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 خدول انًحزىيبد

 انصفحخ انًحزىي

 3 انًمديخ

 3 انُطبق 

 3 الإخزصبزاد 

 3 انزعسيفبد 

 9-3 انًىضىع انسئيسً 

 3 يًٛضاد انجشَبيذ

 4 انزذٔل انضيُٗ نهتطجٛك 

 5 د انمٛبعٛخ انتٗ ٚشًهٓب انجشَبيذيزًٕػبد انًٕا

 7-6 اٜنٛخ انتُفٛزٚخ

 8 انششٔؽ انؼبيخ ٔالأحكبو 

 9 ؽشق انتٕاطم

 9 انًساخع 

 23-9  انًهحمبدانًسفمبد و
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 انًمديخ -2
ٔانتحذٚج انًغتًش ٜنٛبد انؼًم انشلبثٙ ثًب ٚتًبشٙ  فٗ إؽبس حشص ْٛئخ انذٔاء انًظشٚخ ػهٗ دػى طُبػخ انذٔاء

إحتٛبربد لطبع انذٔاء يٍ انًٕاد انمٛبعٛخ ٚٓذف ثشَبيذ إػتًبد يغ أحذث يؼبٚٛش انزٕدح انؼبنًٛخ ٔانًغبًْخ فٗ تٕفٛش 

ْٛئخ انذٔاء انًظشٚخ نهًٕاد انمٛبعٛخ إنٙ تٕفٛش انٛخ إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نهؼًم انشلبثٙ ثًؼبيم انشلبثخ 

نتبنٙ ٔطٕل دٔاء أيٍ انذٔائٛخ ٔتٕفٛشْب ثشكم يغتًش ثًب ٚؼًٍ عشػخ إعتٛفبء يتطهجبد تحهٛم انؼُٛبد انشلبثٛخ ٔثب

ٔفؼبل نهًشٚغ انًظش٘ فٙ ألظش يذح يًكُخ يغ ػذو إْذاس يٕاسد انششكبد انؼبيهخ ثمطبع انذٔاء ثًظش يٍ 

 انؼًلاد الأرُجٛخ

 انُطبق -0

إػتًبد ْٛئخ انذٔاء انًظشٚخ نهًٕاد انمٛبعٛخ انًطهٕثخ نتحهٛم انؼُٛبد انشلبثٛخ ) يٕاد فؼبنخ ٔشٕائت ( ػهٗ أٌ ٚتى إرشاء 

 ًٛٓب ٔتحهٛهٓب ٔكزنك انتحمك انًغتًش يٍ رٕدتٓب ثًؼبيم ْٛئخ انذٔاء انًظشٚخ ٔانتٙ ٚتى تٕفٛشْب يٍ خلال :تمٛ

 يٕسد٘ انًٕاد انمٛبعٛخ أٔ ٔكلائٓى. -

 انششكبد انؼبيهخ ثًزبل انظُبػبد انظٛذنٛخ انًحهٛخ ٔانؼبنًٛخ . -

 انًؼبيم انخذيٛخ نهزٓبد انحكٕيٛخ ٔانخبطخ.  -

 الاخزصبزاد -3
 لا ٕٚرذ 

 نزعسيفبدا -4

 لا ٕٚرذ 

 انًىضىع انسئيسي -5

 . يًيصاد انجسَبيح5.2

  يُح شٓبدح إػتًبد عبسٚخ نًذح حلاحخ أػٕاو نهًٕاد انمٛبعٛخ -

 .لٛذ انًٕاد انمٛبعٛخ ثمبئًخ انًٕاد انمٛبعٛخ انًؼتًذح  -
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 .  انددول انصيًُ نهزطجيك انًسحه5.0ً

 

 

 

 

 

 

 

 

 

 انُىع انحبنخ انفزسح انصيُيخ انًسحهخ

 إختٛبسٚخ إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نتحهٛم يغتحؼشاد طٛذنٛخ   ثذءا يٍ تطجٛك انجشَبيذ الأوني

 إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نتغزٛم يغتحؼشاد طٛذنٛخ   ثؼذ حلاحخ أشٓش يٍ تطجٛك انجشَبيذ انثبَيخ
 إرجبسٚخ

 ثؼذ عتخ أشٓش يٍ تطجٛك انجشَبيذ انثبنثخ

 انًطهٕثخ نتغزٛم يغتحؼشاد طٛذنٛخ إػتًبد انًٕاد انمٛبعٛخ 

  إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نتحهٛم يغتحؼشاد طٛذنٛخ يغزهخ

 إرجبسٚخ )حبطهخ ػهٗ يٕافمخ يتغٛشاد(

 ثؼذ تغؼخ أشٓش يٍ تطجٛك انجشَبيذ انساثعخ

 إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نتغزٛم يغتحؼشاد طٛذنٛخ 

 نتحهٛم يغتحؼشاد طٛذنٛخ يغزهخ  إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ

 )حبطهخ ػهٗ يٕافمخ يتغٛشاد(

  إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نتحهٛم يغتحؼشاد طٛذنٛخ يغزهخ

 ) عحت ػشٕائٙ (

 إػتًبد انًٕاد انمٛبعٛخ انًطهٕثخ نتحهٛم انخبيبد انذٔائٛخ 

 إرجبسٚخ



 
 

