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DRNA STOP (Tablets)

Pyrazinamide 400 mg

COMPOSITION AND EXCIPIENTS:

Each tablet of Drna Stop contains: Pyrazinamide 400 mg.

Excipients: Maize starch, Povidone, Sodium starch glycolate,

Purified talc, Colloidal anhydrous silica, Magnesium stearate.

INDICATIONS:

-Drna Stop is indicated for the initial treatment of active
tuberculosis in adults and children when combined with other
antituberculous agents. The current recommendation is to use
a six-month regimen for initial treatment of active tuberculosis,
consisting of isoniazid, rifampin and pyrazinamide given for
2 months, followed by isoniazid and rifampin for 4 months.

- Patients with drug-resistant disease should be treated with
regimens individualized to their situation. Drna Stop frequently
will be an important component of such therapy.

- In patients with concomitant HIV infection, the physician should
be aware of current recommendation of CDC. It is possible
these patients may require a longer course of treatment.

- Drna Stop is also indicated after treatment failure with other
primary drugs in any form of active tuberculosis.

- Drna Stop should only be used in conjunction with other
effective anti-tuberculous agents.

CONTRAINDICATIONS:

Drna Stop is contraindicated in persons: with severe hepatic

damage; who have shown h{persensitivity to it; with acute gout.

DOSAGE & ADMINISTRATION:

Drna Stop should always be administered with other effective

anti-tuberculous drugs. It is administered for the initial 2 months

of a 6-month or longer treatment regimen for drug-susceptible
patients.

Usual dose: Drna Stop is administered orally, 15 to 30 mg/kg

once daily. Older regimens employed 3 or 4 divided doses daily,

but most current recommendations are for once a day. Three
grams per day should not be exceeded.

Alternatively, a twice weekly dosing regimen (50 to 75 mg/kg

twice weekly based on body weight) has been developed.

In studies evaluating the twice weekly regimen, doses of

pyrazinamide in excess of 3 g twice weekly have been

administered. This exceeds the recommended maximum

3 g/daily dose. However, an increased incidence of adverse

reactions has not been reported.

SIDE EFFECTS:

General: Fever, porphyria, dysuria, gout.

Gastrointestinal: disturbances including nausea, vomiting and

anorexia have also been reported.

Hematologic and Lymphatic: Thrombocytopenia and sideroblastic

anemia with erythroid hyperplasia, vacuolation of erythrocytes

and increased serum iron concentration have occurred rarely
with this drug. Adverse effects on blood clotting mechanisms
have also been rarely reported.

Other: Mild arthralgia and myalgia have been reported frequently.

Hypersensitivity reactions including rashes, urticaria, and pruritus

have been reported. Fever, acne, photosensitivity, porphyria,

dysuria and interstitial nephritis have been reported rarely.

DRUG INTERACTIONS:

- Drug/Laboratory Test Interactions: Pyrazinamide has been
reported to interfere with ACETEST and KETOSTIX urine tests
to produce a pink-brown color.

WARNINGS:
Patients started on pyrazinamide should have baseline serum
uric acid and liver function determinations. Those patients with
preexisting Liver disease or those at increased risk for drug
related hepatitis (e.é]., alcohol abusers) should be followed
closely. Pyrazinamide should be discontinued and not be
resumed if signs of hepatocellular damage or hyperuricemia
accompanied by an acute gouty arthritis appear.
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PRECAUTIONS:

- Pyrazinamide inhibits renal excretion of urates, frequently
resulting in hyperuricemia which is usually asymptomatic.
If hyperuricemia is accompanied by acute gouty arthritis,
gyrazinamide should be discontinued.

- Pyrazinamide should be used with caution in patients with a
gifsftor;ll of diabetes mellitus, as management may be more
ifficult.

- In cases with known or suspected drug resistance, in vitro
susceptibility tests with recent cultures of M. tuberculosis
against pyrazinamide and the usual primary drugs should be
performed. A reference laboratory capable of performing these
studies must be employed.

