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r·min
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ABSTRACT: OBJECTIVE  To determine the dissolution of roxithromycin soft capsules by HPLC. METHODS  The 

dissolution medium was acetate buffer (pH 5.5). Apparatus 2 was used with 100 r·min
-1

. The dissolution medium was taken and 

analyzed by HPLC at 60 minutes. RESULTS  It showed that the standard curve was linear in the range of 0.02−0.2 

mg·mL
−1

(r=0.999 9). The average recovery was 100.1%(RSD=0.6%) for roxithromycin soft capsules. The dissolutions of soft 

capsules from three batches were over 75%. CONCLUSION  The established method can be used for determination of 

roxithromycin soft capsules dissolution. 
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 ��������	
���[1]�������������������������( �)YBH05172010�!�"#$%&�������������YBH05172010'�������()*+,-./0123456789:12;<=>34(?@&A1234B�0CDE4/ F?@GH�I&JKL
�(MNOP[2-4]QR�'��" 2010STUVWXY����Z[��[\]^_`ab()*+cd./ [5]A1234/B�0789e(
HPLCfghijklFmnopqrsY�������()*+cd./&�������������YBH05172010'�������()*+,-0()*t;� 0.01 mol·L

−1u2)vw F����f 0.01 mol·L
−1u2)v'Hxdyg FYz()*t;&m�Y./{F|}0~rs(./cdY������������()*+����������������)*+,-./���{��& 

1  ����� 

ZRS-8B �����)*� (���{ )�
Agilent1100vM4��(��f����� ¡¢£¤¥m¦§¨©� Agilent��)& ª�«¬ª�®�4�¯�°2±^²2U³´�µ¶¯&����·¸�('�����¹�,d~º»¼130577-201103½<¼94.70%)��������(����������¾¿¼
0.15º»¼A110301A110302A110303)& 

2  ����	 

2.1  )*+cd./ Àk�(�Á�Â�ÃÄ�Å FÆ0ÇÈÉÊ�Á�`aËÌ) ¸)*+cd/(ÍÎÏC ÐU/)Ñ°2uÒÓv(pH 5.5) (À 0.04 

mol·L
−1°2±)v0Ô°2ÕÖ pH ×Ø 5.5) 

900 mL�)*t;ÙÚ� 100 r·min
−1�/ÛÜw 60 minÝÀ)vÞßÀàÞvÜ�� �)v�áÀ����·¸�â<ãäåd0jæ)*t;)ç}èé¹ê 0.16 mg·mL

−1

�����$%�no?p$%�	�qrs=>.t($�nSu[2010]84K) �����0vw�3�<xy�8    Tel: (0579)87641919    E-mail: wycxzh@sohu.com    
*	
���z{�3�|5�xy�8�|@    Tel: (0571)86459458

    
E-mail: wangjianhw2000@yahoo.com.cn

 



 

�304�         Chin JMAP, 2013 March, Vol.30 No.3                                  �������� 2013	 3
� 30�� 3 

()vÜ�·¸�)v&ëì2.2íîï4�ðñãä<Àjæòó)vô 20 µLõövM4��÷Î4�øë!�/Ñùúûüý*þ]()*<&�+���<( 70%���¾d&ÂH��¾d�Ñ½��(þ 1mL'½����H	
 0.08 �9�[����H	
 1.1 �9�^����H	
 0.4 �9�)(°2uÒÓv(pH 5.5)�)*t;ëjæ./�z F���¾d& 

2.2  4�ðñ[2]
 4��¼�� Shim VP-ODS(4.6 mm�250 

mm5 µm)���¥M¼0.067 mol·L
−1²2U³´)v(0��ÕÖ pH×Ø 6.5)-®(65�35)��Ú¼1.0 mL·min

−1�,c��¼210 nm�m¦<¼
20 µL& 

2.3  )*+./{ F 

2.3.1  �9N§  À����·¸�â<ãäåd0°2uÒÓv(pH 5.5))ç}èé¹ê§��+)vëì2.2íîï4�ðñcd&?@��. ¼A=−0.355+1.827CMN§! r=0.999 9 F"#·¸�)v�+f 20~200 µg·mL
−1�$ùúû�%&(�9N§& 