5  
 

 دنيم ثسَبيح إعزًبد هيئخ اندواء انًصسيخ نهًىاد انميبسيخػُٕاٌ انذنٛم انتُظًٛٙ 

 EDREX:GL.CADC.003 انكٕد
 1/2021سلى الإطذاس/ انغُخ 

ٗ
ظًٛ

م تُ
 دنٛ

 . يدًىعبد انًىاد انميبسيخ انزً يشًههب انجسَبيح5.3

 ٚتى تطجٛك اٜنٛخ ؽجمبً نهزذٔل انضيُٙ انًشحهٙ ػهٗ انًٕاد انمٛبعٛخ انًمذيخ نلإػتًبد ٔانتٗ تُمغى انٗ انًزًٕػبد انتبنٛخ : -

 

تشًم انًزًٕػخ الأنٙ انًٕاد انمٛبعٛخ انذعتٕسٚخ, انًٕاد انمٛبعٛخ انًؼتًذح يٍ انًؼبْذ انٕؽُٛخ نهمٛبط   انًدًىعخ الأونً

 ًؼتشف ثٓب دٔنٛبأانزٓبد ٔانًُظًبد ان

 Pharmacopoeia Reference standards, International recognized national 

metrological institutes or agencies 

  لا تخؼغ انًٕاد انمٛبعٛخ انتبثؼخ نٓزِ انًزًٕػخ لا٘ ارشاء تمٛٛى أتحمك ٔلا تذسد فٙ لبئًخ انًٕاد انمٛبعٛخ

 انًؼتًذح.

 يىاد ليبسيخ يعزًدح   انًدًىعخ انثبَيخ

يشارؼخ انًغتُذاد انًشفمخ  ٔٚتى إػتًبد ْزح انًزًٕػخ ػٍ ؽشٚك  ISO 17034يٍ رٓخ حبطهخ ػهٙ    

 ٔارشاء انتحمك اٌ نضو الايش.

 يىاد ليبسيخ يعزًدح  

يشارؼخ انًغتُذاد   ٔٚتى إػتًبد ْزح انًزًٕػخ ػٍ ؽشٚك  ISO 17034يٍ رٓخ يغتٕفٛخ نًتطهجبد    

 انًشفمخ ٔارشاء انتحمك.

 Working / Secondary Reference Standardيٕاد لٛبعٛخ يٍ يظبدس اخشٖ       انًدًىعخ انثبنثخ 

  ٚتى ارشاء الاختجبساد انخبطخ ثبلاػتًبد ٔانتحمك نٓزِ انًزًٕػخ 
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  5.4. الآنيخ انزُفيريخ

 اخساءاد يب لجم الإعزًبد. 5.4.2
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 اخساءاد يب ثعد الإعزًبد. 5.4.0

 

 

 

 

 

 

 

 الإخساء 

 إزسبل ثسيد انيكزسوَي ثطهت انحصىل عهً الإعزًبد

 إزسبل ًَىذج انزمديى إنكزسوَيب 

  سداد يمبثم خديخ طهت رمييى وإعزًبد يبدح ليبسيخ
 إسزيفبء وإزسبل ًَىذج انزمديى إنكزسوَيب

(2يهحك )إزسبل انًسزُداد انًطهىثخ إنكزسوَيب   

دزاسخ ويساخعخ انًسزُداد وانسد عهً يمدو انطهت 

ورحديد انكًيخ انًطهىة إزسبنهب يٍ كم يبدح و أي 

يزطهجبد رحهيم إٌ نصو الأيسيع رحديد يمبثم خديخ رحهيم 

 (عشس ايبو)يبدح ليبسيخ رحذ الإعزًبد 

سداد يمبثم خديخ رحهيم يبدح ليبسيخ رحذ الاعزًبد 

يسفمب ثهب انًىاد انميبسيخ يٍ ( 0يهحك )ورسهيى انعيُبد 

انًدًىعخ الاوني وأي يزطهجبد رحهيم إٌ نصو الأيس 

 ( 3يهحك )وانًسزُداد انىزليخ انًطهىثخ 

 خلال خًسخ أيبو

إصداز شهبدح الإعزًبد وانميد ثمبئًخ انًىاد انميبسيخ 
انًعزًدح وإصداز خدولا يسفمب ثه أسًبء انًىاد انزي رى 

 إعزًبدهب 

 ايبو عًم نكم يبدح 5انزحهيم في فزسح لا رزدبوش 

 اندهخ

 يمذو انطهت

 الاداسح انًشكضٚخ نهشلبثخ انذٔائٛخ

 يمدو انطهت

 الاداسح انًشكضٚخ نهشلبثخ انذٔائٛخ

 مقدم الطلب

 الادازح انًسكصيخ نهسلبثخ اندوائيخ

 يؼبيم ْٛئخ انذٔاء انًظشٚخ
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 الإعزًبد ثعد. اخساءاد يب5.4.2
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  ٚتى انتحمك يٍ انًٕاد انمٛبعٛخ انتبثؼخ نهًزًٕػخ انخبَٛخ ػٍ ؽشٚك يشارؼخ انًشفمبد ٔانتحهٛم اٌ نضو الايش -

انمٛبعٛخ انتبثؼخ نهًزًٕػخ انخبنخخ ػُذ تغهٛى كم ػُٛخ نهتحهٛم انشلبثٙ أ يشح كم ػبو ٚتى ارشاء اختجبس انتحمك  نهًٕاد  -

 أًٚٓب ألشة.

