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NZjfZdhi_b 

KlZg^ZjlgZy�
miZdh\dZ 

:kdhj[bgh\Zy�dbkehlZ��?����� USP, FCC, ���d]�dZjl��dhjh[dZ 
�djbklZeebq_kdZy� Ph. Eur  
:kdhj[bgh\Zy�dbkehlZ��?����� USP, FCC, ���d]�dZjl��dhjh[dZ 
f_edh]jZgmebjh\ZggZy Ph. Eur  
:kdhj[bgh\Zy�dbkehlZ��?����� USP, FCC, ���d]�dZjl��dhjh[dZ 
f_edbc�ihjhrhd Ph. Eur  
:kdhj[bgh\Zy� dbkehlZ� \�
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 ���d]�dZjl��dhjh[dZ 

\�`bjh\hc�h[hehqd_   
:kdhj[Zl� gZljby��
djbklZeebq_kdbc 

FCC, USP ���d]�dZjl��dhjh[dZ 

   
$kdhj[Zl�dZevpby FCC, USP ���d]�dZjl��dhjh[dZ 
 Ph.Eur.  
:kdhj[be�iZevfblZl FCC, USP ��d]�f_rhd 
 Ph.Eur. ���d]�[hqdZ�f_l� 

 
Nmgdpbb�Zkdhj[bgh\hc�dbkehlu�\�hj]Zgbaf_�b�ijhy\e_gb_�^_nbpblZ�� 
 
Ih^^_j`b\Z_l� \� a^hjh\hf� khklhygbb� djh\_ghkgu_� khkm^u�� dh`m� b� dhklgmx� ldZgv��
klbfmebjm_l�aZsblgu_�kbeu�hj]ZgbafZ��mdj_iey_l�bffmggmx�kbkl_fm��kihkh[kl\m_l�
h[_a\j_`b\Zgbx� b� \u\_^_gbx� qm`_jh^guo� \_s_kl\� b� y^h\�� memqrZ_l� mk\h_gb_�
`_e_aZ� 



LZd`_��bkke_^h\Zgby�^hdZaZeb�\Z`gmx�jhev�\blZfbgZ�K�\� 
• kbgl_a_�jy^Z�\Z`guo�]hjfhgh\�b�g_cjhljZgkfbll_jh\� 
• f_lZ[hebaf_�nheb_\hc�dbkehlu�b�Zfbghdbkehl� 
• bffmgghc�nmgdpbb� 
• hdbkebl_evgh-\hkklZgh\bl_evghc���Zglbhdkb^Zglghc�nmgdpbb� 
 
Ijbkmlkl\b_�^jm]bo�Zglbhdkb^Zglh\��lZdbo�dZd�\blZfbg�?�b�[_lZ-dZjhlbgZ�mkbeb\Zxl�
aZsblgu_� Zglbhdkb^Zlb\gu_� k\hckl\Z� \blZfbgZ� K� �lZd� gZau\Z_fZy� ACE – 
dhgp_ipby��rbjhdh�bkihevam_fZy�ijb�h[h]Zs_gbb�jZaebqguo�ijh^mdlh\�iblZgby��� 
 
>_nbpbl�ijhy\ey_lky�ke_^mxsbf�h[jZahf� 
;ukljZy� mlhfey_fhklv�� mklZehklv�� kgb`_ggu_� bffmgbl_l�� hkh[_ggh� d� ijhklm^guf�
aZ[he_\Zgbyf�� ojmidhklv� djh\_ghkguo� khkm^h\� �qZklu_� kbgydb� gZ� dh`_��
djh\hlhqb\hklv� ^_k_g��� iehoh_� aZ`b\e_gb_� ihj_ah\� b� jZg�� gZjmr_gb_� mk\h_gby�
`_e_aZ��\�ly`_euo�kemqZyo�–�pbg]Z� 
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<�ibs_\hc�ijhfure_gghklb�Zkdhj[bgh\Zy�dbkehlZ�bkihevam_lky�]eZ\guf�h[jZahf�\�
ke_^mxsbo�p_eyo� 
• ^ey� h[h]Zs_gby� ijh^mdlh\� iblZgby� \blZfbghf� K� �njmdlh\u_� khdb��

khdhkh^_j`Zsb_�b�\h^hjZkl\hjbfu_�gZibldb��ebfhgZ^u��njmdlh\u_�b�h\hsgu_�
ixj_��kmob_�aZ\ljZdb��e_^_gpu��fZjf_eZ^��`_\Zl_evgZy�j_abgdZ�b�l�i��  

