyung phy néu theo ding cach pha, thé tich nudc pha va cho uSng dung dich ding liéu lugng.
Xin thdng béo cho béc sTnhiing tdc dyng khéng maong muén gép phai khi ding thudc.

QUA LIEU VA CACH XU TRI

Trigu chung qué liéu bao g6m tang natri huy&1 (hoa mét, chéng mat, tim d&p nhanh, téng huyét 4p, c4u glt, s6t cao...) khi ubng
dung dich Hydrite® ddm dic va tridu ching thyaauc (mi mét hip néng, phi toan than, suy tim).

Diéu tri tang natri huy&t: truyén tinh maglr@am dyny huge ruong va cho ubng nudc.

Digu tri thira nudic: ngng cho udng ging QCw! Hydrite® vi Mg thudc Igi tidu néu cén.

TUONG TAC THUGE 47,
Thubc nay khdng tuong tac vdi tgic

TRINH BAY
Hop 30 gdi x 4,1 gam, bla kep

BAO QUAN
Béo quén & nhiét 49 khdng qué 3

HAN DUNG
24 thang k& W ngay sén xusl.

DE XA TAM TAY TRE EM
agc K¥ HUGNG DAN SU DYNG TRUGC :
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC si

Sén xufit tal CONG TY TNHH UNITED INTERNATIONAL PHARMA
WHO-GMP, GLP, GSP
S8 16 VSIP ||, Puding 88 7, Khu C8ng Nghldp VIét Nam-Singapore It
Phudng Hoa Phu, Thanh Ph8 Thd Ddu Mat, Tinh Binh Dudng, Viét Nam
BT: 08-28100800
®biing ky nhéin hi§u: Westmont Pharmaceuticals, Inc.




Hydrite®

GRANULE ORAL REHYDRATION SALTS
WHO RECOMMENDED

COMPOSITION

Each sachet contains: Sodium Chloride ........
Trisodium Citrate Dihydrate ..
Potassium Chloride....
Glucose, Anhydrous ..

Excipients: Saccharin Sodium

Electrolyte concentration provided in:1 sachet Hydrite/200ml water Recommended by WHOMUNICEF
Sodi W T mmell L

Polassium..... «20mmoll ... .
Chloride . .. 65 mmoln .. .
Citrate..... ... 10 mmolA
Glucose . .- 75 mmolA

This medicine conforms 10 reduc: glucose-based oral rehydration salts recommended by WHO/UNICEF, the
standardised method for treating dehydration and electrolytes loss,

INDICATIONS
This medicine is used in the treatment of children and adulls with dehydration due to diarrhea.
This medicine replaces fluid and electrolyles lost due to acute diarrhea, vomiting, fever and increased metabolic expenditure as in

vigorous exercises and athletics.

DOSAGE AND INSTRUCTION FOR USE
|. DEHYDRATION DUE TO DIARRHEA
A. ASSESSMENT OF THE DEGREE OF DEHYDRATION

1.Clinical markers

a) Look at
Condition Well, alert Restless, [rritable Letharglc or unconscious
Eyes Normal Sunken Very sunken or dry
Tears Present Absent Absent
Mouth and Tongue Moist Dry Very dry
Thirst : Not thirsty, drinks normally Thirsty, drinks eagerly
1o drink
b) Feel Goes back quickly Goes back slowly | Goes back very slowly (>2
Skin Pinch g seconds)

2. Conclusion The patient has no signs of Il"ihe patient has twoormore | I the patient has two or more

dehydration sign's, including at least one | signs, including at least one
of the underline signs, there | of the underline signs, there
is some dehydration is severe dehydration
3. Treatment plan Use Hydrite® 1o prevent Use Hydrife® 1o Ireat | Patient requires urgent

hospitalization and rapid

dehydration according o dehydration according to

Treatment Plan A (can be Treatment Plan B (consult | intravenous rehydration

treated al home) a doctor “or heaith care according to Treatment
worker) Plan C

B. ORAL REHYDRATION
Direction; Dissolve the conlents of one sachet in one glass (200ml) of clean drinking water.

* TO PREVENT DEHYDRATION (TREATMENT PLAN A)
Give as much fluid as the patient wants until diarrhea stops.
Average dose is 10 mVkg, one can multiply the patient's weight (in kg) by 10 ml to obtain the approximate volume (in ml) of this
Hydrite® solution 1o be given after every watery stool.
Give other suitable fluids including plain clean waler, rice water, vagetable or chicken soup, green coconut water, yoghurt drink,
fresh fruit juice (unsweetened).
CONTINUE USUAL FEEDING AS TOLERATED. CONTINUE BREASTFEEDING.