 مادة قياسية معتمدة

 ارشاء اختجبس انتحمك

 عدم مطابقة

رفض العينة الواردة مع 
امكانية تقديم عينة من تشغيلة 

 اخري

 اجراء اختبار التحقق 

 عدم مطابق

ايقاف اعتماد المادة من هذا 
المورد وحذفها من قائمة المواد 

 القياسية المعتمدة

 مطابق

 استمرار الاعتماد

 مطابقة

 استمرار الاعتماد



 
 

8  
 

 دنيم ثسَبيح إعزًبد هيئخ اندواء انًصسيخ نهًىاد انميبسيخػُٕاٌ انذنٛم انتُظًٛٙ 

 EDREX:GL.CADC.003 انكٕد
 1/2021سلى الإطذاس/ انغُخ 

ٗ
ظًٛ

م تُ
 دنٛ

 5.5. انشسوط انعبيخ والأحكبو

 تهتضو انششكخ ثبنمٕاػذ انتُظًٛٛخ ٔانؼٕاثؾ انفُٛخ انتٙ تظذسْب انٓٛئخ.   .1

انشلبثٗ ٚتى اسربع انؼُٛبد انتٙ تى انتأكذ يٍ يطبثمتٓب نًمذو ؽهت اختجبس ػُذ تغهٛى ػُٛخ لإرشاء إختجبس انتحمك لإعتخذايٓب ثغشع انتحهٛم  .2

 نٛتى تغهًٛٓب نهًؼًم انًختض ثبنتحهٛم انشلبثٗ يغ انًغتحؼش انُٓبئٙ. (EDAانتحمك يهظك ػهٛٓب شؼبس )

انؼُٛبد ٔيتطهجبد انتحهٛم ٚؼتجش انطهت كأٌ نى  فٗ حبل ػذو إنتضاو انششكخ ثبنًذح انضيُٛخ انًحذدح ثبٜنٛخ انتُفٛزٚخ نغذاد يمبثم انخذيخ ٔنتغهٛى .3

ذ ٚكٍ , ٔٚحك نهششكخ انتمذو ثإنتًبط نشئٛظ الإداسح انًشكضٚخ نهشلبثخ انذٔائٛخ نًُح يٓهخ إػبفٛخ ٔفٗ حبل انشفغ تتمذو انششكخ ثطهت رذٚ

 حبل انشغجّ فٗ انحظٕل ػهٗ الإػتًبد.

ائٛخ فٕس حذٔث أٖ تؼذٚلاد فٗ انًغتُذاد انًمذيخ ٔتمٕو نزُخ الإػتًبد ثبنشد فٗ خلال تهتضو انششكخ ثإخطبس الإداسح انًشكضٚخ نهشلبثخ انذٔ .4

 يذح صيُٛخ لا تتزبٔص ػششح أٚبو ثبنمجٕل أٔ تؼهٛك الإػتًبد نحٍٛ اعتكًبل انتؼذٚلاد.

انًطهٕة إػتًبدْب يغ عذاد فٙ حبل سفغ ؽهت الإػتًبد ٚكٌٕ يٍ حك انششكخ إػبدح انتمذو ثطهت رذٚذ ثؼذ تغٛٛش يظذس انًبدح انمٛبعٛخ  .5

 انشعٕو انًمشسح.

 فٗ حبل سغجخ انششكخ ثتزذٚذ الإػتًبد ٚتى تمذٚى انطهت خلال فتشح صيُٛخ لا تمم ػٍ حلاحخ أشٓش يٍ تبسٚخ انتزذٚذ.  .6

 ٚهتضو يمذو انطهت ثتٕفٛش أ٘ يتطهجبد نهتحهٛم إٌ نضو الأيش. .7

ػُٛٙ أٔ افتشاػٙ إٌ نضو الأيش يغ إنتضاو يمذو انطهت ثتٕفٛش كبفخ يتطهجبد انتمٛٛى ٚزٕص نلإداسح انًشكضٚخ نهشلبثخ انذٔائٛخ إرشاء تمٛٛى  .8

 الإفتشاػٙ.

 إختجبساد انتحمك ػشٕائٛب نهًٕاد انًؼتًذح يٍ ْٛئخ انذٔاء انًظشٚخ. إرشاءٚتى  .9

 ٕ٘ نهششكخ يمذيخ انطهت.لأحذ ششكبد الأدٔٚخ لا ٚحك إعتخذايٓب ع  (secondary standard)فٙ حبنخ إػتًبد يبدح لٛبعٛخ يؼبٚشح  .10

 أحُبء فتشح عشٚبٌ انمٛذ ٚتى إٚمبف إػتًبد انًبدح  (secondary standard) فٙ حبل ػذو يطبثمخ انتحمك يٍ ػُٛخ نًبدح يؼبٚشح .11
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 5.6. طسق انزىاصم انسسًيخ

 الايًيم انسسًي نجسَبيح اعزًبد انًىاد انميبسيخ -

dc.crmlabaccredit@edaegypt.gov.eg  

 :انسواثط الانكزسوَيخ نجسَبيح الاعزًبد -

-  Appointment حدص يىعد سداد يمبثم طهت انحصىل عهً الاعزًبد  

https://form.jotform.com/212552933971056 

- Appointment  حدص يىعد نسداد زسىو رحهيم + رسهيى يزطهجبد رحهيم 

https://form.jotform.com/212553322378050  

- Annex 1 Submission 

https://forms.office.com/r/VSkb5CLpqS  

 

 انًساخع:  -6
1- ISO 17034: 2016 E “General requirements for the competence of reference material 

producers” 

2- Handling and Use of Non-Compendial Reference Standards in the OMCL Network 

PA/PH/OMCL (11) 204 R9. 

