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ʩʬʥʩ 3202  

ʤ/ʣʡʫʰ ʤ/ʠפʥʸ 
/ʧʷʥʸ ̋  ʤ/ʣʡʫʰ 

 
:ʯʥʣʰʤ 9 ®ardasilG 

 ʬʩʱʣʸʢ9 
 
Dosage Form: Suspension for injection 
Composition:  

HPV TYPE 58 L1 PROTEIN 20 MCG / 0.5 ML 
HPV TYPE 52 L1 PROTEIN 20 MCG / 0.5 ML 
HPV TYPE 45 L1 PROTEIN 20 MCG / 0.5 ML 
HPV TYPE 33 L1 PROTEIN 20 MCG / 0.5 ML 
HPV TYPE 31 L1 PROTEIN 20 MCG / 0.5 ML 
HPV TYPE 18 L1 PROTEIN 40 MCG / 0.5 ML 
HPV TYPE 16 L1 PROTEIN 60 MCG / 0.5 ML 
HPV TYPE 11 L1 PROTEIN 40 MCG / 0.5 ML 
HPV TYPE 6 L1 PROTEIN 30 MCG / 0.5 ML 

 
 ʭʤʥʣʥ ʴʸʠʹ ʷʸʮ ʺʸʡʧ ) ʠʸʹʩʬ-1996( ʮ"ʲʡ )MSD ,)ʬʠʸʹʩ  ʥʬʲʤ ʯʥʫʣʲ ʬʲ ʲʣʩʩʬ ʺʹʷʡʮ ʯ  ʬʹ ʠʴʥʸʬ  

 ʬʩʱʣʸʢ9 . 
 

  ʠʴʥʸʬ ʯʥʬʲʡ ʥʲʶʥʡʹ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ  ʨʱʷʨ ,ʯʥʺʧʺ ʥʷʡ ʹʢʣʥʮ ʠʴʥʸʬ ʯʥʬʲʬ ʳʱʥʤʹ ʨʱʷʨ(
 :)ʤʶʥʧ ʥʷʡ ʯʮʥʱʮ ʠʴʥʸʬ ʯʥʬʲʤʮ ʷʧʮʰʹ 

 

4.6 Fertility, pregnancy and lactation 
 

Pregnancy 
 

A large amount of Post-marketing data on pregnant women(more than 1,000 

pregnancy outcomes) indicates no  malformative nor foeto/neonatal toxicity of 

Gardasil 9 (see section 5.1). when administered during pregnancy. 
 

Animal studies do not indicate reproductive toxicity (see section 5.3). 
 

A six-year pregnancy registry for Gardasil 9 prospectively followed 180 women of which 

there were 69 pregnancies with known outcomes. Frequencies of miscarriage and major 

birth defects were 4.3 % of pregnancies (3/69) and 4.5 % of live born infants (3/67), 

respectively. These frequencies were consistent with estimated background frequencies. 

These data support similar findings from a five year pregnancy registry for qHPV vaccine 

in which 1,640 pregnancies with known outcomes were included. 
 

However, these data are considered insufficient to recommend use of Gardasil 9 

during pregnancy. Vaccination should be postponed until completion of pregnancy 

(see section 5.1). 

 
 

 ʯʫʸʶʬ ʯʥʬʲʡ ʥʲʶʥʡʹ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ    ʨʱʷʨ(  ʨʱʷʨ ,ʯʥʺʧʺ ʥʷʡ ʹʢʣʥʮ ʯʫʸʶʬ ʯʥʬʲʬ ʳʱʥʤʹ
 :)ʤʶʥʧ ʥʷʡ ʯʮʥʱʮ ʯʫʸʶʬ ʯʥʬʲʤʮ ʷʧʮʰʹ 

 

2.4   ʤʷʰʤʥ ʯʥיʸיʤ 
  ʺʬʡʷ ʩʰʴʬ ʧʷʥʸʤ ʥʠ ʪʬʹ ʠʴʥʸʤ ʭʲ ʩʶʲʩʩʺʤ ,ʺʥʸʤʬ ʺʰʰʫʺʮ ʥʠ ʯʥʩʸʩʤʡ ʺʥʩʤʬ ʤʩʥʹʲ ʺʠʹ ʺʡʹʥʧ ,ʯʥʩʸʩʤʡ ʪʰʩʤ ʭʠ

 ʤʦ ʯʥʱʩʧ  .  ʭʲ ʥʰʱʥʧʹ ʯʥʩʸʩʤʡ ʭʩʹʰʮ ʲʣʩʮ  ילʱʣʸʢ9  ʠʬ ,  ʭʩʮʥʮ ʭʲ ʺʥʷʥʰʩʺ ʺʣʩʬ ʥʠ ʺʥʬʴʤʬ ʸʡʢʥʮ ʯʥʫʩʱ ʤʠʸʮ
 .ʭʩʣʬʥʮ 

 
  ʣʲ ʺʥʰʱʧʺʤʤ ʺʠ ʷʩʱʴʤʬ ʥʠ ʺʥʧʣʬ ʵʬʮʥʮ ,ʭʩʰʥʱʩʧʤ ʺʸʣʱ ʪʬʤʮʡ ʯʥʩʸʩʤʬ ʺʱʰʫʰ ʭʠ ʥʠ ʯʥʩʸʩʤʡ ʺʠ ʭʠ ,ʺʠʦ ʭʲ

 .ʯʥʩʸʩʤʤ ʭʥʺ 
 

 ʬʩʱʣʸʢ ʺʺʬ ʯʺʩʰ9   .ʷʩʰʤʬ ʺʥʰʰʫʺʮʤ ʥʠ ʺʥʷʩʰʮ ʭʩʹʰʬ 
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 :ʸʩʹʫʺʬ ʺʥʸʹʥʠʮʤ ʺʥʩʥʥʺʤʤ 
Gardasil 9 is indicated for active immunisation of individuals at the age of 9-45 years 
old against the following HPV diseases: 
• Premalignant lesions and cancers affecting the cervix, vulva, vagina and anus 

caused by vaccine HPV types 
• Genital warts (Condyloma acuminata) caused by specific HPV types. 
 

  .ʺʥʠʩʸʡʤ ʣʸʹʮ ʩʣʩ ʬʲ ʸʹʥʠʮʤ ʠפʥʸʬ ʯʥʬʲʡ ʯʩʩʲʬ ʹʩ ,ʺʥʨʸʥפʮ ʯʺʮ ʺʥʠʸʥʤʬʥ ʠʬʮ ʲʣʩʮʬ 
 

ʥʬʲʤ ʭʩʰ   ʠפʥʸʬ    ʯʫʸʶʬʥʧʬʹʰ ʥ   ʭʥʱʸפʬ  y ʢʠʮʡ  ̋ ʥפʥʸʺʤ  y ʺʠʡʹ  ʣʸʹʮ  ̋ ʥʠʩʸʡʤ ,  ʯʺʩʰʥ  ʬʡʷʬ ʥ  ʱפʣʥʮ 
 ʬʲ ʩʣʩ  ʤʩʰפ ʬʲʡʬ  ,ʭʥʹʩʸʤ  ʺʸʡʧMSD ,  ʯʥפʬʨʡ09-9533333 . 

 

Gardasil 9 ʺʶפʥʮ  .ʮ"ʲʡ ʢʥʬʥʡʥʰ ʺʸʡʧ ʩ"ʲ 
 

 
 ,ʤʫʸʡʡ 

 y  ʤʰʥʮʮ ʺʧʷʥʸ , ʹפʸʱ ʬʫʩʮ ʠʸʩפ
MSD  ʬʠʸʹʩ 
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