* TO TREAT DEHYDRATION (TREATMENT PLAN B)

(To repl mild te fluld loss)

Average dose 75ml/kg, one can multiply the patient's weight (in kg) by 75 mi to obtain the approximate volume (mi) of this reduced

osmolarity Hydrite* solution to be given in the first 4 hours.

Continue breastfeeding even during the initial rehydration period.

After 4 hours, reassess the patient using the assessment chart and select the appropriate treatment plan.

= If there are no signs of dehydration, shift to Trealment Flan A.

= I signs indicating some dehydration are still p t, repeat T t Plan B and continue o reassess the patient frequently.

- If signs of severe dehydration have appeared, bring the patient to the hospilal immediately for urgent intravenous rehydration
with Treatment Plan C,
For this to happen is unusual, however, occurring only in patients who drink Mydrite® poorly and pass large watery stools
freguently during the rehydration period.

When rehydration is complete, skin pinch is normal, thirs! subsides, urine is passed, and the patient is no longer irritable.

CONTINUE USUAL FEEDING, BREAST FEEDING AS TOLERATED, AFTER THE INITIAL 4 - HOUR REHYDRATION PERIOD

ILDEHYDRATION NOT DUE TO DIARRHEA
Give lrequent sips of Hydrite* solution as much as the patient wants
= High fever, dengue fever (I,II, Il grade il oral route is possible), anorexia and vomiting, burn patients.
= To prevent dehydration during physical activity (athlete, person who works long hours in hot environments_).

CONTRAINDICATIONS
- Allergic to any component of the product or if you have glucose malabsorption.

= Acute renal failure.
- Obstruction, paralysis and pedoration of intestine.

PRECAUTIONS
= Follow directions for dilution and recommended amount of this reduced osmolarity Hydrite® solution according 1o weight and/for

age of patient and intended use (prevention or treatment of dehydration) to aveid underdosing or overdosing.
= This reduced osmolarity Hydrite® granules in sachet should be made into solution immediately before use. If not refrigerated,
discard any remaining solution an hour after constitution. If refrigerated, the constituted soiution can be kept for 24 hours after
which it should no longer be used.
= Use cool drinking water for reconstituting Mydrfte® sachet, Once reconstituted, Hydrfte* solution should never be boiled.
- Effects on ability lo drive and use machines: none stated,
PREGNANCY & LACTATION
May be used during pregnancy and lactation.

SIDE-EFFECTS
There are no side effects if the recommended dilution, volume of solution to be administered and dosing are followed.

Please inform your doctor of all undesirable eflects upon drug administration.

OVERDOSE AND TREATMENT

Hypernatraemia may result from overdose in administration of 100 cancentrated of Hydrite"; symploms include hypernatremia
(dizziness; fast heartbeat; high blood pressure; irritability; high fever; ...) and symptoms of overhydration (pufty eyelids, whole body
edema, hear failure).

Hypematraemia is treated with low infusion rate of hypotanic solutions and providing free water orally.

Treatment of overhydration: Hydrite' needs to be discontinued and diuretic therapy if necessary.

DRUG INTERACTIONS
This medicine is not expected lo interact with food or other medicines.
Consult your doctor if you are taking any other medicine.

PRESENTATION
Box of 30 sachets x 4.1 grams, envopack of 2 sachels x 4.1 grams.

STORAGE
Store at temperatures not exceading 30°C.

SHELF - LIFE
24 months from manufacturing date.

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE
FOR MORE INFORMATION, PLEASE ASK FOR DOCTOR'S ADVICE

Manufactured by UNITED INTERNATIONAL PHARMA CO., LTD,
WHO-GMP, GLP, GSP
No.16 VSIP Il, Street No.7, Vietnam-Singapore Il Industrial Park,
Hoa Phu Ward, Thu Dau Mot City, Binh Duong Province, Vietnam
Tel: 0B-38100800
®Registerad trademark of Westmont Pharmacsuticals, Inc.