• ^ey�klZg^ZjlbaZpbb�kh^_j`Zgby�\blZfbgZ�K��njmdlh\u_�b�h\hsgu_�khdb��ixj_��
dhgk_j\u� 

• ^ey� klZ[bebaZpbb� ijh^mdlh\� iblZgby� b� gZibldh\� �\� dZq_kl\_� gZlmjZevgh]h�
Zglbhdkb^ZglZ���>h[Z\e_gb_�Zkdhj[bgh\hc�dbkehlu�\�ijhp_kk_�i_j_jZ[hldb�beb�
i_j_^� miZdh\dhc� iha\hey_l� khojZgblv� p\_l�� aZiZo� b� iblZl_evgmx� p_gghklv�
ijh^mdlh\� 



• dZd�memqrbl_ev ^ey�fmdb�b�l_klZ��>h[Z\e_gb_�Zkdhj[bgh\hc�dbkehlu�\�k\_`mx�
fmdm� memqrZ_l� __� i_dZjkdb_� dZq_kl\Z�� l_f� kZfuf�� wdhghfy� �-�� g_^_ev��
g_h[oh^bfuo�^ey�khaj_\Zgby�fmdb�ihke_�ihfheZ� 

• \� fykghc� ijhfure_gghklb� ^ey� klZ[bebaZpbb� p\_lZ� k\_`_]h� fykZ� b� fykguo�
ijh^mdlh\�� kgb`_gby� dhebq_kl\Z� ^h[Z\ey_fuo� gbljblh\� b�� ke_^h\Zl_evgh��
gbljblgh]h�hklZldZ�\�]hlh\hf�ijh^mdl_� 

 

H[h]Zs_gb_�\blZfbghf�K�b�klZg^ZjlbaZpby 
 
G_dhlhju_� ijh^mdlu� iblZgby� kh^_j`Zl�fZeh�� beb� ihqlb� g_� kh^_j`Zl� \blZfbgZ�K�
�gZijbf_j� y[ehqguc�� ZgZgZkh\uc�� \bgh]jZ^guc� khdb��� <g_k_gb_� Zkdhj[bgh\hc�
dbkehlu� iha\hebl� g_� lhevdh� khojZgblv� p\_l�� \dmk� b� ZjhfZl� ijh^mdlZ�� gh� lZd`_� b�
ih\ukblv� _]h� iblZl_evgmx� p_gghklv�� J_dhf_g^m_fuc� mjh\_gv� h[h]Zs_gby�� ���-
100��hl��kmlhqghc�ihlj_[ghklb�hj]ZgbafZ�gZ�ihjpbx� 
Kh^_j`Zgb_� \blZfbgZ� K� \� dhgp_gljZlZo� khdh\� �lZdbo� dZd� Zi_evkbgh\uc���
bkihevam_fuo� ^ey� ijhba\h^kl\Z� khdh\� beb� khdhkh^_j`Zsbo� gZibldh\�� fh`_l�
dhe_[Zlvky� ^h\hevgh� agZqbl_evgh�� Ihwlhfm�� ijhba\h^bl_eyf� g_h[oh^bfh�
dhgljhebjh\Zlv� wlhl� iZjZf_lj� b� ^h[Z\eylv� \blZfbg� K� ^ey� ]ZjZglbjh\Zggh]h�
kh^_j`Zgby� \� ]hlh\hf� gZibld_��Ijb� h[h]Zs_gbb� gZibldh\� Zkdhj[bgh\hc� dbkehlhc�
ke_^m_l� mqblu\Zlv� __� Zglbhdkb^Zlb\gmx�nmgdpbx� �qZklv� \blZfbgZ� K� \klmiZ_l� \�
j_Zdpbx�k�m]e_dbkehlhc��GZijbf_j��_keb�\�����fe�gZibldZ�^he`gh�kh^_j`Zlvky����
f]� \blZfbgZ� K� ��� kmlhqgZy� ihlj_[ghklv��� lh� ^h[Z\e_gb_� \blZfbgZ� K� gZ� �� eblj�
ijh^mdlZ� jZkkqblu\Z_lky� ke_^mxsbf� h[jZahf�� �o��� f]�  � ���� f]� \� dZq_kl\_�
\blZfbgZ�K�b�hdheh�����f]�\�dZq_kl\_�Zglbhdkb^ZglZ�� 
:kdhj[bgh\Zy� dbkehlZ� ij_^klZ\ey_l� kh[hc� [_euc� djbklZeebq_kdbc� ihjhrhd�� [_a�
aZiZoZ��k�dbkeuf�\dmkhf��ohjhrh�jZkl\hjbfuc�\�\h^_��L_ogheh]bq_kdb��h[h]Zs_gb_�
\blZfbghf�K��b�klZg^ZjlbaZpby��g_�ij_^klZ\ey_l�hkh[uo�keh`ghkl_c�� 
Ke_^m_l�lhevdh�mq_klv�ebrv�g_dhlhju_�j_dhf_g^Zpbb�� 

