
Patient leaflet in accordance with the Pharmacists’ Regulations (Preparations) - 1986
y;>6�H,@>B>C,�>6�@>6:,C6,@��>?;�<�@7B?7+]6�:+,6B+>:?>7C�7C/s

Promezole 2 mg/ml
Promezole 4 mg/ml

Powder for oral suspension
Active ingredient:
Promezole 2 mg/ml:�{-?,+�+,B7C6?>?3?>7C��>?;��<?,+��,<B;�k�H/�7-�636:,C6>7C�B7C?<>C6�j�H=�7-�7H,:+<t7/,��
{-?,+�+,B7C6?>?3?>7C��>?;��<?,+��,<B;�E7??/,��>?;�f �H/�7-�636:,C6>7C�B7C?<>C6�kn �H=�7-�7H,:+<t7/,�
Promezole 4 mg/ml:�{-?,+�+,B7C6?>?3?>7C��>?;��<?,+��,<B;�k�H/�7-�636:,C6>7C�B7C?<>C6�i�H=�7H,:+<t7/,��
{-?,+�+,B7C6?>?3?>7C��>?;��<?,+��,<B;�E7??/,��>?;�f �H/�7-�636:,C6>7C�B7C?<>C6��� �H=�7-�7H,:+<t7/,�
x7+�?;,�/>6?�7-�?;,�>C<B?>�,�>C=+,@>,C?6�<C@�<//,+=,C6�>C�?;,�H,@>B>C,�!�6,,�6,B?>7C���
JH:7+?<C?� >C-7+H<?>7C� <E73?� ?;,� >C<B?>�,� >C=+,@>,C?6� >C� ?;>6� H,@>B>C,� *� 6,,� 6,B?>7C� j� 3C@,+� ‘Important 
information about some of this medicine’s ingredients’.
Read the entire leaflet carefully before you start using this medicine.��,,:�?;>6�/,<-/,?���73�H<s�C,,@�
?7�+,<@�>?�<=<>C�
y;>6�/,<-/,?�B7C?<>C6�B7CB>6,�>C-7+H<?>7C�<E73?�?;>6�H,@>B>C,��J-�s73�;<�,�<Cs�-3+?;,+��3,6?>7C6��B7C63/?�s73+�
@7B?7+�7+�:;<+H<B>6?�
y;>6�H,@>B>C,�;<6�E,,C�:+,6B+>E,@�-7+�s73���7�C7?�:<66�>?�7C�?7�7?;,+6��J?�H<s�;<+H�?;,H��,�,C�>-�>?�6,,H6�
?;<?�?;,>+�H,@>B</�B7C@>?>7C�>6�6>H>/<+�?7�s73+6�
1) What is this medicine intended for?
y;>6�H,@>B>C,�>6�>C?,C@,@�-7+�
{@3/?6�
 � y+,<?H,C?�7-�=<6?+>B�<C@�@37@,C</�3/B,+6�
 � G+,�,C?>7C�7-�+,/<:6,�7-�=<6?+>B�<C@�@37@,C</�3/B,+6�
 � x7+�B7HE>C<?>7C�?+,<?H,C?��>?;�<C?>E>7?>B6�-7+�Helicobacter pylori�<667B><?,@��>?;�:,:?>B�3/B,+�@>6,<6,�
 � y+,<?H,C?�7-��[{J�*<667B><?,@�=<6?+>B�<C@�@37@,C</�3/B,+6�
 � G+,�,C?>7C�7-��[{J�*<667B><?,@�=<6?+>B�<C@�@37@,C</�3/B,+6�
 � y+,<?H,C?�7-�+,-/35�7,67:;<=>?>6�
 � �7C=*?,+H�H<C<=,H,C?�7-�:<?>,C?6��>?;�;,</,@�+,-/35�7,67:;<=>?>6�
 � y+,<?H,C?�7-�6sH:?7H<?>B�=<6?+7*7,67:;<=,</�+,-/35�@>6,<6,�

JC-<C?6�<C@�B;>/@+,C�7�,+�k�H7C?;�7-�<=,�
 � y+,<?H,C?�7-�+,-/35�7,67:;<=>?>6�
 � [sH:?7H<?>B�?+,<?H,C?�7-�;,<+?E3+C�<C@�<B>@�+,=3+=>?<?>7C�>C�=<6?+7*7,67:;<=,</�+,-/35�@>6,<6,�

�;>/@+,C�7�,+�i�s,<+6�7-�<=,�<C@�<@7/,6B,C?6�
 � JC�B7HE>C<?>7C��>?;�<C?>E>7?>B6�>C�?+,<?H,C?�7-�@37@,C</�3/B,+�B<36,@�Es�Helicobacter pylori.

Therapeutic group:�G+7?7C�:3H:�>C;>E>?7+6��GGJ6��
y;,�H,@>B>C,�>C;>E>?6�=<6?+>B�<B>@�6,B+,?>7C�
2) Before using this medicine:
Do not use this medicine if:
 � �73� <+,� 6,C6>?>�,� �<//,+=>B�� ?7� ?;,� <B?>�,� >C=+,@>,C?� 7+� ?7� H,@>B>C,6� B7C?<>C>C=� 7?;,+� :+7?7C� :3H:�
>C;>E>?7+6��GGJ6��63B;�<6�:<C?7:+<t7/,��/<C67:+<t7/,��+<E,:+<t7/,��,67H,:+<t7/,�7+�?7�<Cs�7-�?;,�7?;,+�
>C=+,@>,C?6�>C�?;>6�H,@>B>C,��y;,�<B?>�,�>C=+,@>,C?�<::,<+6�<?�?;,�E,=>CC>C=�7-�?;,�/,<-/,?�3C@,+��{B?>�,�
>C=+,@>,C?]��<C@�?;,�<@@>?>7C</�>C=+,@>,C?6�<+,�/>6?,@�>C�6,B?>7C���

 � �73� <+,� ?<|>C=� <� H,@>B>C,� B7C?<>C>C=� C,/->C<�>+� �<� H,@>B>C,� -7+� ?;,� ?+,<?H,C?� 7-� <B�3>+,@� ;3H<C�
>HH3C7@,->B>,CBs��>+36���J���>C-,B?>7C6��

Special warnings about using this medicine:
 � [,�,+,� 6|>C� +,<B?>7C6� ;<�,� E,,C� +,:7+?,@�� >CB/3@>C=� [?,�,C6*\7;C67C� 6sC@+7H,�� ?75>B� ,:>@,+H</�
C,B+7/s6>6��@+3=�+,<B?>7C��>?;�,76>C7:;>/><�<C@�6s6?,H>B�6sH:?7H6�6sC@+7H,����d[[���<B3?,�=,C,+</>6,@�
,5<C?;,H<?736�:36?3/76>6��{�dG����>6B7C?>C3,�36,�7-�G+7H,t7/,�<C@�6,,|�>HH,@><?,�H,@>B</�<??,C?>7C�
>-�s73�C7?>B,�6sH:?7H6�+,/<?,@�?7�?;,6,�6,�,+,�6|>C�+,<B?>7C6��@,6B+>E,@�>C�6,B?>7C�i�

 � J-� s73� <+,� ?<|>C=� <� H,@>B>C,� B7C?<>C>C=� <?<t<C<�>+� �<� H,@>B>C,� -7+� ?;,� ?+,<?H,C?� 7-� <B�3>+,@� ;3H<C�
>HH3C7@,->B>,CBs� �>+36� ��J��� >C-,B?>7C6��� s73+� @7B?7+� H<s� >C6?+3B?� s73� ?7� E,� 3C@,+� B/76,� H,@>B</�
H7C>?7+>C=�?;+73=;�?;,�,C@�7-�?+,<?H,C?��>?;�G+7H,t7/,�

;<=>@C=E@�>FG�HJK@�LH@�MG>NL=>M�=O�=LH@<�KJM@FM@M��QH@<@O=<@%�JO�G=U�HFV@�FXG�=O�LH@�O=EE=YJXZ�
effects before you start treatment with Promezole or during�L<@FL>@XL�YJLH�;<=>@C=E@%�[=XLF[L�G=U<�
doctor straight away:
 � �73�/76,�<�/7?�7-��,>=;?�-7+�C7�+,<67C�<C@�;<�,�:+7E/,H6�6�<//7�>C=�
 � �73�=,?�6?7H<B;�:<>C�7+�>C@>=,6?>7C�
 � �73�;<�,�@>-->B3/?s�7+�:<>C��;,C�6�<//7�>C=�-77@��C<36,<���7H>?>C=�7-�-77@���7H>?>C=�7-�E/77@�7+�E/77@s�7+�
E/<B|�6?77/6�

 � �73�;<�,�6,�,+,�7+�:,+6>6?,C?�@><++;7,<��<6�36,�7-�G+7H,t7/,�H<s�6/>=;?/s�>CB+,<6,�?;,�+>6|�7-�>C-,B?>736�
diarrhoea.