Pregnancy: Category C, it is also not known whether pyrazinamide

can cause fetal harm when administered to a pregnant woman

or can affect reproduction capacity. pyrazinamide should be

%liven toa re%nant woman only if clearly needed.
ursing Mothers: Pyrazinamide has been found in small

amounts in breast milk. Therefore, it is advised that Drna Stop

be used with caution in nursing mothers taking into account the
risk-benefit of this therapy.

Pediatric Use: Drna Stop regimens employed in adults are

probably equally effective in pediatric patients. Drna Stop

appears to be well tolerated in pediatric patients.

Geriatric Use: In general, dose selection for an elderly patient

should be cautious, usually starting at the low end of the dosing
range, reflecting the greater frequency of decreased hepatic or
renal function, and of concomitant disease or another drug therapy.

It does not appear that patients with impaired renal function
require a reduction in dose. It may be prudent to select doses at

the low end of the dosing range, however.

OVERDOSE: Overdosage experience is limited. In one case
report of overdose, abnormal liver function tests developed.

These spontaneously reverted to normal when the drug was

stopped. Clinical monitoring and supportive therapy should be

employed. Pyrazinamide is dialyzable.

STORAGE CONDITIONS: store at room temperature, 15° 30° C,

away from moisture.

PACKAGING: (3) blisters, each contains 10 tablets/carton box.

TPP1900000 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.
~ A medicament is a product which affects your health, and its consumption contrary to

instructions is dangerous for you

~ Follow strictly the doctor's prescription, the method of use and the instructions of the ~ phar-
macist who sold the medicament. The doctor and the pharmacist are experts in - medicine,
its benefits and risks.

~ Do not by yourself interrupt the period of treatment prescribed for you

— Do ot repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by: ‘
HAMA PHARMA Hama - Syria \J(
Tel.: +963 33 8673941 Fax: +963 33 8673943 } HAMA PHARMA




— HAMAPHARMA/LEAF/DRNA STOP (Tablets)
— Create 12.12.2019/

size (138x160mm)

Qn.um
Corfinton LUK z
1S0 14001 : 200!

; Qu.mu 0
150 9001 : 2008 o HShs 180012007
(Ol ¥

hyp paem b3 quxw,;u,@,u,u),udmv ] ol el et -
el Lpmaas ol Sy e b3 08 13] 315l 0p 055 L 5ol 0 ol
a3 Gl e olodl w2l Loliall

055 85 o g Sl 13 0 by Gl ol (5] il il o =
ygrs ST das

imall b Aleodl st ol ] o sdU Bt of By pmall Zagliedl SV B -
Sl sstandl s 21 5315 doalis ol b Ll 8 adsadl g n B )15
Myl o el ] e 26 ar e ersis lezel oy L E3kinal]

T o 0 Ky il 005 13] Lo Ll Gyl 2 as <€ AZAN + Jaand

slas] o YOl 5,05 e 5 O oS o ol STl 15 e gl e el

U Gy Dol i <8 130 Y] Jalod 5 a1 ) el

plasials e (U oY) o 35 Sas el ool o gl

Sl i 5B 3l o e Sl ol eVl e o Ggw s

Pl g Ly ole ol 055 OF Jozmall n s Lk ST A ASTuY)

el oo o iy O gy L JULYI o)l s (oo S0 Vb il s )

LJLYI e

o redl 5y el st o O o cple K s el ST I Y

a5 515 83L) Ky oo el ol Bl gy 5V el Bsle sl o gyl

AN S CX-J\,L coladl s alls (ST 5T sl st

(5 oyl o5 ] 0oy S iy Cine 0 Olay el 51 0 50 Y

ool e a1 Bl b e 2l s JuaV1 e 055, 15

clael il L) sy Dl 5 3 E3gdoms il b o 1Ayt o yd

Sl 5 e el lnsy ] Ll Ul ole 8305 s a1 sy ol e

ol B iy}l o o Ul 2l 230y LA 130

sdaasd| dog pd

g e T 070 = CV0 B 8 By il faiy

s A

) 2o ey g2 05 S o e

colbgian V¢ (s Ay S5 (Y

TPP190000

193 108 O

O ptaiadd ) (s 0 puiS () (ST g pidaicean s1gad] —
sl sy Sled sttt B3 48 Mgiuly wilioms e S35 puasiue elgadl —
Y al) Slaglals dgale (o guaill Jlaniuw¥ ! dhs oy cordall ddiog 28 gl -
203 pny dniyy #1901l Oyl Les 3¥ el ly o datls .ol Lgh o Gt
il £LA 15 (e Badkond) Sl | s plazIY -
a5 )Ll (g gl By 5,55 Y