• \ghkblv� Zkdhj[bgh\mx� dbkehlm� gZ� \hafh`gh� [he__� iha^g_c� klZ^bb�
l_ogheh]bq_kdh]h�ijhp_kkZ 

• ba[_]Zlv�^ebl_evgh]h�gZ]j_\Z� �^ey� dhfi_gkZpbb�\hafh`guo�ihl_jv�g_h[oh^bfh�
ij_^mkfZljb\Zlv�i_j_^habjh\dm� 

• ba[_]Zlv�dhglZdlZ�k�f_lZeebq_kdbfb�qZklyfb�h[hjm^h\Zgby� 
• bkihevah\Zlv�\h^m�k�gZbf_gvrbf�kh^_j`Zgb_�dbkehjh^Z 
• ^ey� h[h]Zs_gby� fhehdZ� \� dZq_kl\_� bklhqgbdZ� \blZfbgZ� K� `_eZl_evgh�

bkihevah\Zlv�:kdhj[Zl�gZljby�^ey�ij_^hl\jZs_gby�k\_jlu\Zgby�fhehdZ 
• _keb� gZibldb� ijhba\h^ylky� \� lZgd_� �i_jbh^bq_kdbc� ijhp_kk�� jZkkqblZggu_�

dhebq_kl\Z�Zkdhj[bgh\hc� dbkehlu� ke_^m_l�^h[Z\eylv�i_j_^�iZkl_jbaZpb_c�beb�
i_j_^�[mlbebjh\Zgb_f�ijb�i_j_f_rb\Zgbb 

• \� kemqZ_� g_ij_ju\gh]h� l_ogheh]bq_kdh]h� ijhp_kkZ� bkihevam_lky� jZkl\hj�
Zkdhj[bgh\hc�dbkehlu��dhlhjuc�emqr_�^h[Z\eylv�\�gZibldb�ijb�ihfhsb�^haZlhjZ�
�^habjmxs_]h�gZkhkZ�� 

 

:kdhj[bgh\Zy�dbkehlZ�\�fykghc�ijhfure_gghklb 

<�ijhp_kk_�h[jZ[hldb�fykZ��^ey�khojZg_gby�b�memqr_gby�p\_lZ�fykguo�ijh^mdlh\�
rbjhdh� bkihevamxlky� kheb�� gbljZlu� b� gbljblu�� Hdkb^� gZljby� h[jZah\Z\rbcky� \�
fyk_� \ke_^kl\b_� \hkklZgh\e_gby� gbljZlh\� b� gbljblh\�� j_Z]bjm_l� k� fbh]eh[bghf�
�hdjZrb\Zxs__�\_s_kl\h�\�fmkdmeZo��b�\�j_amevlZl_�ihemqZ_lky�[he__�klZ[bevgh_�



djZkgh_� \_s_kl\h� gbljhahfbh]eh[bg�� :kdhj[bgh\Zy� dbkehlZ�� y\eyykv� fhsguf�
\hkklZgh\bl_e_f��mkdhjy_l�^Zggh_�\aZbfh^_ckl\b_��qlh�iha\hey_l�khdjZlblv�\j_fy�
h[jZ[hldb� fykZ�� memqrZ_l� jZ\ghf_jghklv� jZkij_^_e_gby� hdjZkdb� b� __�
klZ[bevghklv�� Bkihevah\Zgb_� Zkdhj[bgh\hc� dbkehlu� b� Zkdhj[ZlZ� gZljby� \�
ijhba\h^kl\_� fykhijh^mdlh\� iha\hey_l� mf_gvrblv� dhebq_kl\h� bkihevam_fh]h�
gbljblZ�� kgb`Zy� l_f� kZfuf� jbkd� h[jZah\Zgby� gbljhaZfbgh\� b� gbljhaZfb^h\��
g_dhlhju_�ba�dhlhjuo�\_kvfZ�dZgp_jh]_ggu��� 
<� ijhba\h^kl\_� dhe[Zk�� \� ijhp_kk_� [eZgrbjh\Zgby� b� dhiq_gby� ke_^m_l�
bkihevah\Zlv� Zkdhj[bgh\mx� dbkehlm�� Z� ijb� ijb]hlh\e_gbb� jZkkheZ�� gZijbf_j� ^ey�
\_lqbgu�� [_dhgZ� b� ]h\y`v_c� khehgbgu� ij_^ihqlbl_evg_c� � bkihevah\Zlv� Zkdhj[Zl�
gZljby� 
>habjh\dZ�����]�Zkdhj[bgh\hc�dbkehlu�gZ�����d]�fykZ� 
 