INVIE2193000GS-01




Hydrite®

GOI BOT BU MUGI - NUGC BANG BUGNG UGNG

THEO KHUYEN CAO cUA TO CHUC Y TE THE GIGI

-~ -

THANH PHAN

M&i gdi chda: Natri Clorid 520 mg
Natri Citrate ...
Kali Clorid ......
Glucose khan ....

Té dugc: Saccharin Sodium

Néng d dién gidi tuong duong trong:. 1 géi Hydrite/200ml  Khuy&n cdo mdi nh4t cila WHOMNICEF
Natri 75 mmolA 75 A
Kali cuicniimssmsasimianinansssenssnsasssnsensanss 20 MMoIA . 20 mmolA
Clorid 65 mmolfl 65 mmolA
Citrate 10 mmol/ .. 10 mmolA
GlUcose ....vveenne — L 75 mmoll

Céng thic trén phit hop véi khuyén cdo mal nht clia WHO (T6 chuc y t6 thé gidi) va UNICEF (Quy Nhi Béng Lign Higp
Quéc) vé dung dich bl nudc bing dudng udng.

CHI BINH
Dung trong diéu 1ri m&t nuéc do tidu chy & tré em va ngudi ldn.
Diing dé thay 1hé nudc va cht dién gidi m4t trong cdc bénh tiéu chiy cdp, ndn mira, 81 cao, hay tidu hao do bién dudng nhu khi

luy&n t&p n3ng nhoc va chai thé thao.
LIEU LUGNG VA CACH SU DUNG
1. MAT NUGC DO TIEU CHAY:

A DANH GIA MUC B MAT NUGC

1. Cdc d4u hiéu l&m sing

a) Nhin

Téng trang Kho#, tinh tdo Vit vi, kich thich

Mét Binh thuéing TrGng R4t trling va kho

Nuéc mét Ccé Khéng cé Khoing cé

Migng va ludi Am uét Kho R4t kho

Khét nudc Khong khét, uéng binh thuding Khat, udng héo huc
uéng dugc

b) S&

Nép véo da Trd lai binh thuding nhanh Ird fal binh thu@ng chdm | Trd lal binh thudng rit
chim (> 2 gléy)

2. Két lugn Bénh nhdn khéng cé dfu hi§u NEu bénh nhén cé 2 ddu | N&u bénh nhan cé 2 dfu

mét nudc

hi&u trd 18n, trong dé cd it
nhét 1 d4u hiéu ¢é gach
dudi, x&p loai ¢é mét nudc

hiéu trd I&n, trong d6 cé It
nhét 1 dfu hidu cé gach
dudi, x&p loai mét nudc

njng

3. Phédc d6 aléu tr| Ding Hydrite® € phdng ngira
m&t nudc theo phéc 48 diéutr]

A (c6 1hé didu trj 1ai nha)

DOng Hydrite* d€ didu tri | Bénh nhan cdn nhap vién
mét nudc theo Phdc dé | ngay dé nhanh chéng bi
diéu tr| B (hdi ¥ kién bac )| nudc qua duding tinh mach
theo Phédc dé diéu trj C

B. UGNG BU NUdc
Huéng din: Pha 1 gdi vao 1 ly 200 ml nudc dun s6i d€ ngudi

« PHONG NGUA MAT NUGC (PHAC B0 A)

Cho bénh nhan udng dung dich Hydrite® cang nhiu cang 6t theo kha niing cho dé&n khi ngiing tiéu chay.

Liéu trung binh 10 mikg, nhén trong Iugng bénh nhan (kg) véi 10 ml a€ dugc thé tich trung binh (mi) cia dung dich Hydrite® cén
b sau mé&i 14n di tiéu phan I6nga.

Cho thém céc loai dich khdc ching han nhu nuéc dun s6i d€ ngudi, nudc com, canh rau, sdp thit ga, nudc dua tudi, yaourt (siia
chua), nudc ép tréi cAy (khéng thém dudng).

