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 انًمذيت -1

ثشزكبد الأدٔٚخ ٔذنك يٍ خلال يُؼ  انزقبثٗ ثًعبيم يزاقجخ انغٕدحء ٔالأداء اندٔاثًظزٕٖ صُبعخ ء ٚٓدف انجزَبيظ انٙ الإررقب

انًصزٚخ شٓبدح إعزًبد يعبيم يزاقجخانغٕدح ثًصبَع شزكبد الأدٔٚخ ٔذنك نجعط انًظزؾعزاد انصٛدنٛخ انجشزٚخ ء ْٛئخ اندٔا

 انًصزٚخء نهًعبٚٛز انزٗ رععٓب ْٛئخ اندٔا غجقب

 اننطبق -2

  .ثبنظؾت انعشٕائٗانزشغٛلاد انخبصخ  -

   . انزشغٛلاد الإَزبعٛخ انضبَٛخ ٔانضبنضخ -

 انزشغٛلاد انؾبصهخ عهٗ يٕافقخ إظبفخ أٔ رغٛٛز يٕرد أٔ َقم رصُٛع -

 لإٚعد :الاختصبراث -3

 لا ٕٚعد:انتؼريفبث -4

 :انًىضىع انرئيسي -5

 يًيساث انبرنبيح 5.1

ثكم يزح ٚزى ثٓب ٔالإطزٛفبء  فؾص يهف انًظزؾعز يزح ٔاؽدح عُد انزقدو نهؾصٕل عهٗ انشٓبدح  ٔالإعفبء يٍ انفؾص  

 طؾت انًظزؾعز.

إعزًبد َزبئظ رؾهٛم يعبيم شزكبد الأدٔٚخ دٌٔ انزؾهٛم ثًعبيم الإدارح انًزكشٚخ نهزقبثخ اندٔائٛخ نهًظزؾعزاد انًدرعخ   

 الإعزًبد.ثبنغدٔل انًزفق ثشٓبدح 

 انزٗ رى إعزًبدْب.رًُؼ انشزكخ شٓبدح إعزًبد )طبرٚخ نًدح عبو ٔرغدد( نهًظزؾعزاد  
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 يًيساث إضبفيت. 5.2

 طبمبً نهمىاػذ انتبنيت 

 يًيساث إضبفيت نىع انخذيت و

غهت إعزًبد نعدد يٍ خًض إنٗ رظعخ يظزؾعزاد يظغهخ  1

 طؾت عشٕائٗ".―

 لا ٕٚعد

" يظزؾعزاد يظغهخ "طؾت 14إنٗ   10نعدد "يٍ غهت إعزًبد  2

عشٕائٗ" ، يع انظًبػ ثزقدٚى غهجبد إعزًبد نُفض انًظزؾعزاد 

 فٗ ؽبل ؽصٕنٓب عهٗ يٕافقخ إظبفخ أٔ رغٛز يٕرد .

ٚقبثهّ غهت إعزًبد يظزؾعزٍٚ "رشغٛهخ إَزبعٛخ صبَٛخ ٔصبنضخ  

أٔ رشغٛهخ ؽبصهخ عهٗ يٕافقخ إظبفخ  أٔرغٛٛز يٕرد أٔ َقم 

 .‖ُٛعرص

"طؾت  –" يظزؾعز يظغم  19إنٗ  15غهت إعزًبد نعدد يٍ " 3

عشٕائٗ" ، يع انظًبػ ثزقدٚى غهجبد إعزًبد نُفض انًظزؾعزاد 

 فٗ ؽبل ؽصٕنٓب عهٗ يٕافقخ إظبفخ أٔ رغٛز يٕرد.

ٚقبثهّ غهت إعزًبد أرثعخ يظزؾعزاد "رشغٛهخ إَزبعٛخ صبَٛخ 

أٔرغٛٛز يٕرد   ٔصبنضخ  أٔ رشغٛهخ ؽبصهخ عهٗ يٕافقخ إظبفخ

 .‖أٔ َقم رصُٛع

 غهت إعزًبد نكم عشزٍٚ يظزؾعز يظغم  4

" طؾت عشٕائٗ " ، يع انظًبػ ثزقدٚى غهجبد إعزًبد نُفض  

انًظزؾعزاد فٗ ؽبل ؽصٕنٓب عهٗ يٕافقخ إظبفخ أٔ رغٛز يٕرد 

. 