JLL Y gasl Jlie 2 Tai & ga¥ 1 et 5y
(ol e Isbsaatl st ) (sl Al 135 akinn)

:Ck_:sl
2= il o slo
HATFTTATVYAEY LSBT P ATYRAE) sl

=M AMA PHARMA

c_[g.w \_UA

(Ol giuiae)
i. . ML‘-‘ ‘&
O gt g e A

e £ sl t e Gt B s (e sl b graedl g

Ao Y g2 Kk 8 UL s geall eLidl Y 5K B9y 8yl s el gl

) poenedl e

1Ol Ldalud

S )Lt i JUB Yy L) sl Jatidl fl o e 351 3 g B3 oy
q),‘\hGyuuﬂ,.:h;wm(ua(\,u.;.,sqn@wwyp\.ws>w5,sid,~,;c
s o Bked o sl 5 el sl o 05 ekl o 2
el € aaed iy 5 gl

W,@wpw;@u,m..u(,LuffJu,uJuvﬂ,qv J"L“O‘w-
CW\\»&WL}Qu,Mh)AQ}i.uUb,

rlpuxﬁu;\na,i;oi_,m.,wwJc\.ﬁ.xg,,uﬂ,,é,uwww‘;&ﬁnj—
43 b ol Y38 O Jazeadl pa . (CDC) sl pally oSonill 351 0 el sl
d,l,xcw_gmfu.

o ISl 3 AN Bl 25 e el 5 e Ll gt s iy -
el o IS

el sl (s T A Jalge oo Lo Cogitas s plasiind o =

robdalud | Oalae

i Vgl a0l g a5 il ] ) oI el sLe ot 13

ol i on Ol 1 ol zald

,Jt...mmaz..,b,k,uu

Sl ey bl w5 Y1 3land e 25 el Ltls g ips faw OF s

[EPRIURIU WS SN R 9 3 sl I (umL,AJ..J,A J)é_‘

By iy a8 [ e ¥ I Vo il Gk o8 g B elas)

y,uuv,upxwﬁgu,w,u,»z,w(ww'

(}.Jiu:(\}c\')}l;gw\] Log sty 5,00 e

SN B o i guve Jiov) J‘J-SL")—“‘.J—'J‘;;]“‘UL‘)’(U“)‘}J"V’

ool slas] 3 ¥l B o el P8 i 2 b (ol 055 ol

P Y 4 popall iV ol gl el odn Lo g e 012 T e o el
el ol 35, ¥l 855 8 I o o (U3 o gl e /

+ AGladt O ey L
e AN gl e b el e S
ol D1y o 1 ORI e S adl e N1 03 1 edel el

L lag) ¥ gl ol B il b el ko Lo T30 syslaellly A,,Am
el 1o g Jomall ol 55 5 530 el el 01 S a5 ool S s

P NPT RISV OR N Vg“.,x.n}m

WS b Ly b b3 el o 30N 5 e (,Jw, i haie 1 #

bl gl Zleonll OB ool 0 £3UY1 05 LTl 2881y 5 ol
- SN LIS ety Syl e

T AN O

Jodl ol g dalislm J=155 o8 P31 5 1l ogmdll e Sl ¢

-S40, 0y gy KETOSTIX ; ACETEST

PN ]

0 ) oS il el 3 eyl ) kel Bl ko o O o

535 godl S 1l laad) (ol e o -t o) Ok s

(I e £ ) 3ol Jas ) S A e Jastd o mall Al o s

Dl S il e g W S il ey ool el Sl o oS

Sl 2l Juoliodl leill Lo ol 2l