3- https://www.sigmaaldrich.com/EG/en/technical-documents/technical-article/analytical-

chemistry/calibration-qualification-and-validation/how-to-choose-the-correct-reference-

material-quality-grade. 

4- United states pharmacopeia USP <11> 

 

 

 

 انًسفمبد/انًهحمبد:  -7

 انًسفمبد :لا يىخد .2.2

 انًهحمبد : .2.0

 انًغتُذاد انًطهٕة إسعبنٓب إنكتشَٔٛب:  1يهحك  .1.2.1

 يتطهجبد انؼُٛبد : 2يهحك  .1.2.2

 : انًغتُذاد انًطهٕة تغهًٛٓب ٔسلٛب 3يهحك  .1.2.3

mailto:dc.crmlabaccredit@edaegypt.gov.eg
mailto:dc.crmlabaccredit@edaegypt.gov.eg
https://form.jotform.com/212552933971056
https://form.jotform.com/212552933971056
https://form.jotform.com/212553322378050
https://form.jotform.com/212553322378050
https://forms.office.com/r/VSkb5CLpqS
https://forms.office.com/r/VSkb5CLpqS
https://www.sigmaaldrich.com/EG/en/technical-documents/technical-article/analytical-chemistry/calibration-qualification-and-validation/how-to-choose-the-correct-reference-material-quality-grade
https://www.sigmaaldrich.com/EG/en/technical-documents/technical-article/analytical-chemistry/calibration-qualification-and-validation/how-to-choose-the-correct-reference-material-quality-grade
https://www.sigmaaldrich.com/EG/en/technical-documents/technical-article/analytical-chemistry/calibration-qualification-and-validation/how-to-choose-the-correct-reference-material-quality-grade
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  Assessment checklist for the reference materials producers (RMP): 4يهحك  .1.2.4

 2يهحك 

 انًسزُداد انًطهىثخ نهًدًىعخ انثبَيخ

 طٕسح يٍ شٓبدحISO 17034:2016   يشفمب ثٓب انًذٖ انخبص ثبلإػتًبد أٔ طٕسح يٍ  يٕاطفخ يكبفئخ نمISO 

17034  

 .يبٚفٛذ انتًخٛم انمبََٕٙ فٙ حبل انتؼبيم يغ انٕكلاء انشعًٍٛٛ نهششكبد انؼبنًٛخ أٔ يٕسد٘ انًٕاد انمٛبعٛخ 

  ؽجمب نمشٓبداد  أٔ تمبسٚش انتحهٛم شبيهخ  انجٛبَبد انًطهٕثخISO guide 31 : 

- Title of the Document 

- Unique identifier of the RM  

- Name and Description of the RM 

- Name and Contact Details of the RM Producer 

- Intended Use 

- Minimum Sample Size/Homogeneity 

- Period of Validity 

- Storage and Handling Information 

- Document Version and Page Numbers 

- Property of interest, property value and associated uncertainty) CRM) 

- Measurement Methods. 

- Meteorological traceability 

-  Name and function of the RM producer‟s approving officer. 

 Safety material data sheet 

  انثبنثخ انًسزُداد انًطهىثخ نهًدًىعخ 
 Certificate of Analysis (CoA) includes: 

- Standard name 

- Unique identifier (batch no, code no etc..) 

- Reference monographs. 

- Retest date /Expiry date 

- Results of all required tests according to the reference monographs.  

- Storage conditions. 

- Instructions of use when necessary 

- Intended use when necessary 

- Name and function of approving officer. 

- Date of certification 
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- Safety data sheet. 

 

  ثبلإضبفخ نهًسزُداد انسبثمخ يزى رمديى :  في حبل انًىاد انميبسيخ انزي نيس نهب يسخعيخ دسزىزيخ

 Testing Monographs  

 Validation studies for methods described in the relevant testing monographs. 

 Evidence of characterization of submitted standards (e.g. IR, UV spectra, LC/MS etc…). 

 0يهحك 

 أعداد  انعيُبد 
 (Certification)  :الأعداد لإخساء الإعزًبد  -

o ٍػجٕح 12انششكخ يمذيخ انطهت أ انًٕسد : تشعم  ػُذ اػتًبد يبدح لٛبعٛخ ي 

o  ػجٕح  12ػُذ اػتًبد يبدح انشٕائت : تشعم ػذد 

 : ) Verificationالأعداد لإخساء انزحمك ) -

o   ػُذ إرشاء انتحمك نهًبدح انمٛبعٛخ انًؼبٚشح- standardized  -  ػجٕاد  12يٍ انششكخ يمذيخ انطهت : تشعم 

o  ػُذ إرشاء انتحمك نهًبدح انمٛبعٛخ انًؼبٚشح أانخبَٕٚخ– working standard - reference standard-  

 ػجٕح 2يٍ انًٕسد : تشعم  

o  ػجٕح  12ػُذ إرشاء انتحمك نًبدح انشٕائت : تشعم 

   label ): ثيبَبد يهصك انزعسيف عهي انعجىح  )
- Standard name. 