ٚقبثهّ غهت إعزًبد طزخ يظزؾعزاد "رشغٛهخ إَزبعٛخ صبَٛخ 

عهٗ يٕافقخ إظبفخ  أٔرغٛٛز يٕرد ٔصبنضخ  أٔ رشغٛهخ ؽبصهخ 

 .‖أٔ َقم رصُٛع
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 جهة التنفيذ الاجراء
 إخراءاث يبلبم الإػتًبد  5.3

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 تقوم الشركة بحجز موعد لسداد

  رسوم القيد 

 1ملء نموذج التقديم و رفع مستندات ملحق 
 بعد سداد رسوم القيد

 يتم الرد على الشركة بالقبول أو الرفض 
  1 (ثلاث ايام عمل)

سداد رسوم التقدم للحصول على الشهادة مع 
  2 (ثلاث أيام عمل) 2رفع مستندات ملحق 

دراسة المستندات المقدمة و مراسلة الشركة 
 3  (خمسة عشر يوم عمل)لحين الإستيفاء 

تحديد موعد لزيارة معامل الشركة للقيام 
فترة الزيارة لا تتجاوز خمسة أيام ) بالتفتيش

 4( عمل

 إرسال تقرير بنتائج التفتيش للشركة 

 (خمسة أيام عمل)

إرسال الشركة خطة للإجراءات التصحيحية 
 5( خمسة أيام عمل)المطلوبة 

دراسة الخطة التصحيحية المقدمة و تحديد 
ثلاث أيام ) موعد زيارة أخرى ان لزم الأمر

 6( عمل 

يتم إعداد التقرير النهائي للإعتماد ، مع 
عشرة )  التوصية  سواء بالقبول أو بالرفض

 (   أيام عمل 

يتم إصدار الشهادة  مرفق معها تقرير موضح 
به أسماء المستحضرات الحاصلة على 

 الإعتماد 

 الشركة

 الشركة

 الادارة المركزية للرقابة الدوائية

 الشركة

 الادارة المركزية للرقابة الدوائية

 الادارة المركزية للرقابة الدوائية

 الادارة المركزية للرقابة الدوائية

 الشركة

 الادارة المركزية للرقابة الدوائية

 الادارة المركزية للرقابة الدوائية

 الادارة المركزية للرقابة الدوائية
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 فٗ ؽبل ٔعٕد غهت اطزكًبل رقٕو انشزكخ ثئرطبنّ فٗ خلال ٕٚيٍٛ ٔٚزى انزد عهٗ انشزكخ فٗ خلال ٕٚيٍٛ. .1

أصم خطبثبد انًظزُداد انًطهٕة رقدًٚٓب ٔرقٛب ْٙ: أصم إٚصبل طداد يقبثم خديخ انؾصٕل عهٗ شٓبدح الإعزًبد /  .2

 انزفٕٚط انًذكٕرح ثًُٕذط انزقدٚى / أصم ًَٕذط انزقدٚى يٕقع يٍ انشخص انًفٕض.

نزد خلال ٕٚيٍٛ ٔٚزى انزد عهٙ اٌ رقٕو انشزكخ ثب 2رًُؼ انشزكخ يٓهزٍٛ إظبفٛزٍٛ لاطزكًبل كبفخ انًزطهجبد ثًهؾق  .3

 عهٙ انشزكخ خلال ٕٚيٍٛ نكم يدح

 نهشٚبرح خلال فززِ اقصبْب ٕٚيٍٛ رزطم انشزكخ خطبة ربكٛد .4

 لاٚشٚد عٍ شٓز بنخطخ انزصؾٛؾٛخ انًد٘ انشيُٙ نزصؾٛؼ ا٘ ثُد ث .5

انًزطهجبد ٚعزجز  ٔفٗ ؽبل عدو إطزٛفبء انًطهٕثخ رًُؼ انشزكخ يٓهزٍٛ إظبفٛزٍٛ لإَٓبء كبفخ الإعزاءاد انزصؾٛؾٛخ .6

 انطهت كأٌ نى ٚكٍ
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 خراءاث يب بؼذ الإػتًبد. إ5.4

 

 

 

 

