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;- weis Product name COLD OUT syrup
‘- Stated manufacturer, FOURRTS (INDIA) LABORATORIES PVT. LTD
f Stated marketer DABILIFE PHARMA PVT. LTD. - INDIA
j Batch SF001A02
? Expiry date DEC.2024
Identified in Republic of Iraq

B BT

Available photos

Y T

-
. v,
L
+ k4

ALK

D poms b pmaEA

[

AL VEXOWE GUree ]
OF CHACARN , |

SXETYN SRS COLD OUT SYRUP B JISITH “A1G T (oIt ©f & 1 SfTaIera <0 R0efs O @oarat fRet=t e F1t ol

S, A& o (§3) “ren

/

' 90]06{R0RV.

8 I RITF QT
CIEIBE

3
(TG o1 TE ATSTHH 9T A
QY T Mg, oitl
(T8 0RRR-bob0v
CTTRIZZ 05LHH-5808%d
Email: dgda.gov@gmail.com

CamScanner


https://v3.camscanner.com/user/download

o
¥ { ’«[Z\\\ World Health
/1% Organization 7 August 2023
Medical Product Alert No. 6/2023
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Substandard (contaminated) syrup medicines identif

WHO Region of the Eastern Mediterranean

Alert Summary

This WHO Madical Product Alert refers to one batch of substandard (contaminated) COLD OUT syrup (Pifsse(m%)agg
Chlorpheniramine Maleate) identified in the Republic of Iraq and reported to‘the World Health Orgha"]'};1 ; et

10 July 2023 by a third parly. Please refer to the Annex of this Alert for full details of the affected batch 0O p -
Parasstzmol and chlorpheniramine combination syrups are used to treat and relieve symptoms of the common cold and

A sample of the COLD OUT Syrup was obtained from one location in Iraq and submitted for laboratory anoalysis. The
1(0.25%) and ethylene glycol (2.1%) as

iethylene glycol is no more than 0.10%.

e

minznts. The acceptable safety limit for both ethylene glycol and d

ORATORIES PVT. LTD, and the

The stated manufacturer of the affectad batch of the product is FOURRTS (INDIA) LAB
e, the stated manufacturer and

product is stated to be manufactured for DABILIFE PHARMA PVT. LTD. - INDIA. To dat
the markater have not provided guarantees to WHO on the safety and quality of the product.

The product referenced in this Alert may have marketing authorizations in other countries or regions. It may also have been
distributed, through informal markets, to other countries.
Pleass refer to the Annex of this Alert for full details of the affected batch of the product.

WHO has previously published five Alerts on other contaminated liquid dosage medicines. Please see
Medical Product Alert N°6/2022, Medical Product Alert N°7/2022, Medical Product Alert N°1/2023, Medical Product Alert

N°4/2023, and Medical Product Alert N°5/2023.

Risks

Diethylene glycol and ethylene glycol are toxic to humans when consumed and can prove fatal. The substandard batch of
the product _referenoed in this Alert is unsafe and its use, especially in children, may result in serious injury or death. Toxic
eﬁects can mdu_de abdeminal pain, vomiting, diarrhoea, inability to pass urine, headache, altered mental state and acute
Kkidney injury which may lead to death.

?dvirﬁ to regulatory authorities and the public
you have the affected product, WHO recommends that you do not use it. If you, or someone you know, has, or may have

used the affected product, or suffered an adv i i
. : . . erse reaction or unexpected side-effects after use, you a i
immediate medical advice from a healthcare professional. W o advised fo seek

While this Medical a
sl .:m:rodv;ic!o Alert relates tg only one _bgtch of the product (as set forth in the Annex hereto), out of an
3 recommends increased vigilance and testing in respect of the product in general.

WHO Global Surveill itori
y . eil g:ce and Ilo_mtonng System for

Please visit h who int’health-t Substandard and Falsified Medical Products

'substandard-. i i
rd-and-falsified-medical- roducts, or e-mail: rapidalent@who.int
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o rreseed sunolinco i [ i [ ikely to be affected
ithin the supply chains of countries and regions li :
e, inform i is also advised. National regulatory

WHO requests increased surveillance and dilig 4 e
: > ille of the informal/unreguiate ' ‘
O s o acuited standard/falsified products discovered in

authorities/health authorities are advised to immediately notify WHO of any sub

their respective country.
Manufacturers of liquid dosage forms, especially syrups that contain excipients incluqing propylene glycol,
polyethyleneglycol, sorbitol, and/or glycerin/glycerol, are urged to test for the presence of contaminants such as ethylene

alycol and diethylene glycol before use in medicines.

Healthcare professionals should promptly report any suspicious or confirmed cases of adverse events linked to the use of
contaminated medicines to the National Regulatory Authorities/National Pharmacovigilance Centre.

If you have any information about the manufacture or supply of any contaminated batch of this product, please contact WHO

via rapidalert@who.int.

Annex: Batch of Product subject of WHO Medical Product Alert No.6/2023

COLD OUT syrup
FOURRTS (INDIA) LABORATORIES PVT. LTD

Product name
Stated manufacturen

Hi

Stated marketer DABILIFE PHARMA PVT. LTD. - INDIA
Batch SF001A02
Expiry date DEC.2024
Identified in Republic of Iraq
COLD OUT

Available photos
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oy ) : _ g System for Substandard and Falsified Medical Products
Please visit: Mps.//www.who.mt/health-tomcs/substandard-and-fa|siﬁed-medica|-groducts or e-mail: rapidalet@who.int
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