Memqr_gb_�oe_[hi_dZjguo�k\hckl\�fmdb 
 
DZq_kl\h� fmdb� \� hkgh\ghf� hij_^_ey_lky� kh^_j`Zgb_f� \� g_c� ]exl_gZ�� >ey� lh]h��
qlh[u�ba�fmdb�k�gbadbf�kh^_j`Zgb_f�]exl_gZ�ihemqblv�oe_[�k�ohjhr_c�l_dklmjhc�b�
ihjbkluf� fydbr_f�� g_h[oh^bfh� bkihevah\Zlv� lZd� gZau\Z_fu_� ©memqrbl_ebª��
LZdb_� \_s_kl\Z� dZd� [jhfZl� dZeby�� i_jkmevnZlu�� ljboehjb^� ZahlZ�� b� l�� ^�� gZ�
ijhly`_gbb� fgh]bo� e_l� bkihevah\Zebkv� dZd� memqrbl_eb� ^ey� fmdb�� Ihke_�
h[gZjm`_gby�kihkh[ghklb�Zkdhj[bgh\hc�dbkehlu�memqrZlv�oe_[hi_dZjgu_�k\hckl\Z�
fmdb�� \i_j\u_� ihy\beZkv� \hafh`ghklv� bkihevah\Zlv� \� wlbo� p_eyo� [_ahiZkguc��
hj]Zgbqguc� ^ey� q_eh\_dZ� bg]j_^b_gl�� DZd� ijZ\beh�� ^ey� ohjhr_]h� j_amevlZlZ��
^hklZlhqgh�\g_klb�hl���^h���]�Zkdhj[bgh\hc�dbkehlu�gZ�����d]�fmdb� 
 
:kdhj[bgh\Zy�dbkehlZ�\�dZq_kl\_�Zglbhdkb^ZglZ 
 
:kdhj[bgh\Zy� dbkehlZ� \� dZq_kl\_� Zglbhdkb^ZglZ� lZd`_� rbjhdh� ijbf_gy_lky� \�
ibs_\hc�ijhfure_gghklb�� 
 
KlZ[bevghklv 
 
<blZfbg�K�qm\kl\bl_e_g� d�gZ]j_\Zgbx��\ha^_ckl\bx�k\_lZ�b� dbkehjh^Z��Hg�fh`_l�
qZklbqgh� beb� iheghklvx� jZajmrZlvky� \� ijh^mdlZo� \� j_amevlZl_� ^ebl_evgh]h�
ojZg_gby� 
 
;_ahiZkghklv 
 
AZ� ihke_^gb_� ]h^u� [ueh� ijh\_^_gh� fgh]h� gZmqguo� bkke_^h\Zgbc� [_ahiZkghklb�
\blZfbgZ� K� \� ^habjh\dZo�� \� ^_kyldb� jZa� ij_\urZxsbo� j_dhf_g^m_fmx� ghjfm�
ihlj_[e_gby� �hd����f]�\�kmldb���GZ�hkgh\Zgbb�j_amevlZlh\�bkke_^h\Zgbc�\h�fgh]bo�
kljZgZo�ghjfu�[ueb�i_j_kfhlj_gu�\�klhjhgm�m\_ebq_gby� 

• ����f]�kmldb�–=_jfZgby�:\kljby�R\_cpZjby�Yihgby 
• ����f]�kmldb�–NjZgpby 

<�KR:��DZgZ^_�b�Yihgbb�[ueZ�\\_^_gZ�fZdkbfZevgh�^himklbfZy�^haZ�ihlj_[e_gby�
\blZfbgZ�K�k�ibs_c��dhlhjZy�khklZ\beZ�������f]�\�kmldb� 
LZdbf�h[jZahf��gZ�hkgh\Zgbb�ijh\_^_gguo�bkke_^h\Zgbc��fh`gh�k^_eZlv�\u\h^�h�
[_ahiZkghklb�\blZfbgZ�K�\�ij_^_eZo�\ur_mdZaZgguo�^habjh\hd� 
 