مستحضر معتمد   

متابعة إلتزام 
الشركة بمعايير 

 الإعتماد

 تفتيش عشوائي

إيقاف شهادة 
 الإعتماد

 إستمرار الإعتماد

حضور التحليل 
 بالشركة

إيقاف الإعتماد  -1
 للمستحضر 

 تفتيش  -2

 إستمرار الإعتماد

اختبار الكفاءة 
 الفنية

تعليق إعتماد  -1
 المستحضر

حضور التحليل  -2
 لدى الشركة

 إستمرار الإعتماد

ترسل الشركة إستمارة إرسال عينات 
مع محضر السحب و أصل  شهادات 

التشغيلات المسحوبة موقعة  تحليل
ومختومة من قبل التفتيش الصيدلي  

 خلال يومين من تاريخ السحب

 رفض الشهادة

تعليق الاعتماد -1
      للمستحضر

حضور التحليل -2
 لدى الشركة

 قبول الشهادة

 إستمرار الإعتماد
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 ايتيبزاث انتدذيذ .5.5

 ير انًتببؼت فأكثر ين يؼبي %55 حصىل انشركت ػهى نسبتػنذ  

انًظزؾعزاد طُٕٚب غجقب نقبئًخ رًُؼ انشزكخ شٓبدح إعزًبد طبرٚخ نًدح صلاس طُٕاد يع طداد انشزكخ رطٕو رغدٚد 

 انًظزؾعزاد انًقديخ نهزغدٚد .

( يٕرد أٔ َقم رصُٛع إظبفخ أٔ رغٛٛز ٚؾق نهشزكخ غهت إعزًبد يظزؾعزأخز) صبَٗ ٔ صبنش رشغٛهخ إَزبعٛخ ٔؽبصهخ عهٗ

 .ثبلإظبفخ إنٗ يب ْٕ يٕظؼ ثبنغدٔل انخبص ثأعداد انًظزؾعزاد انًقديخ نلإعزًبد

  ين يؼبيير انًتببؼت %(  55 - %50)ػنذ حصىل انشركت ػهى نسبت  

( ثبلإظبفخ نًب إظبفخ أٔرغٛٛز يٕرد أٔ َقم رصُٛع ٔؽبصم عهٗرًُؼ نهشزكخ غهت إعزًبد يظزؾعز أخز )صبَٗ ٔ صبنش رشغٛهخ 

 .ْٕ يٕظؼ ثبنغدٔل انخبص ثأعداد انًظزؾعزاد انًقديخ نلإعزًبد

 ضىابظ انتحذيث. 5.6

رغجخ  انشزكخ فٗ رؾدٚش غزق رؾهٛم ثعد ؽصٕنٓب عهٗ الإعزًبد لاثد يٍ إخطبر انٓٛئخ أٔلا نٛزى دراطخ انطزٚقخ فٗ ؽبل  

 انًؾدصخ ٔ إعبدح انزقٛٛى إٌ نشو الأيز .

 رقٕو نغُخ الإعزًبد ثبنزد عهٗ انشزكخ فٗ خلال يدح سيُٛخ لا رزغبٔس عشزح أٚبو يٍ ربرٚخ إرطبل انشزكخ نهطهت . 

 الإػتًبدتدذيذ  ...5

 يتى إتببع نفس انخطىاث و يتى تمييى أداء انشركبث نتدذيذ الإػتًبد طبمب ننظبو اننمبط الاتي    

 انًؼيبر درخت انتمييى

 إنزشاو انشزكخ ثبنًدد انشيُٛخ انًًُٕؽخ نزُفٛذ خطٕاد انؾصٕل عهٗ الإعزًبد.  10

رعبٌٔ يًضهٙ انشزكخ يع فزٚق انزقٛٛى أصُبء سٚبراد انزقٛٛى أٔ يًضهٙ الإدارح انًزكشٚخ نهزقبثخ اندٔائٛخ أصُبء   10

 انزؾهٛم ندٖ انشزكخ عُد انعزٔرح .

َقبغ انزقٛٛى  انزٙ ؽصهذ عهٛٓب  يعبيم يزاقجخ انغٕدح ثبنشزكخ غجقب نهًعبٚٛز انًطهٕثخ خلال يغًم سٚبراد  40

 ؾصٕل ٔأصُبء طزٚبٌ شٓبدح الإعزًبد  .انزقٛٛى عُد ان

 عدو ؽدٔس رعهٛق يؤقذ لإعزًبد يظزؾعزأٔ أكضزخلال فززح الإعزًبد . 10

 عدو ؽدٔس إٚقبف  يظزؾعزأٔ أكضزخلال فززح الإعزًبد 20

 PT (e.g.z score) درعخ إعزٛبس إخزجبر انكفبءح انفُٛخ  10

 انًدًىع 100

أو  17025:2017ت ػهى إػتًبد طبمب نهًىاصفت انذونيحصىنه نمبط إضبفيت في حبل  5يًنح يؼًم يرالبت اندىدة ببنشركت 