 � �73�;<�,�6,�,+,�/>�,+�-3CB?>7C�:+7E/,H6�
 � �73�;<�,�,�,+�;<@�<�6|>C�+,<B?>7C�<-?,+�36,�7-�<�H,@>B>C,�6>H>/<+�?7�G+7H,t7/,�?;<?�+,@3B,6�6,B+,?>7C�7-�
6?7H<B;�<B>@�

 � �73�<+,�@3,�?7�;<�,�<�6:,B>->B�E/77@�?,6?���;+7H7=+<C>C�{��
Additional warnings:
 � �6,�7-�<�:+7?7C�:3H:�>C;>E>?7+�/>|,�G+7H,t7/,��,6:,B><//s�-7+�H7+,�?;<C�7C,�s,<+��H<s�6/>=;?/s�>CB+,<6,�
s73+�+>6|�7-�-+<B?3+,�>C�?;,�;>:���+>6?�7+�6:>C,��y,//�s73+�@7B?7+�>-�s73�;<�,�76?,7:7+76>6�7+�>-�s73�<+,�?<|>C=�
B7+?>B76?,+7>@6���;>B;�H<s�>CB+,<6,�?;,�+>6|�7-�76?,7:7+76>6��

 � J-�s73�@,�,/7:�<�+<6;�7C�s73+�6|>C��,6:,B><//s�>C�<+,<6�,5:76,@�?7�?;,�63C�!�?,//�s73+�@7B?7+�<6�677C�<6�
:766>E/,��<6�s73�H<s�C,,@�?7�6?7:�s73+�36,�7-�G+7H,t7/,��JC-7+H�s73+�@7B?7+�>-�s73�;<�,�7?;,+�>//*,--,B?6�
/>|,�:<>C�>C�s73+��7>C?6�

 � �6,�7-�G+7H,t7/,�H<s�B<36,� >C-/<HH<?>7C�7-�s73+�|>@C,s6��[sH:?7H6�H<s�>CB/3@,�<�@,B+,<6,� >C�?;,�
<H73C?�7-�3+>C,�7+�E/77@� >C� s73+�3+>C,�<C@�7+�;s:,+6,C6>?>�>?s� +,<B?>7C6�63B;�<6� -,�,+�� +<6;��<C@� �7>C?�
6?>--C,66���73�6;73/@�>HH,@><?,/s�+,:7+?�?;,�<::,<+<CB,�7-�63B;�6>=C6�?7�?;,�?+,<?>C=�:;s6>B><C�

 � G+7H,t7/,�H<s�+,@3B,�?;,�<E67+:?>7C�7-��>?<H>C�ukj��,6:,B><//s�>-�s73�?<|,�G+7H,t7/,�-7+�<�:+7/7C=,@�
:,+>7@���7C?<B?�s73+�@7B?7+�>-�s73�C7?>B,�?;,�-7//7�>C=�6sH:?7H6�?;<?�>C@>B<?,�<�/7��/,�,/�7-��>?<H>C�ukj�
- d5?+,H,�-<?>=3,�7+�/<B|>C=�,C,+=s
- x,,/>C=�C3HEC,66�7+�?>C=/>C=
- G<>C�7+�+,@C,66�7-�?;,�?7C=3,��H73?;�3/B,+6
- c36B/,��,<|C,66
- �>63</�@>6?3+E<CB,6
- c,H7+s�:+7E/,H6��B7C-36>7C��@,:+,66>7C

\M@�JX�JXOFXLM%�L=KKE@<M%�[HJEK<@X�FXK�FK=E@M[@XLM�
G+7H,t7/,�>6�>C?,C@,@�-7+�<@H>C>6?+<?>7C�?7�>C-<C?6�7�,+�7C,�H7C?;�7-�<=,��?7@@/,+6��<@7/,6B,C?6�<C@�<@3/?6��
This medicine is�C7?�>C?,C@,@�-7+�36,�>C�>C-<C?6�3C@,+�k�H7C?;�7-�<=,�
[7H,� B;>/@+,C� H<s� +,�3>+,� /7C=*?,+H� ?+,<?H,C?� �>?;� ?;,� H,@>B>C,� @3,� ?7� <� B;+7C>B� >//C,66�� </?;73=;�
:+7/7C=,@�<@H>C>6?+<?>7C�>6�C7?�+,B7HH,C@,@�
Tests and follow-up:
 � J-�s73�?<|,�G+7H,t7/,�7C�<�/7C=*?,+H�E<6>6��-7+�/7C=,+�?;<C�k�s,<+���s73+�@7B?7+�H<s�>C6?+3B?�s73�?7�E,�
3C@,+�+,=3/<+�H,@>B</�63+�,>//<CB,���73�6;73/@�+,:7+?�<Cs�C,��<C@�,5B,:?>7C</�6sH:?7H��;,C,�,+�s73�
6,,�s73+�@7B?7+�

 � �7C63/?�s73+�@7B?7+�+,=<+@>C=�+,=3/<+�?,6?>C=�7-�?;,�/,�,/�7-�H<=C,6>3H�>C�s73+�E/77@�@3+>C=�?+,<?H,C?��>?;�
?;>6�H,@>B>C,�

Drug interactions:
]O�G=U�F<@�LF^JXZ�=<�HFV@�<@[@XLEG�LF^@X�=LH@<�>@KJ[JX@M%�JX[EUKJXZ�X=XN<@M[<JNLJ=X�>@KJ[JX@M�FXK�
KJ@LF<G�MUNNE@>@XLM%�L@EE�G=U<�K=[L=<�=<�NHF<>F[JML��JC�:<+?>B3/<+��>C-7+H�s73+�@7B?7+�7+�:;<+H<B>6?�>-�s73�
<+,�?<|>C=�?;,�-7//7�>C=�H,@>B>C,6�
 � C,/->C<�>+�� <?<t<C<�>+� �H,@>B>C,6� -7+� ?+,<?H,C?� 7-� <B�3>+,@� ;3H<C� >HH3C7@,->B>,CBs� @>6,<6,� ��J���
>C-,B?>7C6���[,,�</67�6,B?>7C�j���7�C7?�36,�?;>6�H,@>B>C,�>-]�

 � �,?7B7C<t7/,��>?+<B7C<t7/,��:76<B7C<t7/,�7+��7+>B7C<t7/,��-7+�?+,<?H,C?�7-�-3C=</�>C-,B?>7C6��
 � �>=75>C��-7+�?+,<?H,C?�7-�;,<+?�:+7E/,H6��
 � �><t,:<H��-7+�?+,<?H,C?�7-�<C5>,?s��?7�+,/<5�H36B/,6�7+�-7+�,:>/,:6s��
 � G;,Cs?7>C� �-7+� ?+,<?H,C?� 7-� ,:>/,:6s��� J-� s73� <+,� ?<|>C=� :;,Cs?7>C�� s73+� @7B?7+� �>//� :,+-7+H� H,@>B</�
H7C>?7+>C=��;,C�s73�6?<+?�7+�6?7:�?+,<?H,C?��>?;�G+7H,t7/,�

 � u/77@�?;>CC>C=�H,@>B>C,6�63B;�<6��<+-<+>C�7+�7?;,+��>?<H>C���E/7B|,+6���73+�@7B?7+�H<s�:,+-7+H�H,@>B</�
H7C>?7+>C=��;,C�s73�6?<+?�7+�6?7:�?+,<?H,C?��>?;�G+7H,t7/,�

 � �>-<H:>B>C��-7+�?+,<?H,C?�7-�?3E,+B3/76>6��
 � y<B+7/>H36��>C�B<6,�7-�7+=<C�?+<C6:/<C?<?>7C��
 � [?�\7;C]6��7+?��Hypericum perforatum��-7+�?+,<?H,C?�7-�@,:+,66>7C�
 � �>/76?<t7/��-7+�?+,<?H,C?�7-�>C?,+H>??,C?�B/<3@>B<?>7C��
 � �/7:>@7=+,/��<C?>B7<=3/<C?��
 � d+/7?>C>E��-7+�?+,<?H,C?�7-�B<CB,+��
 � c,?;7?+,5<?,��<�B;,H7?;,+<:s�H,@>B>C,�36,@�>C�;>=;�@76,6�?7�?+,<?�B<CB,+��!�>-�s73�<+,�?<|>C=�;>=;�@76,6�
7-�H,?;7?+,5<?,��s73+�@7B?7+�H<s�B7C6>@,+�?,H:7+<+>/s�6?7::>C=�s73+�G+7H,t7/,�?+,<?H,C?�

 � {H75>B>//>C� <C@� B/<+>?;+7HsB>C� �<C?>E>7?>B6�� !� >-� s73+� @7B?7+� ;<6�:+,6B+>E,@� ?;,6,�<C?>E>7?>B6�<6��,//� <6�
G+7H,t7/,�?7�?+,<?�3/B,+6�B<36,@�Es�Helicobacter pylori >C-,B?>7C��>?�>6��,+s�>H:7+?<C?�?;<?�s73�>C-7+H�s73+�
@7B?7+�<E73?�<Cs�7?;,+�H,@>B>C,�s73�<+,�?<|>C=�

Using this medicine and food:
�73�6;73/@� ?<|,� ?;,�H,@>B>C,��>?;73?� -77@� �7C�<C�,H:?s�6?7H<B;���<?� /,<6?�� �H>C3?,6�E,-7+,�<�H,</�� 
x7+�H7+,�>C-7+H<?>7C�!�6,,�6,B?>7C������7��?7�36,�?;>6�H,@>B>C,]�
;<@ZXFX[G%�`<@FMLO@@KJXZ�FXK�O@<LJEJLG�
G+,=C<CBs:��7C63/?�s73+�@7B?7+�E,-7+,�36>C=�?;>6�H,@>B>C,�>-�s73�<+,�:+,=C<C?��?;>C|�s73�<+,�:+,=C<C?�7+�
<+,� :/<CC>C=� ?7� E,B7H,� :+,=C<C?�� �,63/?6� 7-� B/>C>B</� ?+></6� >C� �;>B;� :+,=C<C?� �7H,C� ?77|� 7H,:+<t7/,�
6;7�,@� ?;<?� C7� 6>@,� ,--,B?6� �,+,� 7E6,+�,@� >C� ?;,� H7?;,+�� ?;,� 3CE7+C� E<Es� 7+� ?;,� >C-<C?�� y;,+,-7+,��
G+7H,t7/,�H<s�E,�?<|,C�@3+>C=�:+,=C<CBs�
u+,<6?-,,@>C=���7C63/?�s73+�@7B?7+�E,-7+,�36>C=�?;>6�H,@>B>C,�>-�s73�<+,�E+,<6?-,,@>C=���H,:+<t7/,��?;,�
<B?>�,� >C=+,@>,C?� >C� ?;,� H,@>B>C,�� >6� ,5B+,?,@� >C� E+,<6?� H>/|�� E3?� >6� C7?� />|,/s� ?7� <--,B?� ?;,� >C-<C?� �;,C�
?;,+<:,3?>B�@76,6�<+,�?<|,C���73+�@7B?7+��>//�@>6B366�?;,�7:?>7C6�-7+�?<|>C=�?;>6�H,@>B>C,��;,C�E+,<6?-,,@>C=�
�>?;�s73�<C@��;,?;,+�36,�7-�?;,�H,@>B>C,�>6�+>=;?�-7+�s73�@3+>C=�?;>6�:,+>7@�
x,+?>/>?s���,63/?6�7-�B/>C>B</� ?+></6� >C�<C>H</6�;<�,�6;7�C� ?;<?�<@H>C>6?+<?>7C�7-�7+</�7H,:+<t7/,�@7,6�C7?�
<--,B?�-,+?>/>?s��
Driving and using machines:
G+7H,t7/,�>6�C7?�/>|,/s�?7�<--,B?�s73+�<E>/>?s�?7�@+>�,�7+�7:,+<?,�H<B;>C,6��[>@,�,--,B?6�63B;�<6�@>tt>C,66�<C@�
�>63</�@>6?3+E<CB,6�H<s�7BB3+��6,,�6,B?>7C�i���J-�s73�-,,/�?;,6,�,--,B?6��@7�C7?�@+>�,�7+�7:,+<?,�H<B;>C,6�
Important information about some of this medicine’s ingredients:
 � d<B;�k�H/�7-�7+</�636:,C6>7C�B7C?<>C6�?;,�-7//7�>C=�63=<+�</B7;7/6��j�j�H=�H</?>?7/��df�g���g�H=�H<CC>?7/�
�dijk�K� <C@� ?;,� -7//7�>C=� 63=<+� 63E6?>?3?,�� i� H=� 63B+</76,� �dfgg��� y;,6,� 63=<+6� H<s� B<36,� H>/@�
@><++;7,<��J-�s73�;<�,�E,,C�?7/@�Es�s73+�@7B?7+�?;<?�s73�;<�,�<C�>C?7/,+<CB,�?7�67H,�63=<+6��B7C63/?�s73+�
@7B?7+�E,-7+,�?<|>C=�?;>6�H,@>B>C,��d<B;�k�H/�7-�7+</�636:,C6>7C�B7C?<>C6�/,66�?;<C�k�B</7+>,�

 � d<B;�k�H/�7-�7+</�636:,C6>7C�B7C?<>C6�k��j�H=�7-�67@>3H��?<E/,�6</?K�H<>C�B7H:7C,C?�7-�B77|>C=�K�7+�n��
H=� 7-� 67@>3H� :,+� g� H/� @76,��{� gH/� @76,� 7-� 636:,C6>7C� >6� ,�3>�</,C?� ?7� i���� 7-� ?;,� +,B7HH,C@,@�
H<5>H3H�@<>/s�@>,?<+s�>C?<|,�7-�67@>3H�-7+�<C�<@3/?��J-�s73�<+,�?<|>C=�?;,�H,@>B>C,�-7+�/7C=�:,+>7@6�7-�?>H,�
7+�<+,�7C�<�/7��67@>3H�@>,?��B7C63/?�s73+�@7B?7+�7+�:;<+H<B>6?�E,-7+,�?<|>C=�?;>6�H,@>B>C,�

 � d<B;�k�H/�7-�7+</�636:,C6>7C�B7C?<>C6�gi���H=�7-�:7?<66>3HK�7+�j�k�g�H=�7-�:7?<66>3H�:,+�g�H/�@76,��y;>6�
6;73/@�E,�?<|,C�>C?7�B7C6>@,+<?>7C�Es�:<?>,C?6��>?;�+,@3B,@�|>@C,s�-3CB?>7C�7+�:<?>,C?6�7C�<�B7C?+7//,@�
:7?<66>3H�@>,?�

 � d<B;� k� H/� 7-� 7+</� 636:,C6>7C� B7C?<>C6� j��� H=� 7-� 67@>3H� H,?;s/:<+<E,C� �67@>3H� H,?;s/�
:<+<;s@+75sE,Ct7<?,K�djkf���[7@>3H�H,?;s/:<+<E,C�H<s�B<36,�<//,+=>B�+,<B?>7C6��:766>E/s�@,/<s,@��

 � d<B;�k�H/�7-�7+</�636:,C6>7C�B7C?<>C6�g�H=�7-�67@>3H�E,Ct7<?,��djkk���[7@>3H�E,Ct7<?,�H<s�>CB+,<6,�
,--,B?6�7-��<3C@>B,��B;<C=,�>C�?;,�B7/73+�7-�?;,�6|>C�<C@��;>?,6�7-�?;,�,s,6�?7�<�s,//7��6;<@,��>C�>C-<C?6�3:�
?7�?;,�<=,�7-�i��,,|6��

3) How to use this medicine?
{/�<s6�36,�?;>6�H,@>B>C,�<BB7+@>C=�?7�s73+�@7B?7+]6�>C6?+3B?>7C6�
�;,B|��>?;�s73+�@7B?7+�7+�:;<+H<B>6?�>-�s73�<+,�C7?�63+,�<E73?�s73+�@76,�7+�<E73?�;7��?7�?<|,�?;>6�H,@>B>C,�
�C/s�s73+�@7B?7+��>//�@,?,+H>C,�s73+�@76,�<C@�;7��s73�6;73/@�?<|,�?;>6�H,@>B>C,�
k=<�K=MFZ@M�=O�+q�>Z�=<�E@MM�=O�=>@N<FC=E@�
LH@�F[LJV@�JXZ<@KJ@XL�JX�;<=>@C=E@�%�JL�JM�FKVJMF`E@�L=�
use Promezole 2 mg/ml. Promezole 2 mg/ml may also be used for dosages between 15 mg to 20 mg 
of omeprazole.
k=<�K=MFZ@M�=O�x,�>Z�=<�{,�>Z�=O�=>@N<FC=E@%�JL�JM�FKVJMF`E@�L=�UM@�;<=>@C=E@�{�>Z�>E�
y;,�+,B7HH,C@,@�@76<=,�>6�363<//s�
Adults:
y+,<?H,C?�7-�@37@,C</�3/B,+6�
 � �H,:+<t7/,�j �H=�7CB,�@<>/s�-7+�?�7��,,|6��J-�?;,�3/B,+�;<6�C7?�;,</,@��s73+�@7B?7+�H<s�+,B7HH,C@�
B7C?>C3>C=��>?;�?;>6�@76<=,�-7+�<C7?;,+�?�7��,,|6�

 � J-�?;,�3/B,+�;<6�C7?�-3//s�;,</,@��?;,�@76<=,�H<s�E,�>CB+,<6,@�?7�7H,:+<t7/,�i �H=�7CB,�@<>/s�-7+�i��,,|6�

y+,<?H,C?�7-�=<6?+>B�3/B,+6�
 � �H,:+<t7/,� j � H=� 7CB,� @<>/s� -7+� i� �,,|6�� J-� ?;,� 3/B,+� ;<6� C7?� ;,</,@�� s73+� @7B?7+� H<s� +,B7HH,C@�
B7C?>C3>C=��>?;�?;>6�@76<=,�-7+�<C7?;,+�i��,,|6�

 � J-�?;,�3/B,+�;<6�C7?�-3//s�;,</,@��?;,�@76<=,�B<C�E,�>CB+,<6,@�?7�7H,:+<t7/,�i �H=�7CB,�@<>/s�-7+�n��,,|6�
G+,�,C?>7C�7-�+,/<:6,�7-�=<6?+>B�<C@�@37@,C</�3/B,+6�
 � �H,:+<t7/,�k �H=�7+�j �H=�7CB,�@<>/s���73+�@7B?7+�H<s�+,B7HH,C@�>CB+,<6>C=�?;,�@76<=,�?7�7H,:+<t7/,�
i �H=�7CB,�@<>/s�

y+,<?H,C?�7-�3/B,+6�B<36,@�Es�Helicobacter pylori�>C-,B?>7C�<C@�:+,�,C?>7C�7-�?;,>+�+,B3++,CB,�
 � Omeprazole 20 mg ?�>B,�@<>/s�-7+�7C,��,,|�
 � �73+�@7B?7+��>//�</67�+,B7HH,C@�?<|>C=�?�7�?s:,6�7-�<C?>E>7?>B6�-+7H�?;,�?;+,,�-7//7�>C=�7:?>7C6��<H75>B>//>C��
B/<+>?;+7HsB>C�<C@�H,?+7C>@<t7/,�

y+,<?H,C?�7-�C7C6?,+7>@</�<C?>*>C-/<HH<?7+s�@+3=���[{J��*<667B><?,@�=<6?+>B�7+�@37@,C</�3/B,+6�
 � �H,:+<t7/,�j �H=�7CB,�@<>/s�-7+�i*n��,,|6�

G+,�,C?>7C�7-�C7C6?,+7>@</�<C?>*>C-/<HH<?7+s�@+3=���[{J��*<667B><?,@�=<6?+>B�7+�@37@,C</�3/B,+6�>C�:<?>,C?6�
<?�+>6|�
 � �H,:+<t7/,�j �H=�7CB,�@<>/s�

y+,<?H,C?�7-�+,-/35�7,67:;<=>?>6��
 � �H,:+<t7/,�j �H=�7CB,�@<>/s�-7+�i��,,|6��J-�?;,�>C-/<HH<?>7C�;<6�C7?�;,</,@��s73+�@7B?7+�H<s�+,B7HH,C@�
B7C?>C3>C=�?+,<?H,C?�-7+�<C7?;,+�i��,,|6�

 � JC�B<6,6�7-�6,�,+,�>C-/<HH<?>7C��?;,�@7B?7+�H<s�7+@,+�<�@76<=,�7-�7H,:+<t7/,�i �H=�7CB,�@<>/s�-7+�n�
�,,|6�

�7C=*?,+H�H<C<=,H,C?�7-�:<?>,C?6��>?;�;,</,@�+,-/35�7,67:;<=>?>6�
 � �H,:+<t7/,�k �H=�7CB,�@<>/s���73+�@7B?7+�H<s�+,B7HH,C@�<�@76<=,�7-�7H,:+<t7/,�j �H=�7+�i �H=�7CB,�
@<>/s�

y+,<?H,C?�7-�6sH:?7H<?>B�=<6?+7*7,67:;<=,</�+,-/35�@>6,<6,�
 � �H,:+<t7/,�k �7+�j �H=�7CB,�@<>/s�-7+�i��,,|6��J-�<-?,+�i��,,|6�7-�?+,<?H,C?��?;,�7,67:;<=36�;<6�C7?�
;,</,@��>?;�?+,<?H,C?�7-�7H,:+<t7/,�j �H=��?;,�@7B?7+�H<s�+,B7HH,C@�:,+-7+H<CB,�7-�<@@>?>7C</�?,6?6�?7�
>C�,6?>=<?,�s73+�H,@>B</�B7C@>?>7C�

]XOFXLM%�[HJEK<@X�FXK�FK=E@M[@XLM�
[sH:?7H<?>B�?+,<?H,C?�7-�;,<+?E3+C�<C@�<B>@�+,=3+=>?<?>7C�>C�=<6?+7*7,67:;<=,</�+,-/35�@>6,<6,�
 � Infants over 1 month of age may take Promezole. y;,�@76<=,�-7+�>C-<C?6�<C@�?7@@/,+6�>6�@,?,+H>C,@�
<BB7+@>C=�?7�?;,>+��,>=;?��y;,�@7B?7+�H<s�@,B>@,�?7�B7++,B?�?;,�@76<=,�</67�E<6,@�7C�?;,�>C-7+H<?>7C�>C�
?;,�-7//7�>C=�?<E/,�

Age ^,>=;? Dosage
k�H7C?;�?7�kj�H7C?;6�
of age

- k�H=�|=�7CB,�@<>/s���76<=,�<E7�,�k�g�H=�|=�@<s�;<�,�C7?�E,,C�
6?3@>,@�

k�s,<+�7-�<=,�7+�7/@,+ k *j �|= k �H=�7CB,�@<>/s��y;,�@76<=,�B<C�E,�>CB+,<6,@�?7�j �H=�7CB,�@<>/s�>-�
needed.

j�s,<+6�7-�<=,�7+�
older

��j �|= j �H=�7CB,�@<>/s��y;,�@76<=,�B<C�E,�>CB+,<6,@�?7�i �H=�7CB,�@<>/s�>-�
needed.