TIEP TYC AN NEU DUNG NAP TOT. TIEP TYC CHO BU.

= BIEU TRI MAT NUGC (PHAC D6 B)
(B m&t nudc tif nhe A&n vira)

Liéu trung binh 75 ml/kg, nhédn trong Iugng bénh nhan (kg) vdi 75 ml d& dugc thé tich trung binh (ml) cta dung dich Hydrite* cén

cho trong 4 gids déu

Ti&p tyc cho bi ngay ¢4 trong Itc thyc hién bidn phap bl nudc.

Sau 4 gid, dédnh gid lai b&nh nhan dya trén bing dédnh gid muc A& m&t nudc va chon phéc dé didu tr thich hgp.

- Néu khéng cén dZu higu m&t nuéc, chuyén sang Phéc DS A,

= Néu cdn céc ddu higu m4t nudc, 1p Iai Phdc B8 B va tiép tyc dénh gid lai b&nh nhan thuding xuyén.

= Néu xu(éhien cdc d4u hid¢u m4t nudc nding, chuyén bé&nh nhan dén bénh vién ngay dé kh&n cép bl nudc qua dudng tinh mach
(Phéac B4 C).
Tuy nhién, truding hop bit thuding ndy him gp, chi xdy ra khi b&énh nhan khdng udng dugc hodic ubng rit It dung dich Hydrite®
déng thdi tidu chay nhidu va lién tyc.

Sau khi hoan &t qué trinh bl nuéc, nép véo da s& trd lai binh thuding, bénh nhan bét khat nude, di tiéu duge va khong bj kich
thich val va nita.

TIEP TYC CHO AN, CHO BU NHU BINH THUSNG (NEU DUNG NAP TGT) SAU 4 GI8 BAU BU NUAC.
1. MAT NUGC KHONG DO TIEU CHAY:
U6ng dung dich Hydrite" ting ngum theo khé niing trong c4c tnyding hgp sau:

= Tré sét cao, sOt xudt huyét (a9 I, II, Il néu bé ubng dugc), kém &n udng trong lic bj bénh, ndn 6i, béng.

- E)éé aé phdng m4t nudc va dién gidi trong khi hoat dng thé lyc (nhu van ddng vién, nhing ngudi Iam viéc 1Au trong méi trudng
nang néng...).

CHONG CHI BINH

= Di Ung véi bdt ky thanh phén no cla sdn phdm hodic néu ban r&i loan dung nap glucose.
= Suy than cép
- Téc rudt, liét rudt, thing rudt.

THAN TRONG
= C4n tuan theo ding cdch pha va lugng dung dich cho udng nhu da dé nghj luy theo can néng va/Mmodic Ida wdi bénh nhan va
myc dich sif dyng (phdng ngifa hokic diu tri m&t nudc) d€ trénh th&p lidu hay qua liéu.
= Pha géi Hydrite® ngay trudc khi diing. N&u khang dé 10 lanh, 1 gi¢ sau khi pha, dung dich cdn thifa nén d& bd. N€u aé td lanh,
dung dich Hydrite® pha xong c6 thé duge gill dé uding trong 24 gid, sau d6 thi khdng nén diing nda,
- Dung nudc ngudi dé pha géi Mydrite'. Sau khi pha khdng bao git dun s8i dung dich Hydrite".
- Anh hudng 1&n kha niing 13i xe va van hanh m&y méc: khéng.
PHY NU MANG THAI VA CHO CON BU
Cé thé diing dugc cho phy nit mang thai, cho con bu.

TAC DUNG PHY
Khéng c6 tac dung phy néu theo diing céch pha, thé tich nudc pha va cho udng dung dich ding liéu lugng.
Xin théng béo cho béac s7 nhilng 14c dyng khéng mong muén gip phai khi ding thudc.

QUA LIEU VA CACH XU TRI

Triéu chung qué liéu bao gém tang natri huy&t (hoa mét, chéng mit, tim dap nhanh, ting huyét p, cdu git, s61 cac...) khi ubng
dung dich Hydrite' d4m dac va triéu ching thifa nudc (mi m#t hip nang, phi todn than, suy tim).