 .يىاصفت يكبفئت

 %.00لا يتى انًىافمت ػهي تدذيذ الإػتًبد في حبل حصىل انشركت ػهي نسبت الم ين  
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 انخذيت يمببم 5.0

 

 انشروط انؼبيت والأحكبو .5.5

 انشزكبد انًُٕغ ثٓب انزقدو نهجزَبيظ ْٗ شزكبد الأدٔٚخ انجشزٚخ انًبنكخ نًصُع ثغًٕٓرٚخ يصز انعزثٛخ. -1

 انؾد الأدَٗ نهزقدو نهجزَبيظ ْٕ خًظخ يظزؾعزاد يظغهخ )طؾت عشٕائٗ(. -2

ٚزى رؾهٛم انزشغٛهخ انزغزٚجٛخ ٔانزشغٛهخ الإَزبعٛخ الأٔنٗ انخبصخ ثشعجخ انزظغٛم ثًعبيم الإدارح انًزكشٚخ نهزقبثخ اندٔائٛخ  -3

 غجقب نًب ْٕ يزجع يٍ إعزاءاد ٔ لا رخعع نًقززػ الإعزًبد.

ْب فٙ رؾهٛم انعُٛبد انشٓبدح انًًُٕؽخ يٍ انٓٛئخ ؽق نًعبيم انزقبثخ عهٗ انغٕدح ثبنشزكخ ٔؽدْب دٌٔ غٛز رعزجز -4

 انًذكٕرح ثبنشٓبدح ، ٔلا ٚؾق نهشزكخ إطزخداو ْذِ انشٓبدح فٙ رؾهٛم عُٛبد أٔ إصدار رقبرٚز نهغٛز.

 غجقب نقٕاعد انفؾص انًزجعخ ثبلإدارح انًزكشٚخ نهزقبثخ اندٔائٛخ. ٚزى فؾص يهفبد انًظزؾعزاد انًقديخ نلإعزًبد -5

انفعبنخ انلاسيخ لإعزاء اخزجبر انكفبءح انفُٛخ غٕال فززح طزٚبٌ انشٓبدح  انفعبنخ ٔغٛزرهزشو انشزكخ ثزٕفٛز كبفخ انًٕاد انخبو  -6

 .2ٔ رقدًٚٓب عُد انطهت يزفقب ثٓب انجٛبَبد انًٕظؾخ ثًزفق 

  :عُٛبد انًؾزسِ نؾٍٛ صدٔر انًطبثقخ ٔعًٛع َزبئظ انزؾهٛمـبنرهزشو انشزكخ ثبلإؽزفبظ ث -7

- Raw data with work sheets and audit trail   

- Pyrogen test and microbiological analysis results as per attachment 1  

  انخديخ يقبثم  انخديخ

  ( LE 5000 ) يصزٚب عُٛٓب آلاف خًظخ  الإعزًبد نشٓبدح انزغدٚد / انؾصٕل غهت

  يظغم نًظزؾعز إعزًبد غهت

  عشٕائٗ( طؾت )

  ( LE 10000 ) يصزٚب عُٛٓب آلاف عشزح

  نًظزؾعز إعزًبد غهت

  ( صبنضخ ٔ صبَٛخ إَزبعٛخ )رشغٛهخ

     (LE 20000) يصزٚب عُٛٓب أنف عشزٌٔ

 

  عهٗ ؽبصم نًظزؾعز إعزًبد غهت

  رصُٛع َقم يزغٛزاد يٕافقخ

  ( LE 30000) يصزٚب عُٛٓب أنف صلاصٌٕ

  يٕافقخ عهٗ ؽبصم نًظزؾعز إعزًبد غهت

  يٕرد( )نكم يٕرد رغٛٛز أٔ إظبفخ

  ( LE 30000) يصزٚب عُٛٓب أنف صلاصٌٕ

  ( LE 2000) يصزٚب عُٛٓب أنفبٌ  إَزبعٛخ رشغٛهخ كم رؾهٛم َزبئظ إعزًبد

  ثبنشٓبدح يدرط يظزؾعز إعزًبد رغدٚد غهت

  طُٕٚب

  ( LE 10000 ) يصزٚب عُٛٓب آلاف عشزح
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ٗ
ظًٛ

م رُ
 دنٛ

 .نًعبيم يزاقجخ انغٕدح ثًصبَع شزكبد الأدٔٚخ اندٔاء انًصزٚخإعزًبد ْٛئخ  دنٛم ثزَبيظ عُٕاٌ اندنٛم انزُظًٛٙ ..