- Name of manufacturer. 

- Identification code i.e. Batch no., Lot no. 

- Expiry/Retest date 

- Potency (if applicable) 

- Water content 

- Storage condition 

- Weight 

- Safety instructions 

 (sealing) شسوط غهك انعجىاد نهًىاد انميبسيخ وانشىائت  
ٚزت اسعبل انًٕاد ثؼجٕاد تُبعت ظشٔف تخضٍٚ انًبدح يغ ػشٔسح أٌ تكٌٕ انؼجٕاد يحكًخ انغهك ثغطبء ُٚبعت  -

 نًٕاطفبد كم يبدح. 
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 3يهحك 

  
 أطم ًَٕرد انتمذٚى يٕلؼب يٍ انًًخم انمبََٕٗ أٔ انًفٕع -

 أطم خطبة انتفٕٚغ -

 أطم إٚظبلاد عذاد يمبثم انخذيخ -

 

4 يهحك   

Assessment checklist for the reference materials producers (RMP) 
 

Requirement Yes /No 

1-Contractual requirements 

Is any request, tender or contract verbal or written; concerning the production of an RM 

reviewed, following documented policies and procedures established by the RMP? 

 

Do these policies and procedure ensure the requirements for RMs and their production 

are adequately defined, documented and understood?  

 

Do these policies ensure that the RMP has the capability and resources to meet the 

requirements? 

 

Does the review include any work that needs to be subcontracted by the RMP?  

Does the RMP maintain records of these reviews, including any changes, records of 

pertinent discussions with the customer relating to the customer‟s requirements, and 

subcontracted work? 

 

2-Impartiality  

Is the RMP structured and managed so as to safeguard impartiality? 

 

Does the lab have arrangements to ensure that its management and personnel are free 

from any undue internal and external commercial, financial and other pressures and 

influences that may adversely affect the quality of their work? 

 

Does the lab identify risks to its impartiality on an on-going basis, which shall include 

those risks that arise from its activities, or from its relationships, or from the relationships 

of its personnel? 

 

Does the lab have the ability to demonstrate, if a risk to impartiality is identified, and 

how it eliminates or minimizes such risk? 

 

Does the lab have top management commitment to impartiality?  

3- Confidentiality   
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Is the RMP responsible for and does it treats in an appropriate manner all information 

obtained, including confidential information unless this information is placed in the 

public domain or agreed to its disclosure to others or required by law? 

In case the confidential information is required to be disclosed is the individual or the 

body concerned notified unless prohibited by the law? 

 

4- Structural requirements 

- Is the RMP a legal entity, or a defined part of a legal entity, that can be held responsible 

for all its activities related to the production of RMs and does it have a description of its 

legal status? 

- Does the RMP define its organizational and management structure of, its place in any 

parent organization and the relations between management, technical operations, support 

services and subcontractors using organization charts?  

c) Does the RMP define the parts of the organization covered by the management system 

for the production of RM s? 

 d) Does the RMP specify the responsibility, authority and interrelationships of all 

personnel who manage perform or verify work affecting the quality of RMs produced? 

e) Does the RMP have managerial personnel, supported by technical personnel, with the 

authority and resources needed to discharge their duties and to identify the occurrence of 

departures from the management system or the procedures for the production of RMs and 

to initiate actions to prevent or minimize such departures? 

d) Does the RMP have technical management with overall responsibility for the technical 

operations and the provision of the resources needed to ensure the required quality of 

each operation which forms part of the RM production? 

e) Does the RMP appoint personnel that have defined responsibility and authority for 

ensuring that the requirements for the competence of the lab to produce RMs are met and 

have direct access to the highest level of management at which decisions are taken on 

RM production policy or resources? 

- Does the RMP management ensure communication internal and external to ensure the 

effectiveness of the management system and that meeting the customer and other 

requirements are well communicated? 

 

5-Resources requirements 

5 .1 Personnel  

-Does the RMP ensure that all personnel involved in RM production are supervised and 

competent and that they work in accordance with the RMP‟s management system? 

-Do personnel, including subcontractors, personnel of external bodies, or other 

individuals acting on the RMP‟s behalf; comply with the policies and procedures for 

management of confidential information that are set by the RMP? 
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-does the RMP shall ensure the competence of all personnel, including technical 

management personnel, operating under its management system who undertakes 

activities relating to the production of each particular type of RM.  

 

-are there sufficient personnel having the necessary education, training, technical 

knowledge and experience for their assigned functions? 

-Does the RMP have procedures for identifying training needs and providing training of 

personnel?  

Is there a training program in place that is relevant to the present and anticipated tasks of 

the RMP? 

 Does The RMP maintain records of job descriptions for its personnel involved in RM 

production activities? 

Does the RMP authorize competent personnel to perform particular activities relating to 

RM production where records of these authorizations, competence, educational and 

professional qualifications of those personnel shall be kept and provide the evidence of 

adequate training and competence and include the date on which the authorization and/or 

competence has been confirmed? 