Biéu tri tang natri huyét: truyén tinh mach chdm dung dich nhugc truong va cho uéng nudc.

Biéu trj thira nudc: ngling cho uéng dung dich Hydrite® va ding thudc Igi tiu néu cén.

TUONG TAC THUGC
Thubc nay khdng tuong t4c vdi thuc &n holic thudc khéc. Nén bao cho bac sTbiét c4c thubc ban dang diing.

TRINH BAY
Hép 20 gdi x 4,1 gam, Hop 50 gbi x 4,1 gam, HOp 100 gdi x 4,1 gam.

BAO QUAN
Béo quan & nhiét dd khdng qué 309C.

HAN DUNG
24 théng ké ti ngay sén xudt.

DE XA TAM TAY TRE EM :
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

Sdn xuflt 131 CONG TY TNHH UNITED INTERNATIONAL PHARMA
WHO-GMP, GLP, GSP
S& 16 VSIP Il, Buding 88 7, Khu Céng Nghl§p VIét Nam-Singapore II,
Phudng Hod Phd, Thanh Ph& Thi Du M4t, Tinh Binh Duong, Viét Nam
DPT: 08-38100800
®ping ky nhin higu: Westmont Pharmaceuticals, Inc.




Hydrite®

GRANULE ORAL REHYDRATION SALTS
WHO RECOMMENDED

COMPOSITION

Each sachel contains: Sodium Chloride ..
Trisodium Citrate Dlhydrate
P il Chloride

Glucose, Anhydrous

-..520 mg
..580 mg

300 mg
e 2.7 g

Excipients: Saccharin Sodium
Electrolyte concentration provided in:1 sachet Hydrile/200m] water Recommended by WHO/UNICEF
Sodi . 75 mmolA 75 mmold
Potassi 20 mmolf 20 i
Chloride ..... . 65 mmolA 65 i
e Citrate 10 MMON  cooreoeverrssoersreereess o 10 mmol
Glucose .. .. 75 mmolA s— R 1

This medicine conforms to uducsd nsmuiarlly glucosa-based oral uhrdralleu salls !ecomrnended by WHO/UNICEF, the
standardised method for treating dehydration and electrolytes loss.

INDICATIONS
This medicine is used in the treatment of children and aduits with dehydration due to diarrhea.
This medicine replaces fluid and electrolytes lost due to acute diarrhea, vamiling, fever and increased metabolic expenditure as in

vigorous exercises and alhletics.

DOSAGE AND INSTRUCTION FOR USE
1. DEHYDRATION DUE TO DIARRHEA :
A. ASSESSMENT OF THE DEGREE OF DEHYDRATION

1.Clinical markers
a) Look at

dehydration

signs, including at least one
of the underline signs, there

Condition Well, alert Restless, Iritable Lethargic or unconsclous
ot floppy

Eyes Normal Sunken Very sunken or dry

Tears Present Absent Abgent

Mouth and Tongue Moist Dry Very dry

Thirst Not thirsty, drinks normally Thirsty, drinks eagerly Drinks poordy, or not able
fodrink

b) Feel Goes back quickly Goes back slowly ‘Goes back very slowly (>2

Skin Pinch geconds)

2. Conclusion The patient has no signs of Il the patient has two armore |  If the patient has two or more

signs, including at least one
of the underline signs, there

trealed at home)

a doctor or health care
worker)

is some dehydration is severe dehydration
3. Treatment plan Use Hydrite* to prevent Use HMydrite® to ftreat| Patient requires urgent
dehydration  according to dehydration according 1o | hospitalizalion and rapid
Treatment Plan A (can be Treatment Plan B (consult | intravenous rehydration

according to Treatment
Plan C

B. ORM. REHYDRATION
Di Dissolve the cont

of one sachet in one glass (200ml) of clean drinking water.

* TO PREVENT DEHYDRATION (TREATMENT PLAN A)

Give as much fiuid as the patient wants until diarrhea stops.

Average dose is 10 mikg, one can multiply the patient’s weight (in kg) by 10 ml to obtain the approximate volume (in ml} of this

Hydrite® solution to be given after every watery stool.