y+,<?H,C?�7-�3/B,+6�B<36,@�Es�Helicobacter pylori�>C-,B?>7C�<C@�:+,�,C?>7C�7-�?;,>+�+,B3++,CB,�
 � Children aged over 4 years may take Promezole. y;,�@76<=,�-7+�B;>/@+,C�>6�E<6,@�7C�?;,�B;>/@]6��,>=;?��
<C@�?;,�@7B?7+��>//�@,B>@,�?;,�B7++,B?�@76,�

 � y;,�@7B?7+��>//�</67�+,B7HH,C@�?<|>C=�?�7�<C?>E>7?>B6��<H75>B>//>C�<C@�B/<+>?;+7HsB>C�
How to use:
Promezole 2 mg/ml:�d<B;�g�H/�7-�7+</�636:,C6>7C�B7C?<>C6�k �H=�7-�7H,:+<t7/,�
Promezole 4 mg/ml:�d<B;�g�H/�7-�7+</�636:,C6>7C�B7C?<>C6�j �H=�7-�7H,:+<t7/,�
�7� C7?� ?<|,� ?;,� @+s� :7�@,+� >C� ?;,� B<:� 7+� E7??/,�� �,B7C6?>?3?,� ?;,� :7�@,+� �>?;� �<?,+� E,-7+,� 36>C=� ?;,�
H,@>B>C,��[,,�?;,�@,?<>/,@�>C6?+3B?>7C6�-7+�:+,:<+>C=�?;,�:7�@,+�-7+�36,�/<?,+�>C�?;>6�6,B?>7C��6,B?>7C������7��
?7�36,�?;>6�H,@>B>C,v]��
Do not exceed the recommended dose.
Shake well before use.�y;,�H,@>B>C,�6;73/@�7C/s�E,�+,H7�,@�-+7H�?;,�E7??/,��>?;�?;,�,CB/76,@�6s+>C=,�
�73�6;73/@�?<|,�?;,�H,@>B>C,��>?;73?�-77@��7C�<C�,H:?s�6?7H<B;���<?�/,<6?�� �H>C3?,6�E,-7+,�<�H,</��J?�>6�
+,B7HH,C@,@�?;<?�s73�?<|,�?;,�H,@>B>C,�>C�?;,�H7+C>C=�
Patients with difficulty swallowing:
y;>6� H,@>B>C,� B<C� </67� E,� <@H>C>6?,+,@� �><� C<67=<6?+>B� ����� 7+� :,+B3?<C,736� ,C@76B7:>B� =<6?+76?7Hs�
�Gd���?3E,�
JC6?+3B?>7C6�-7+�36,��><����7+�Gd��?3E,�
 � dC63+,�?;<?�?;,�,C?,+</�-,,@>C=�?3E,�>6�-+,,�-+7H�<Cs?;>C=�?;<?�B73/@�E,�<C�7E6?+3B?>7C�E,-7+,�<@H>C>6?+<?>7C�
7-�?;,�H,@>B>C,�

 � x/36;�?;,�,C?,+</�?3E,��>?;�g�H/�7-��<?,+�
 � �6>C=�?;,�H,<63+>C=�6s+>C=,�:+7�>@,@��>?;�?;,�H,@>B>C,��>C6,+?�?;,�+,�3>+,@�@76,�7-�G+7H,t7/,�>C?7�?;,�
,C?,+</�?3E,�

 � x/36;�?;,�,C?,+</�?3E,�<=<>C��>?;�g�H7+,�H/�7-��<?,+�
G+7H,t7/,�B<C�E,�<@H>C>6?,+,@�36>C=�,C?,+</�?3E,6�H<@,�7-�G7/s3+,?;<C,�7+�G��K�<C@��>?;�@><H,?,+6�7-�
E,?�,,C���x+��?7�k��x+�
Preparation instructions:
y;,�H,@>B>C,�>6�63::/>,@�>C�<��j�B7H:<+?H,C?�E7??/, �:<B|<=,��y;,�:7�@,+�>6�>C�?;,�E7??/,�>?6,/-�<C@�>C�?;,�E7??/,]6�
6:,B></�B<:��y;,�?�7�:7�@,+6�->+6?�C,,@�?7�E,�B7HE>C,@�<C@�7C/s�?;,C�>6�?;,��<?,+�?7�E,�<@@,@�?7�?;,�E7??/,��{�
+,@�@>6|��>//�@+7:�-+7H�?;,�B<:�!�>?�;,/:6�H>5�?;,�E/,C@�7-�:7�@,+6�?7=,?;,+�<C@�</67�H>5�?;,�E/,C@�7-�:7�@,+6�
�>?;�?;,��<?,+��{-?,+�:+,:<+>C=�?;,�636:,C6>7C��|,,:�?;,�+,@�@>6|�>C�?;,�E7??/,��@7�C7?�+,H7�,�>?�-+7H�?;,�E7??/,��
{-?,+�<@@>C=�?;,��<?,+�<C@�7E?<>C>C=�<�636:,C6>7C��?;,�+,@�B<:�>6�+,:/<B,@�Es�<�=+,s�B<:�
J?�>6�+,B7HH,C@,@�?;<?�s73�;<�,�<�:;<+H<B>6?�<?�?;,�:;<+H<Bs�:+,:<+,�?;,�636:,C6>7C�-7+�36,�
;<@NF<FLJ=X�JXML<U[LJ=XM�)�MLFZ@�+���J��LH@�LY=�N=YK@<M�L=Z@LH@<�
LH@�N=YK@<�JX�LH@�[FN�YJLH�LH@�
powder in the bottle)
 � [;<|,�?;,�E7??/,�-7+�k �6,B7C@6�?7�/776,C�?;,�:7�@,+6�>C�?;,�E7??/,�<C@�B<:�
 � y�>6?�?;,�+,@�B<:�<C?>*B/7B|�>6,��?�>6?�?7�?;,�/,-?�*�6,,�?;,�>//36?+<?>7C�7C�?;,�B<:��3C?>/�?;,�6,</�>6�E+7|,C�?7�
+,/,<6,�?;,�:7�@,+�>C�?;,�B<:�>C?7�?;,�E<6,�7-�?;,�E7??/,�

 � y�>6?�?;,�+,@�B<:�E<B|�?7�?;,�7+>=>C</�:76>?>7C��?�>6?>C=�?7�?;,�+>=;?��B/7B|�>6,��?7�6,B3+,/s�-<6?,C�>?�7C?7�?;,�
E7??/,�

;<@NF<FLJ=X� JXML<U[LJ=XM� )� MLFZ@� x���KKJLJ=X� =O� YFL@<� L=� LH@� `E@XK� =O� N=YK@<M� L=� =`LFJX� F� EJ�UJK�
suspension
 � [;<|,�?;,�E7??/,��>=7+736/s�-7+�k �6,B7C@6�?7�H>5�?;,�?�7�:7�@,+6�>C�?;,�E7??/,��,//�
 � y<:�?;,�E<6,�7-�?;,�E7??/,���?>H,6�7C�<�;<+@�<C@�6?<E/,�;7+>t7C?</�63+-<B,��63B;�<6�?;,�|>?B;,C�B73C?,+��?7�
H<|,�63+,�<//�:7�@,+�H>5�+,<B;,6�?;,�E<6,�7-�?;,�E7??/,�<C@�?;<?�?;,+,�>6�C7�:7�@,+�6?3B|�>C�?;,�B<:�

 � �,H7�,�?;,�+,@�B<:�-+7H�?;,�E7??/,�
 � {@@��i�H/�7-��<?,+�Es�36>C=�<�H,<63+>C=�@,�>B,��x>//��<?,+�3:�?7�?;,�/>C,�7C�?;,�E7??/,�
 � [,B3+,/s�-<6?,C�?;,�+,@�B<:�7C?7�?;,�E7??/,�<C@�6;<|,�?;,�E7??/,��>=7+736/s�-7+�� �6,B7C@6�

;<@NF<FLJ=X�JXML<U[LJ=XM�)�MLFZ@����;EF[@>@XL�=O�MG<JXZ@�FKFNL=<
 � �,H7�,�?;,�+,@�B<:�<C@�+,@�+>C=��y;+7��?;,H�>C�?;,�?+<6;�
 � {??<B;�?;,�B7/73+/,66��?+<C6:<+,C?�E7??/,�<@<:?7+�?7�?;,�?>:�7-�?;,�E7??/,���/76,�?;,�E7??/,��>?;�?;,�=+,s�B<:�
 � �,<�,�?;,�E7??/,�B/76,@�-7+�kg�H>C3?,6�?7�<//7��?;,�636:,C6>7C�?7�+,<B;�?;,�->C</�B7C6>6?,CBs�

;<@NF<FLJ=X�JXML<U[LJ=XM�)�{LH�FXK�OJXFE�MLFZ@���@FMU<JXZ�LH@�K=M@�JX�LH@�MG<JXZ@
JC6?+3B?>7C6�-7+�36,�7-�?;,�6s+>C=,�
A. [;<|,�?;,�B/76,@�E7??/,�-7+�j �6,B7C@6�:+>7+�?7�,<B;�36,�
B. y7�7:,C�?;,�E7??/,��:+,66�?;,�=+,s�B<:�@7�C�<C@�?3+C�>?�<C?>*B/7B|�>6,��?�>6?�?7�?;,�/,-?�!6,,�x>=3+,�k����7�

C7?�+,H7�,�?;,��;>?,�B<:�:7+?>7C�
C. JC6,+?�?;,�6s+>C=,�>C?7�?;,�6:,B></�<@<:?7+�7:,C>C=��6,,�x>=3+,�j��
D. y3+C�?;,�E7??/,�3:6>@,�@7�C���>?;�?;,�6s+>C=,�B7CC,B?,@�?7�?;,�E7??/,�<@<:?7+��6,,�x>=3+,����
E. x>//�?;,�6s+>C=,��>?;�<�6H<//�<H73C?�7-�636:,C6>7C�Es�:3//>C=�?;,�:/3C=,+�6/>=;?/s�@7�C��6,,�x>=3+,�i{���

y;,C�:36;�?;,�:/3C=,+�3:�<+@�>C�7+@,+�?7�+,H7�,�<Cs�:766>E/,�E3EE/,6�-+7H�?;,�6s+>C=,��6,,�x>=3+,�iu���
�7��:3//�?;,�6s+>C=,�:/3C=,+�@7�C�<=<>C�?7�->//�?;,��7/3H,�7-�636:,C6>7C�+,B7HH,C@,@�Es�s73+�@7B?7+��
y;,�?7:�7-�?;,�:/3C=,+�6;73/@�E,�>C�/>C,��>?;�?;,�=+<@3<?>7C�H<+|�?;<?�>C@>B<?,6�?;,��7/3H,�7-�636:,C6>7C�
?;<?�C,,@6�?7�E,�->//,@�>C�?;,�6s+>C=,��x>=3+,�i�����6,�?;,�=+<@3<?>7C�H<+|�7C�?;,�6s+>C=,�?7�:+,B>6,/s�->//�
?;,��7/3H,�7-�636:,C6>7C�

x�� y3+C�?;,�E7??/,�67�?;<?�>?�>6��,+?>B</�<=<>C��6?<C@>C=���y;,�6s+>C=,�+,H<>C6�B7CC,B?,@�?7�?;,�E7??/,�<@<:?7+�
�6,,�x>=3+,�g{��

G. �,H7�,�?;,�6s+>C=,�-+7H�?;,�E7??/,�<@<:?7+��6,,�x>=3+,�gu��
H. G3?�?;,�?>:�7-�?;,�6s+>C=,�>C?7�?;,�H73?;�7-�?;,�:<?>,C?�<C@�:36;�?;,�6s+>C=,�:/3C=,+�6/7�/s�?7�:36;�?;,�

636:,C6>7C�73?�7-�?;,�6s+>C=,�>C?7�?;,�H73?;�7-�?;,�:<?>,C?��c<|,�63+,�?;<?�?;,�6s+>C=,�:/3C=,+�+,<B;,6�
?;,�:76>?>7C��;,+,�>?�B<CC7?�E,�:36;,@�>C�-3+?;,+�*�?;>6�>C@>B<?,6�?;<?�<//�?;,�636:,C6>7C�>C�?;,�6s+>C=,�;<6�
E,,C�<@H>C>6?,+,@� ?7� ?;,�:<?>,C?���7?,� ?;<?�<6�H7+,�636:,C6>7C� >6� +,/,<6,@�� ?;,�:/3C=,+]6� +,6>6?<CB,�
@,B+,<6,6��H<|>C=�>?�,<6>,+�-7+�?;,�+,6?�7-�?;,�636:,C6>7C�?7�E,�+,/,<6,@�

I. ^<6;�?;,�6s+>C=,��>?;��<?,+�<C@�:3?�>?�<6>@,�?7�@+s�E,-7+,�s73�36,�>?�<=<>C��6,,�x>=3+,����
\�� �/76,�?;,�E7??/,��>?;�?;,�=+,s�B<:���,,:�?;,�E7??/,�<@<:?7+�B7CC,B?,@�?7�?;,�E7??/,�
�7?,��^;>/,�36>C=�?;,�636:,C6>7C��?;,�+,@�:/<6?>B�@>6B��>//�+,H<>C�>C�?;,�E7??/,��y;>6�>6�C7+H</���7�C7?�<??,H:?�
?7�+,H7�,�?;,�+,@�@>6B�

J-�s73+�B7C@>?>7C�@7,6�C7?�>H:+7�,��B7C?<B?�s73+�@7B?7+�
]O�G=U�HFV@�LF^@X�FX�=V@<K=M@%�=<�JO�F�[HJEK�HFM�F[[JK@XLFEEG�MYFEE=Y@K�M=>@�>@KJ[JX@%�>HH,@><?,/s�
6,,�<�@7B?7+�7+�=7�?7�<�;76:>?</�,H,+=,CBs�+77H�<C@�E+>C=�?;,�H,@>B>C,�:<B|<=,��>?;�s73�
If you forget to take the medicine <?� ?;,� 6B;,@3/,@� ?>H,�� ?<|,� <� @76,� <6� 677C� <6� s73� +,H,HE,+� >?��
;7�,�,+��>-�>?�>6�</H76?�?>H,�?7�?<|,�?;,�C,5?�@76,��6|>:�?;,�-7+=7??,C�@76,���7�C7?�?<|,�<�@73E/,�@76,�?7�H<|,�
3:�-7+�?;,�-7+=7??,C�@76,�
If you stop taking this medicine: �7�6?7:�?<|>C=�?;,�H,@>B>C,��>?;73?�B7C63/?>C=�s73+�@7B?7+�7+�:;<+H<B>6?��
Adhere to the treatment as recommended by your doctor.
�=�X=L�LF^@�>@KJ[JX@M�JX�LH@�KF<^*��H@[^�LH@�EF`@E�FXK�K=M@�every time you take medicine. Wear 
glasses if you need them.
]O�G=U�HFV@�FXG�OU<LH@<��U@MLJ=XM�F`=UL�UMJXZ�LHJM�>@KJ[JX@%�[=XMUEL�G=U<�K=[L=<�=<�NHF<>F[JML�
4) Side effects:
{6��>?;�<Cs�H,@>B>C,��36>C=�?;>6�H,@>B>C,�H<s�B<36,�6>@,�,--,B?6�>C�67H,�36,+6���7�C7?�E,�</<+H,@�Es�?;>6�
/>6?�7-�6>@,�,--,B?6���73�H<s�C7?�,5:,+>,CB,�<Cs�7-�?;,H�
Stop taking Promezole and contact a doctor immediately if you notice the following rare (affect up to 
+�JX�+%,,,�NFLJ@XLM��=<�V@<G�<F<@�
FOO@[L�UN�L=�+�JX�+,%,,,�NFLJ@XLM��`UL�M@<J=UM�MJK@�@OO@[LM�
 � [3@@,C��;,,t>C=��6�,//>C=�7-�s73+�/>:6��?7C=3,�<C@�?;+7<?�7+�E7@s��+<6;��-<>C?>C=�7+�@>-->B3/?>,6�>C�6�<//7�>C=�
�6,�,+,�<//,+=>B�+,<B?>7C���+<+,��

 � �,@@,C>C=�7-�?;,�6|>C��>?;�E/>6?,+6�7+�:,,/>C=��y;,+,�H<s�</67�E,�6,�,+,�E/>6?,+6�<C@�E/,,@>C=�>C�?;,�/>:6��
,s,6��H73?;��C76,�<C@�=,C>?</6��y;>6�B7C@>?>7C�B73/@�E,��[?,�,C6*\7;C67C�6sC@+7H, �7+��?75>B�,:>@,+H</�
C,B+7/s6>6 ���,+s�+<+,��

 � �,//7�>C=�7-�?;,�6|>C��@<+|�3+>C,�<C@�?>+,@C,66��;>B;�H<s�E,�6sH:?7H6�7-�/>�,+�:+7E/,H6��+<+,��
Additional side effects
Common side effects (affect up to 1 in 10 patients):
 � Headache.
 � d--,B?6� 7C� s73+� 6?7H<B;� 7+� =3?�� @><++;7,<�� 6?7H<B;� :<>C�� B7C6?>:<?>7C�� <E@7H>C</� E/7<?>C=�� �>C@�
�-/<?3/,CB,��

 � �<36,<�7+��7H>?>C=�
 � u,C>=C�:7/s:6�>C�?;,�6?7H<B;�

Uncommon side effects (affect up to 1 in 100 patients):
 � [�,//>C=�7-�?;,�-,,?�<C@�<C|/,6�
 � �>6?3+E,@�6/,,:��>C67HC><��
 � �>tt>C,66��?>C=/>C=�-,,/>C=6�63B;�<6��:>C6�<C@�C,,@/,6 ��-,,/>C=�6/,,:s�
 � [:>CC>C=�-,,/>C=���,+?>=7��
 � �;<C=,6�>C�E/77@�?,6?6�?;<?�B;,B|�;7��?;,�/>�,+�>6��7+|>C=�
 � [|>C�+<6;��/3H:s�+<6;��;>�,6��<C@�>?B;s�6|>C�
 � �>:���+>6?�<C@�6:>C</�-+<B?3+,6�
 � �,C,+<//s�-,,/>C=�3C�,//�<C@�/<B|>C=�,C,+=s�

�F<@�MJK@�@OO@[LM�
FOO@[L�UN�L=�+�JX�+%,,,�NFLJ@XLM��
 � u/77@�:+7E/,H6�63B;�<6�<�+,@3B,@�C3HE,+�7-��;>?,�B,//6�7+�:/<?,/,?6�
 � �7��/,�,/6�7-�67@>3H�>C�?;,�E/77@�
 � x,,/>C=�<=>?<?,@�<C5>736��B7C-36,@�7+�@,:+,66,@�
 � �;<C=,6�>C�6,C6,�7-�?<6?,�
 � ds,6>=;?�:+7E/,H6�63B;�<6�E/3++,@��>6>7C�
 � [3@@,C/s�-,,/>C=��;,,ts�7+�6;7+?�7-�E+,<?;��E+7CB;76:<6H��
 � �+s�H73?;��>C-/<HH<?>7C�7-�?;,�>C6>@,�7-�?;,�H73?;�
 � x3C=</�>C-,B?>7C�7-�?;,�H73?;��;>B;�B<C�<--,B?�?;,�=3?�
 � JC-/<HH<?>7C�7-�?;,�/>�,+��>?;�7+��>?;73?�?;,�<::,<+<CB,�7-�6>=C6�7-��<3C@>B,�
 � Hair loss (alopecia).
 � �>=;?�6,C6>?>�>?s�
 � \7>C?�:<>C6��<+?;+</=><��7+�H36B/,�:<>C6��Hs</=><��
 � [,�,+,�|>@C,s�:+7E/,H6��?3E3/7>C?,+6?>?></�C,:;+>?>6��
 � JCB+,<6,@�6�,<?>C=�
 � �s:,+6,C6>?>�>?s�+,<B?>7C6�,�=��-,�,+��<C=>7,@,H<�<C@�7+�,5?+,H,�<//,+=>B�+,<B?>7C��<C<:;s/<B?>B�6;7B|��

�@<G�<F<@�MJK@�@OO@[LM�
FOO@[L�UN�L=�+�JX�+,%,,,�NFLJ@XLM��
 � �;<C=,6�>C�E/77@�B73C?��>CB/3@>C=�<=+<C3/7Bs?76>6��/<B|�7-��;>?,�E/77@�B,//6��
 � Aggression.
 � �<//3B>C<?>7C6�!�6,,>C=��-,,/>C=�7+�;,<+>C=�?;>C=6�?;<?�<+,�C7?�<B?3<//s�?;,+,�
 � [,�,+,�/>�,+�:+7E/,H6�/,<@>C=�?7�/>�,+�-<>/3+,�<C@�>C-/<HH<?>7C�7-�?;,�E+<>C��>C�:,7:/,��>?;�,5>6?>C=�/>�,+�
disease).

 � d+s?;,H<�H3/?>-7+H,�
 � [,�,+,�<//,+=>B�+,<B?>7C�7-�?;,�6|>C�63B;�<6�[?,�,C6*\7;C67C�6sC@+7H,��?75>B�,:>@,+H</�C,B+7/s6>6�
 � c36B/,��,<|C,66�
 � dC/<+=,@�E+,<6?6�>C�H,C�

�JK@�@OO@[LM�=O�UX^X=YX�O<@�U@X[G�
O<@�U@X[G�[FXX=L�`@�@MLJ>FL@K�O<=>�LH@�FVFJEF`E@�KFLF��
 � �,@3B,@�E/77@�/,�,/�7-�H<=C,6>3H���7��/,�,/6�7-�H<=C,6>3H�B<C�E,�6,,C�<6�-<?>=3,��>C�7/3C?<+s�H36B/,�
B7C?+<B?>7C6�� @>67+>,C?<?>7C�� B7C�3/6>7C6�� @>tt>C,66� 7+� >CB+,<6,@� ;,<+?� +<?,�� J-� s73� ;<�,� <Cs� 7-� ?;,6,�
6sH:?7H6��?,//�s73+�@7B?7+�:+7H:?/s���7��/,�,/6�7-�H<=C,6>3H�B<C�</67�/,<@�?7�<�+,@3B?>7C�>C�:7?<66>3H�
7+�B</B>3H�/,�,/6�>C�?;,�E/77@���73+�@7B?7+�H<s�@,B>@,�?7�:,+-7+H�+,=3/<+�E/77@�?,6?6�?7�H7C>?7+�?;,�/,�,/6�
7-�H<=C,6>3H�>C�s73+�E/77@��[,,�6,B?>7C�j��3C@,+��y,6?6�<C@�-7//7�*3:]�

 � c>B+76B7:>B�B7/>?>6�
 � �<6;���;>B;�>6�67H,?>H,6�<BB7H:<C>,@�Es�:<>C�>C�?;,��7>C?6�

JC��,+s�+<+,�B<6,6��G+7H,t7/,�H<s�<--,B?� ?;,��;>?,�E/77@�B,//6�<C@�/,<@�?7� >HH3C,�@,->B>,CBs��>H:<>+,@�
>HH3C,�6s6?,H���J-�s73�;<�,�<C�>C-,B?>7C��>?;�6sH:?7H6�63B;�<6�-,�,+��>?;�<�6,�,+,/s�+,@3B,@�=,C,+</�
B7C@>?>7C�7+�-,�,+��>?;�6sH:?7H6�7-�<�/7B</�>C-,B?>7C�63B;�<6�:<>C�>C�?;,�C,B|��?;+7<?�7+�H73?;�7+�@>-->B3/?>,6�
>C� 3+>C<?>C=�� s73� H36?� B7C63/?� s73+� @7B?7+� <6� 677C� <6� :766>E/,� 67� ?;<?� <� /<B|� 7-� �;>?,� E/77@� B,//6�
�<=+<C3/7Bs?76>6��B<C�E,�+3/,@�73?�Es�<�E/77@�?,6?��JC�?;>6�6>?3<?>7C��>?�>6�>H:7+?<C?�?;<?�s73�>C-7+H�?;,�@7B?7+�
<E73?�s73+�H,@>B>C,�
]O�G=U�@�N@<J@X[@�FXG�MJK@�@OO@[L%�JO�FXG�MJK@�@OO@[L�Z@LM�Y=<M@%�=<�JO�G=U�@�N@<J@X[@�F�MJK@�@OO@[L�X=L�
>@XLJ=X@K�JX�LHJM�E@FOE@L%�[=XMUEL�G=U<�K=[L=<�
Reporting side effects:
�73�B<C�+,:7+?�6>@,�,--,B?6�?7�?;,�c>C>6?+s�7-��,</?;�Es�-7//7�>C=�?;,�/>C|� ��,:7+?>C=�[>@,�d--,B?6�7-��+3=�
y+,<?H,C?]�7C�?;,�c>C>6?+s�7-��,</?;�;7H,�:<=,������;,</?;�=7��>/���;>B;�/>C|6�?7�<C�7C/>C,�-7+H�-7+�+,:7+?>C=�
6>@,�,--,B?6���73�B<C�</67�36,�?;>6�/>C|��;??:6���6>@,,--,B?6�;,</?;�=7��>/�
5) How to store the medicine?
G+,�,C?�:7>67C>C=��y7�:+,�,C?�:7>67C>C=��|,,:�?;>6�<C@�<//�7?;,+�H,@>B>C,6�>C�<�B/76,@�:/<B,��73?�7-�?;,�+,<B;�
<C@�6>=;?�7-�B;>/@+,C�<C@�7+� >C-<C?6���7�C7?� >C@3B,��7H>?>C=�3C/,66�,5:/>B>?/s� >C6?+3B?,@� ?7�@7�67�Es�s73+�
@7B?7+�
�7�C7?�36,�?;,�H,@>B>C,�<-?,+�?;,�,5:>+s�@<?,��,5:��@<?,���;>B;�>6�6?<?,@�7C�?;,�:<B|<=,��y;,�,5:>+s�@<?,�
+,-,+6�?7�?;,�/<6?�@<s�7-�?;<?�H7C?;�
Storage of the powder prior preparation: <?�<�?,H:,+<?3+,�E,/7��jg¡���[?7+,�>C�?;,�7+>=>C</�</3H>C>3H�-7>/�
:73B;�?7�:+7?,B?�-+7H�/>=;?�<C@�H7>6?3+,�
Storage of the ready suspension: <-?,+�+,B7C6?>?3?>7C�6?7+,�>C�?;,�+,-+>=,+<?7+��j¡*n¡���>C�?;,�7+>=>C</�:<B|�
?7�:+7?,B?�-+7H�/>=;?��<C@�|,,:�?;,�E7??/,�?>=;?/s�B/76,@���6,��>?;>C�jn�@<s6�<C@�C7�/<?,+�?;<C�?;,�,5:>+s�@<?,�
7-�?;,�H,@>B>C,��J?�B<C�E,�6?7+,@�<?�<�?,H:,+<?3+,�E,/7��jg¡��-7+�j�@<s6�
6) Additional information:
]X�FKKJLJ=X�L=�LH@�F[LJV@�JXZ<@KJ@XL%�LH@�>@KJ[JX@�FEM=�[=XLFJXM�LH@�O=EE=YJXZ�JXF[LJV@�JXZ<@KJ@XLM�
c</?>?7/� �df�g��� G7?<66>3H� �s@+7=,C� �<+E7C<?,� �dg k��� [7@>3H� �s@+7=,C� �<+E7C<?,� �dg  ��� [7@>3H�
{/=>C<?,� �di k���c<CC>?7/� �dijk���[7@>3H�u,Ct7<?,� �djkk���[3B+</76,��dfgg���y>?<C>3H��>75>@,� �dk�k���
�<C?;<C��3H��dikg���c>C?�x/<�73+>C=��</67�B7C?<>C>C=��3H�{+<E>B���{B<B><��3H��diki��<C@�G3/,=7C,��<C@�
[7@>3H�c,?;s/:<+<E,C��[7@>3H�c,?;s/�G<+<;s@+75sE,Ct7<?,K�djkf�
y;,�H,@>B>C,�G+7H,t7/,�j�H=�H/�</67�B7C?<>C6�?;,�-7//7�>C=�>C<B?>�,�>C=+,@>,C?�
�<C>//<�x/<�73+>C=��</67�B7C?<>C>C=�c</?7@,5?+>C��c<>t,���[>/>B7C��>75>@,��dggk��<C@��,=,?<E/,��>/6�<C@�x<?6��
What the medicine looks like and contents of the pack:�JC�?;,�B<:��?;,�H,@>B>C,�/77|6�/>|,�<��;>?,���7--*
�;>?,��6/>=;?/s�s,//7��:7�@,+�
JC�?;,�E7??/,��?;,�H,@>B>C,�/77|6�/>|,�<��;>?,���7--*�;>?,��6/>=;?/s�s,//7��:7�@,+��y;,�:7�@,+�H<s�B7C?<>C�@<+|�
6:,B|6�@3,�?7�6�,,?,C,+�
y;,�H,@>B>C,�>6�:<B|,@�>C�<�:/<6?>B�E7??/,�<C@�<�+,<@�:/<6?>B�B<:��E7?;�7-��;>B;�<+,�:<B|,@�>C�<C�</3H>C>3H�
-7>/�:73B;��y;,�E7??/,�<C@�B<:�?7=,?;,+�B7C?<>C�i��=+<H6�7-�:7�@,+���CB,�+,B7C6?>?3?,@��?;,�E7??/,�B7C?<>C6�
90 ml of oral suspension, of which 75 ml of suspension can be drawn.
d<B;�:<B|�</67�B7C?<>C6�<�:/<6?>B�6s+>C=,��>?;�<��7/3H,�7-�g�H/��=+<@3<?,@�<?�,<B;�k�H/�<C@�>C?,+H,@><?,�
H<+|6�,�,+s� �k�H/���<��;>?,�:/<6?>B�6s+>C=,�<@<:?7+�?;<?�B7CC,B?6�?7�?;,�7:,C>C=�7-�?;,�E7??/,�<C@�<�=+,s�
+,:/<B,H,C?�B<:�-7+�?;,�E7??/,�-7+�36,�<-?,+�+,B7C6?>?3?>C=�?;,�636:,C6>7C�
Pack size: y;,�H,@>B>C,�>6�:+7�>@,@�>C�<�:<B|<=,��<6�-7//7�6�
 � �<+@E7<+@�:<B|<=,6�B7C?<>C>C=�E,?�,,C�k�<C@�g�E7??/,6��>?;�?;,�<BB,667+s�63::/>,6��6s+>C=,��<@<:?7+�
<C@�B<:���y;,�C3HE,+�7-�E7??/,6�<C@�<BB,667+s�63::/>,6�>C�,<B;�B<+@E7<+@�:<B|<=,�H<s�B;<C=,�<BB7+@>C=�
?7�?;,�6>t,�7-�?;,�:<B|��y;,�C3HE,+�7-�E7??/,6�<C@�?;,�<BB,667+s�63::/>,6�>C�,<B;�:<B|�<::,<+6�7C�?;,�
:<B|<=,�

 � �7?�<//�:<B|�6>t,6�H<s�E,�H<+|,?,@�
Registration holder: [3:,+*G;<+H��J6+<,/���?@���k��{+>,�[;,C|<+�[?����,+t/>s<�i��jgk��
�FXUOF[LU<@<���,7/<6�G;<+H<B,3?>B</6��?@����3E/>C��J+,/<C@�
�,=>6?+<?>7C�C3HE,+�7-�?;,�H,@>B>C,�>C�?;,�c>C>6?+s�7-��,</?;]6��<?>7C</��+3=��,=>6?+s�
G+7H,t7/,�j�H=�H/���k��* n*���ij*ff
G+7H,t7/,�i�H=�H/���k��* f*���i�*ff
�,�>6,@�>C��7�,HE,+�j jg
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