5.2. Subcontracting  

- Does the RMP have procedures to ensure: 

a) The subcontractors‟ experience and technical competence are sufficient for their 

assigned tasks? 

b) Selection of subcontractors on the base is of their ability to meet the requirements 

stipulated by the RMP? 

c) Assessment that all tasks performed by subcontractors comply with the requirements 

set by the RMP? 

- Has the RMP ensured not to subcontract:  

 The production planning? 

 The selection of subcontractors? 

 The assignment of property values and their uncertainties? 

 The authorization of property values and their uncertainties? 

 The authorization of RM documents? 

-Does the RMP establish and maintain the evidence of the subcontractor‟s competence, 

including records of evaluations and any audits made or supervision of the operations 

carried out by the subcontractor to ensure their capabilities of performing the 

subcontracted tasks? 

- Does the RMP have personnel operating under its management system having sufficient 

knowledge of the subcontractor‟s task to evaluate the subcontractor‟s activity? 
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5.3. Provision of equipment, services and supplies 

- does the RMP have procedures in place for the selection of equipment, services and 

supplies that affect the quality of the RMs produced?  

-does the RMP use only equipment, services and supplies that comply with specified 

requirements to ensure the quality of the RMs it produces? 

 

- Does the RMP ensure that equipment and consumable materials are not used until they 

have been inspected, calibrated or otherwise verified as complying with the 

specifications or requirements defined for the RM production activities? 

- Does the RMP maintain records of purchases of equipment, services and supplies, 

including records of the selection criteria used confirmation of acceptance? 

 

5.4. Facilities and environmental conditions  

Does the RMP ensure that all laboratory facilities, calibration and testing areas (if 

applicable), material handling, storage, processing and packaging areas, energy sources, 

lighting, humidity, temperature, pressure and ventilation are suitable for performing the 

required activities? 

-Are environmental conditions in which the RM production activities are undertaken 

monitored controlled and recorded when the environmental conditions could have an 

adverse effect on the RM? 

- Are all RM processing and calibration and testing areas, protected, where appropriate, 

from other environmental factors such as incompatible activities? 

 - Is access to and use of areas controlled as appropriate? 

 

6-Technical and production requirements 

6.1. Production planning 

Does the RMP identify and plan those processes that directly affect the quality of RM 

production, and is this production plan documented and does it address: 

a) Material l selection including, where appropriate, sampling?  

b) Verification of the identity of the material? 

c) Maintaining suitable environments for all aspects of production?  

d) Material processing? 

e) Choice of measurement procedures? 

f) Validation of measurement procedures? 

g) Verification and calibration of measuring equipment? 

h) Specification of acceptance criteria for, and assessment of, homogeneity, including 

sampling? 

i) Specification of acceptance criteria for, and assessment and monitoring of, stability 

including sampling? 
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j) Designing and organizing appropriate characterization, including sampling? 

k) Assessing commutability (where appropriate)? 

l) Assigning property values? 

m) Establishing uncertainty budgets and estimating uncertainties of certified value(s) n) 

defining acceptance criteria for measurand levels and their uncertainties? 

o) Establishing metrological traceability of measurement result(s) and certified value(s)? 

p) Issuing RM documents?  

q) Ensuring adequate storage facilities and conditions? 

r) Ensuring appropriate label ling and packaging of the RM s? 

s) Ensuring appropriate transport arrangements? 

t) Ensuring post-production stability monitoring? 

6.3. Production control  

Does the RMP verify that the production plan has been implemented as specified? 

Are deviations from the plan documented and approved? 

 

6 .4 Material handling and storage  

- Does the RMP identify, preserve and separate candidate RMs and RMs from 

chemicals and other samples, from the time of processing through to their distribution? 

- Does the RMP ensure adequate packaging of all RMs and provide secure storage 

areas /stock rooms which prevent damage or deterioration of any item or material 

between characterization and distribution? 

Is the condition of all RMs monitored at appropriate intervals throughout the storage 

period, in order to detect possible deterioration? 

 Does the RMP control packaging and labeling processes to the extent necessary to 

ensure conformity with safety and transport requirements? 

- Does the RMP take measures to ensure that the integrity of each individual RM unit is 

maintained until the point when first used? 

 

6 .5 Material processing  

Does the RMP establish procedures to ensure that the material has undergone adequate 

processing for its intended use and address: 

a) Qualitative analysis for verification of material type and/or identity? 

b) Synthesis, purification, incubation, and transformation into the final form? 

c) Homogenization? 

d) proper handling  

e) Measurements for control of material processing? 

f) Pre -treatment, cleaning or sterilization of processing equipment and sample 

containers? 

g) Stabilization of material? 
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 h) Packaging of the material? 

i) Safety precautions? 

 Is equipment used in material processing operated in accordance with documented 

procedures? 

 

6.6 Measurement procedures 

Are testing and calibration activities consistent with the required accuracy of the property 

values of the RM, and with any standard specifications relevant to the measurement 

concerned? 

 

6.7 Measurement equipment  

-Does the RMP have a procedure for handling, transport, storage, use and planned 

maintenance of equipment in order to ensure proper functioning and to prevent 

contamination or deterioration? 

- Does the laboratory verify that equipment conforms to specified requirements before 

being placed or returned into service? 

- Is the equipment used for measurement capable of achieving the measurement accuracy 

and/or measurement uncertainty required to provide a valid result? 

1 - Is the measuring equipment calibrated when? 

