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	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Special Warnings and 

Special Precautions for 

Use


	
	Haldol Injection is recommended for IM administration only.



	Pregnancy and Lactation


	Reversible extrapyramidal symptoms have been observed in neonates exposed to haloperidol in utero during the last trimester of pregnancy.

	Reversible extrapyramidal symptoms have been observed in neonates exposed to haloperidol in utero during the last trimester of pregnancy.
Neonates exposed to antipsychotic drugs (including haloperidol) during the third trimester of pregnancy are at risk for extrapyramidal and/or withdrawal symptoms that may vary in severity following delivery. These symptoms in the neonates may include agitation, hypertonia, hypotonia, tremor, somnolence, respiratory distress, or feeding disorder. 


	Post marketing Data


	
	Taxt added to Table 4: Adverse Drug Reactions Identified During Postmarketing Experience with Haloperidol (oral, solution, or decanoate) by Frequency Category Estimated From Spontaneous Reporting Rates

Pregnancy, Puerperium and Perinatal Conditions

Very rare

Drug withdrawal syndrome neonatal



