2.3.2  '((_) F  ë*.E+¹êH½,�(��¦�Àâ<'(-��./°2uÒÓv(pH 5.5)â<01È2}èéØ¾d�+ÉÌ&ÞßÀÞvëì2.2íîï4�ðñcd?@'(-��.3_)& 

2.3.3  �$4 F  ë*.E+µ5ãäåÀM6
¦���<( 50%75%100%(����·¸�-M�<(��'([��./°2uÒÓv(pH 5.5)â<ÈÉÊ����)ç}/°2uÒÓv(pH 5.5) Ø¾d�+ÉÌÞßëì2.2íîï4�ðñcd·k/(�79m�K8&?@9Ë�$4� 100.1%(RSD=0.6%)& 

2.3.4  ãä+ F  ÀLnº»¦� 6 :/°2uÒÓv(pH 5.5) )ç}d<èé;ëì2.2íîï4�ðñcd?@ RSD� 0.5%& 

2.3.5  )v(xd9  À����·¸�)v¸jæcd./
 038 h cd?@ RSD� 0.21%)vf 8 h�xd& 

2.3.6  )*<�(=¹  Àk�¸)*+cd/('��" 2010 STUVÍÎÏC ÐU/)Ñ°2uÒÓv(pH 5.5)�)*t;ÙÚ� 100 

r·min
−1�/ÛÜf 1530456075 minÝµ5À)v 5 mLÞß}-ÝfÛÜÁ>'?@jæ)b 5 mL&áÀ����·¸�â<ãäåd0jæ)*t;)ç}èé¹ê 0.16 

mg·mL
−1 ()vÜ�·¸�)v&ëì2.2íîï4�ðñãä<Àjæòó)vô 20 µLõövM4��÷Î4�øë!�/Ñùúûüý*þ]()*<&?@A" 1^ø 1&B�)*<� F?@AÀ¦ÝCd� 60 min& � 1  5��������	
��(n=6) 

Tab 1  The results of five time points of the dissolution tests 

(n=6) }~�/% J K 
15 min 30 min 45 min 60 min 75 min 

A110301 0  9.7 65.9 90.8 95.2 

A110302  0.8 28.6 82.8 96.4 98.4 

A110303 0 23.3 65.1 94.0 98.6 

 

 � 1  ����������� 

Fig 1  Dissolution curves of roxithromycin soft capsules 

2.4  ¦�()*+cd?@ À������������(�������¸7d()*+,-./cdcD)*+?@A" 2^ø 2&}$E./cd?@·E?@hknF&B�¦�)*+,-?@A)*+,-�+d� 75%& � 2   ������������� 

Tab 2  The dissolution results of roxithromycin soft capsules �qrs�� ��Q��� J K }~�/� ��} ~�/� }~�/� ��} ~�/� 
A110301 95  93  81 91  98  83  97  98 

 85  96  94  102 102 104  

A110302 97  98 101 96 103 100 104 100 

 96 101  85   99  98  97  

A110303 97 100  87 94 103 104 103 101 

 93 98  90  101  99  98  
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 � 2  �������(A)����(B) !"#$(C)%&'( 

1−���� 
Fig 2  HPLC chromatograms of roxithromycin soft 

capsules(A), reference substance(B) and blank(C) for the 

dissolution tests 

1−roxithromycin 

3  �� 

3.1  )*t;(GH �����������YBH05172010��'�������)*+,-0()*t;�
0.01 mol·L

−1 u2)vw F����f 0.01 

mol·L
−1 u2)v'Hxdyg F0z()*t;&����fª'H)f 0.01 mol·L

−1u2)v')çIHxdJ¸L
�JK��^LM��NO¹b)*+,-0()*t;[2]GH0ÒÓvÜ�)*t;& FY 0.1 mol·L
−1²2uÒÓv(pH 6.0) ^ 0.1 mol·L

−1°2uÒÓv(pH 

5.0)?@0°2uÒÓvP��I&ygÒÓvGH0°2uÒÓv& 

3.2  ÒÓv pH×(GH  FY pH×·)*+(=>ÒÓv pH×µ5� 4.05.05.56.06.5?@"#QR pH×(S����ÁTUçI����()ç+ÄVI pH×� 5.5Ý�������)*+W�&ygÒÓv pH×GH0 5.5& 

3.3  ÒÓv�+(GH  FY�+·)*+(=>ÒÓv�+µ5� 0.0250.0380.050.0750.10.2 mol·L
−1?@"#QRÒÓv�+(S����HTUçI�+� 0.038 mol·L