The measurement accuracy or measurement uncertainty affects the validity of the 

reported results, and/or calibration of the equipment is required to establish the 

metrological traceability of the reported results? 

-does the laboratory establish a calibration program? 

-Is the calibration program reviewed and adjusted as necessary in order to maintain 

confidence in the status of calibration? 

- Is all equipment labeled for their calibration status? 

- Are equipment that are out of use shall be isolated and clearly labeled to be out of 

service until return to service and verified for proper use. 

-Are intermediate checks shall be carried out according to a procedure when necessary? 

2 Are records retained for equipment which can influence laboratory activities? 

 

6.8 Data integrity and evaluation 

Does the RMP ensure that: 

 a) Computer software developed software is validated and shown to be adequate for use? 

b) Procedures are established and implemented for protecting the integrity of data? 

c) Equipment and software are maintained to ensure proper functioning and are provided 

with the environmental and operating conditions necessary to maintain data integrity? 

d) Appropriate procedures are established and implemented for the prevention of 

unauthorized access and changes to records, including computer records? 
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 Are statistical procedures used verified for their appropriate application? 

 

 

 

6 .9 Metrological traceability of certified values  

-When producing CRMs, Is the metrological traceability of the certified values 

established by means of a documented unbroken chain of calibrations, each contributing 

to the measurement uncertainty, linking them to an appropriate reference? 

When metrological traceability to the SI units is not technically possible, ---Does the 

laboratory demonstrate metrological traceability to an appropriate reference? 

- Is the evidence of meteorological traceability established when secondary parameters 

that have a significant influence on the certified value or its uncertainty? 

 

6 .10 Assessment of homogeneity 

-Does the RMP carry out an assessment of the homogeneity of any candidate RM in its 

final packaged form to ensure its fitness for purpose? 

-When the material is produced in multiple batches, is the equivalence of the batches 

demonstrated or the homogeneity of each batch evaluated separately? 

-Are validated measurement procedures selected so that the precision and selectivity are 

fit for the purpose required? 

- For certified values, is homogeneity quantified as an uncertainty contribution to the 

certified value or shall be shown to be a negligible contribution to the uncertainty of the 

certified value? 

 

6.11. Assessment and monitoring of stability  

Does The RMP: 

a) Assess, by experimentation, if necessary, the stability of all relevant properties of an 

RM under proposed storage conditions and choose pre -treatment, packaging and storage 

conditions in accordance with the results of the assessment? 

 b) Assess, by experimentation, if necessary, the stability of all relevant properties of an 

RM under proposed conditions of transport, and choose transport conditions to maintain 

stability during transport? 

c) Establish any necessary advice on storage and use of the material to maintain stability 

at the user„s premises? 

d) Select a scheme for monitoring the stability of materials held in long term storage that 

permits prompt detection of change, taking into account the possible rate of change? 
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6.12. Characterization 

Where the RMP assigns property values, is there characterization of the RM? 

 

Does the RMP clearly define whether a quantitative or a qualitative property will be 

characterized? 

 

Does the RMP select a characterization strategy appropriate for the intended use of the 

RM? 

 

Does the RMP specify the characterization study so that the properties of interest are 

each characterized with appropriate traceability and sufficient reliability? 

 

Does the lab document a measurement plan that clearly describes the tasks to be 

performed and communicate this to all personnel responsible for measurements used in 

characterization? 

 

Does the lab perform technical evaluation of characterization data and documents to 

ensure? 

- The implementation of the measurement plan  

- Evaluation of the impact of any deviation if present on the characterization data. 

 

6.13. Assignment of property values and their uncertainties 

Does the RMP use documented procedures for the assignment of property values? 

 

Do these procedures include, as appropriate? 

a) Details of statistical techniques and policies on treatment and investigation of 

anomalous results, including outliers? 

b)) The approach used to assign uncertainties to the property values? 

c) Any other significant factors that may affect the assignment of property values? 

 

Does the RMP take due account of technical information on test methods and equipment, 

including reported uncertainty information, and of any evidence of laboratory 

performance when assigning the property values of interest? 

 

For Certified Reference Materials “CRM”, does the RMP identify the uncertainty 

contributions to be included in the assigned uncertainty and considers at minimum 

uncertainty contributions of each of the following: 

a) Characterization, including any difference between multiple procedures used for 

characterization? 

b) between-unit and within-unit in homogeneity? 

c) Changes of property values during storage? 

d) Changes of property values during transport? 

 

6.14.RM documents and Labels  

Does the RMP issue and make available an RM certificate for CRMs and product 
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information sheet for other RMs? 

Does the content of RM certificates and product information sheets include the 

following? 

a) Title of the document? 

b) Unique identifier of the RM? 

c) The name of the RM? 

d) Name and contact details of the RMP? 

e) Intended use? 

f) Sample size (whenever applicable)? 

g) Period of validity? 

h) Storage information? 

i) Instructions for handling and use that are sufficient to ensure the integrity of the 

material? 

j) Page number and the total number of pages? 

k) Document version? 

l) Information on commutability of the material (where appropriate)? 

And the following additional information 

a) Description of the CRM? 

b) Property of interest, property value and associated uncertainty? 

c) Measurement procedure for operationally defined measurands? 

d) Metrological traceability of the certified values? 

e) Name and function of RMP‟s approving officer? 