Give other suitable fluids including plain clean water, rice water, vegetable or chicken soup, green coconul waler, yoghurt drink,

fresh fruit juice (unsweetened).
CONTINUE USUAL FEEDING AS TOLERATED. CONTINUE BREASTFEEDING.

* TO TREAT DEHYDRATION (TREATMENT PLAN B)
(To replace mild to fluld loss)
Average dose 75mi/kg, one can multiply the patient's weight (in kg) by 75 ml to obtain the approximate volume (mi) of this reduced
osmolarity Hydrite® solution to be given in the first 4 hours.
Continue breastieeding even during the initial rehydration period.
After 4 hours, reassess the patient using the assessment chart and selec! the appropriate treatment plan.
= Il there are no signs of dehydration, shift to Treatment Plan A.
= It signs indicating some dehydration are still present, repeat Treatment Plan B and continue to reassess the patient frequently.
= It signs of severe dehydration have appeared, bring the patient 1o the hospital immediately for urgent intravenous rehydration
with Trealment Plan C.
For this 1o happen is unusual, however, occurring only in patients who drink Mydrite® poorly and pass large watery stools
frequently during the rehydration period,
When rehydration is complete, skin pinch is normal, thirst subsides, urine is passed, and the patient is no longer imitable.
CONTINUE USUAL FEEDING, BREAST FEEDING AS TOLERATED, AFTER THE INITIAL 4 - HOUR REHYDRATION PERIOD
I.DEHYDRATION NOT DUE TC DIARRHEA
Give frequent sips of Hydrite® solution as much as the palient wants
- High fever, dengue fever (L1, ll grade if oral route is possible), anorexia and vomiting, bumn patients.
= To prevent dehydration during physical ity (athiete, p who works long hours in hot environments_).

CONTRAINDICATIONS
= Allergic to any component of the product or if you have glucose malabsorption.
= Acute renal failure.
= Obstruction, paralysis and perforation of intestine.

PRECAUTIONS
= Follow directions for dilution and recommended amount of this reduced osmolarity Hydrite® solution according to weight and/or

age of patient and imended use (prevention or treatment of dehydration) to avoid underdosing or overdosing.
= This reduced osmolarity Hydrite* granules in sachet should be made into solution immediately before use, If not refrigerated,
discard any remaining solution an hour after constitution. If refrigeraled, the constituted solution can be kept for 24 hours after
which it should no longer be used.
= Use cool drinking water for reconstituting Hydrite" sachet. Once reconstituted, Mydrite® solution should never be boiled.
= Effects on ability to drive and use machines: none stated.
PREGNANCY & LACTATION
May be used during pregnancy and lactation.

SIDE-EFFECTS
There are no side effects if the recommended dilution, volume of sclution to be administered and dosing are followed.

Please inform your doctor of all undesirable effecls upon drug administration.

OVERDOSE AND TREATMENT

Hypernatraemia may resultl from overdose in administration of too concentraled of Mydrite®; symptoms include hypernatremia
(dizziness; fast heartbeat; high blood pressure; imitability; high fever; ...) and symptoms of overhydration (putfy eyelids, whole body
edema, heart failure).

Hypernatraemia is treated with low infusion rate of hypatonic solutions and providing free water orally.

Treatment of overhydration: Hydrite® needs to be discontinued and diuretic therapy If necessary.

DRUG INTERACTIONS
This medicine is not expected to interact with food or other medicines.
Consult your doctor if you are taking any other medicine.

PRESENTATION
Box of 20 sachets x 4.1 grams, Box of 50 sachets x 4.1 grams, Box of 100 sachets x 4.1 grams.

STORAGE
Store at temperatures not exceeding 30°C.

SHELF - LIFE
24 months from manufacturing date.

KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE
FOR MORE INFORMATION, PLEASE ASK FOR DOCTOR'S ADVICE

Manufactured by UNITED INTERNATIONAL PHARMA CO,, LTD.
WHO-GMP, GLP, GSP
No,16 VSIP Il, Street No.7, Vietnam-Singapore |l Industrial Park,
Hoa Phu Ward, Thu Dau Mot City, Binh Duong Province, Vietnam
Tel: 08-38100800
®Reglstered trademark of Westmont Pharmaceuticals, Inc.
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