−1Ý�������)*+W�&ygÒÓv�+GH0 0.04 mol·L
-1& 

3.4  ÙÚGH EPYX/ÙÚ� 100 r·min
−1 ^ÙÚ� 75 

r·min
−1()*+?@"#ÙÚ� 100 r·min

−1
60 min )*YhkZ[&K\]���(b�^_UçP`GHÙÚ� 100 r·min

−160 minÀ¦& ��������Á���4Øab4(`av&����fª'cdH)fe29ª)v'T)çILÝe2f�µç&���f�ghiß '�Á�jÃÄ&k
�lm^����E�HL¦�)*ß ���Tjn^H¾opnf)*ß '���f)*t;'Tµêqressnt���u�v(wxpnfvújwxy�Vµ�����wx!emz�vR{�=>)*<&Â@A¦�|ö)*}~ÆA¦�0ÇÈÉÊ�Á�`aËÌA���	jæ�Å��
��)*& ���fhiß 'y��uj*����^���ÅT�F�.)�HU��FH��¾dJ¸'��" 2010STUV������)*+./¾dÂH��¾d�Ñ½��(þ
1 mL'½����H	
 0.08�9�[����H	
 1.1�9�^����H	
 0.4�9�)(°2uÒÓv(pH 5.5)�)*t;̧ jæ./�z F���¾d& �ßjæpqW�7d�������)*+,-(ðñ�¼X/Ñ°2uÒÓv(pH 5.5) 

(À 0.04 mol·L
−1°2±)v0Ô°2ÕÖ pH×Ø 5.5) 900 mL�)*t;ÙÚ� 100 r·min

−1
60 minÀ¦&   ��g¦�(º»¼20100202)0E./,-)*+6]'� 2]HUç/����;�z,-)*+� 86%gº¦�;<P�&¦�0k./,-)*+H��¾d�#k/��µ9Y�µ*;<&(��^;<�(��Y����¹��;<& 
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 �����  ��������	
����������	  ���������	
����������� !"#�$%&'()*+,-./������)01�
�  ������	
�������01-.2
5 mg·kg

−1(234�
�  ������	
�������5.6�738.,6�9:� ���������	
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Study on the Depressor Substance Test of Clindamycin Phosphate Injection 

 

LIU Hua(Anhui Institute for Food and Drug Control, Hefei 230051, China) 

 

ABSTRACT: OBJECTIVE  To establish the depressor substance test of Clindamycin Phosphate Injection. METHODS  By 

investigating the regulating action of Clindamycin Phosphate Injection and histamine for the blood pressure in the anesthetic cats, 

the limit values were determined for Clindamycin Phosphate Injection. RESULTS  The most suitable limit of test for depressor 

substances for Clindamycin Phosphate Injection was 5 mg·kg
−1

. CONCLUSION  The setted method for Clindamycin Phosphate 

Injection will be available. 

KEY WORDS: Clindamycin Phosphate Injection; depressor dubstance test 

 L���²2	(clindamycin phosphate)�nó�ß�{��ê(L������mö �;�Úªç�L����3�����9��Ü0 ¹$���	
���M�[1]&k
����[�$&[���+�[��µ�&�� �0
¡¢&��g£[2-3]¤¥(H%¦�,§��¨¥¦�^�©ïÄª«ø¬�^ª[®�¯°u±[ª²³&´Æ�L���²2	õµv^õµ0L���²2	òó¹b����'¶·E(�m�YÄ©�;,-·¹b#·§¸&QR-¹Y©��"[º»�"[¼k�"[½��"¾�´Æ��$©�[º¿(L�;<��-�N,F./�nÀ�Á&�!·L���²2	Ä©�;[ÁÂÃ9Ë#·§

¸f��Ä[.úÅÆÇE,-î&�ÈÉ0�Ä[��;<��klFJ¸'��" 2010STUVÍÎ'Ä©�;,-/·õµ0L���²2	(Ä©�;,-/(Ê§9^Y�9m�ËÌÑrsõµ0L���²2	(Ä©�;,-/& 

1  �� 

1.1  ¥� Í2 ¶2.0~4.0 kgÎÏ
ÐÑÒÓÔ¥�ÕÖ×& 
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