Is the RM label securely attached to the product container of an individual RM unit, and 

designed to remain legible and intact under the defined storage and handling conditions 

within the lifetime of the RM? 

 

Does the label identify the material, all information necessary to enable the material to be 

uniquely distinguished and referenced where appropriate, to its product information sheet 

or RM certificate? 

 

Where the physical size of the RM unit limits the amount of information that can be 

contained on the label, is the information included elsewhere (e.g., in an RM document)? 

Is a unique identifier given? 

 

6.15. Distribution services 

Does the RMP determine the conditions of shipment and ensure that appropriate 

documentation is provided to allow customs clearance? 

 

Does the RMP maintain up-to-date records of all RM sales and distribution?  

Does the RMP offer to users‟ reasonable guidance and technical support related to the 

RMs it produces? 
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Does the RMP employ best efforts to notify users of any change to the property value or 

uncertainty for any RM within the validity period of the RM certificate or product 

information sheet? 

 

Where RMs is subject to resale through a distributor with whom the RMP has a 

contractual relationship, does the RMP pass on to the authorized distributor all necessary 

information to ensure that an effective post-distribution service is maintained? 

 

6.16. Control of quality and technical records 

Does the RMP establish and maintain procedures for identification, collection, indexing, 

access, storage, maintenance and disposal of quality and technical records? 

 

Does the RMP ensure that it has recorded such information that might be needed in a 

future dispute situation? 

 

Are all records legible and stored and retained in such a way that they are readily 

retrievable and in facilities that provide a suitable environment to prevent damage, 

deterioration or loss?  

 

Do all records have retention time of records been established in accordance with 

customer or other relevant requirements, and documented? 

 

When mistakes occur in records, is each mistake be crossed out, not erased, made 

illegible or deleted, and the correct information entered alongside 

 

Are all such alterations to records signed or initialed, and dated by the person making the 

correction?  

In the case of records stored electronically, has equivalent measures been taken to avoid 

the loss or change of original information? 

 

Are all records held securely and, where appropriate, in confidence?  

Does the RMP have procedures to protect electronically held data at all times and to 

prevent unauthorized access to, or amendment of, such data? 

 

Does the RMP arrange for all individual measurement observations, 

appropriate calculations and derived data, calibration records and preparation reports to 

be retained for a defined period beyond which it is no longer probable that they will be 

referred to, taking into account the period for which the RM remains valid? 

 

Have the results of each calibration or measurement (or series of either) carried out by 

the RMP or by a subcontractor reported in accordance with ISO/IEC 17025? 

 

6.17. Management of non-conforming work 

Does the RMP have procedures that are implemented when it establishes that any aspect 

of its production activities does not conform to its own specified production procedures 

or the agreed requirements of the customer? 

 

Do the procedures ensure that?  
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a) Responsibilities and authorities for the management of nonconforming work are 

designated? 

b) The actions to be taken when any non-conforming work and/or RMs are identified 

including root cause analysis and a system that ensures that they are effectively 

implemented? 

c) An evaluation of the significance of the non-conforming work is made and 

identification and implementation of correction and corrective action? 

 

d) Where necessary, work is halted and, if appropriate, issue of the affected RM and its 

certificates and other appropriate documentation is withheld? 

e) Remedial actions such as customer notifications are taken within a defined time-

frame? 

f) Where necessary, best efforts are employed to notify the users of the possible effects, 

within an appropriate period and, where necessary, non-conforming RMs and/or their 

certificates and other appropriate documentation already distributed, are recalled? 

g) The responsibility for authorization of the resumption of work is defined? 

h) Where necessary, an internal audit is conducted to verify the closure and effectiveness 

of the corrective actions taken? 

 

Is the decision on recall of RMs taken in a timely manner to limit the use of 

nonconforming RMs? 

 

6.18. Complaints       

Does the RMP have a documented process to receive, evaluate and make decisions on 

complaints? 

 

Is a description of the handling process for complaints available to any interested party 

on request? 

 

Upon receipt of a complaint, does the RMP confirm whether the complaint relates to 

conformity assessment activities that it is responsible for and, if so, shall deal with it? 

 

Is the RMP responsible for all decisions at all levels of the handling process for 

complaints? 

 

Are investigation and decision on complaints not result in any discriminatory actions? 

Does the process for handling complaints include at least the following elements and 

methods? 

a) A description of the process for receiving, validating, investigating the complaint, and 

deciding what actions are to be taken in response to it? 

b) Tracking and recording complaints, including actions undertaken to resolve them? 

c) Ensuring that any appropriate action is taken?                                                             

 

Is the RMP receiving the complaint responsible for gathering and verifying all necessary  
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information to validate the complaint? 

Whenever possible, does the RMP acknowledge receipt of the complaint, and provide the 

complainant with progress reports and the outcome? 

 

Is the decision to be communicated to the complainant made by, or reviewed and 

approved by, individual(s) not involved in the original RM activities in question? 

 

Whenever possible, does the RMP give formal notice of the end of the complaint 

handling process to the complainant? 

 

 

 

 

7.Management system requirements 

Does the RMP define and document its scope of and address the following: 

 Quality policy? 

 General management system documentation  

 control of management system documents  

 Control of records? 

 Management review? 

 Internal audit? 

 Actions to address risks and opportunities? 

 Corrective actions? 

 Improvement? 

 Feedback from customers? 

 

 