 EDREX:GL.CADC.001انكٕد 
 1/2021رقى الإصدار/ انظُخ 

فٙ ؽبل رغبٔس انشزكخ انًدد انشيُٛخ انًؾددح نزُفٛذ أٖ إعزاء أٔيزطهت ٚعزجز انطهت انًقدو يٍ انشزكخ كأٌ نى ٚكٍ   -8

ٔٚؾق نهشزكخ انزقدو ثبنزًبص نزئٛض الإدارح نًُؼ يدح إظبفٛخ ،ٔٚزى دراطزّ ٔ انجذ ثقجٕنّ يٍ عديّ ،ٔفٗ ؽبل انزفط ٚزؾزى 

 شٓبدح الإعزًبد. عهٙ انشزكخ رقدٚى غهت عدٚد نهؾصٕل عهٗ

إنغبء شٓبدح الإعزًبد ٚكٌٕ يٍ ؽق انشزكخ إعبدح انزقدو ثطهت عدٚد ثعد يزٔر يدح لا  أٔ فٙ ؽبل رفط غهت الإعزًبد  -9

 رقم عٍ طزخ أشٓز يٍ ربرٚخ انزفط أٔ الإنغبء يع طداد انزطٕو انًقزرح. 

 ًزكشٚخ نهزقبثخ اندٔائٛخ.  فٗ ؽبل رعهٛق أٔ إٚقبف شٓبدح الإعزًبد ٚزى انزؾهٛم ثًعبيم الإدارح ان -11

 لا ٚؾق نهشزكخ إنغبء أٖ إخزجبر أصُبء فززح طزٚبٌ شٓبدح الإعزًبد.   -11

رهزشو انشزكخ ثئخطبر الإدارح انًزكشٚخ نهزقبثخ اندٔائٛخ فٕر ؽدٔس أٖ رعدٚلاد فٗ انًظزُداد انًقديخ ٔرقٕو نغُخ   -12

 .ح أٚبو الإعزًبد ثبنزد عهٗ انشزكخ فٗ خلال يدح سيُٛخ لا رزغبٔس عشز

 ٚؾق نهشزكخ انزقدو ثطهت إعزًبد يظزؾعز يظغم )طؾت عشٕائٗ( إظبفٙ أٔ أكضز خلال فززح طزٚبٌ انشٓبدح عهًب  -13

ثأَّ طٛزى انزغدٚد نكبفخ انًظزؾعزاد طُٕٚبً ثبنزبرٚخ انًقزر نزغدٚد انشٓبدح ٔأٌ الإظبفخ لا رؤْم نهؾصٕل عهٗ أٖ يًٛشاد 

 إظبفٛخ.

شٓبدح الإعزًبد ٚزى رقدٚى انطهت خلال فززح سيُٛخ لا رقم عٍ صلاصخ أشٓز يٍ ربرٚخ  فٗ ؽبل رغجخ انشزكخ ثزغدٚد  -14

 انزغدٚد. 

 فقخ عهٗ رغدٚد الإعزًبد يٍ عديّ.ٚزى رقٛٛى أداء انشزكخ  طُٕٚبً غجقب نُظبو  انُقبغ انًعهٍ لارخبذ انقزار ثبنًٕا  -15

 

 يًيم انرمًي نبرنبيح الإػتًبد.الإ5.10

dc.labaccredit@edaegypt.gov.eg 

 الإنكترونيت نبرنبيح الإػتًبد نروابظ. ا11.5

- Link of Appointment Form                                         نًىرج خبص بحدس يىاػيذ دفغ رمىو خذيت 

https://form.jotform.com/210411996777061  

- EDA Accreditation, Annex 1                                                          1 نًىرج خبص بًهحك رلى 

 https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUM00zVlJMVUk3R0s0OVBYRjlRMVJFNF

FaVi4u  

- EDA Accreditation, Resubmission of Annex 1                         1 نًىرج خبص ببمتكًبل يهحك 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1dHQ0lPT00wOFpUTlVGMkVLRlcyRD

lNTy4u  

- EDA Accreditation, Annex 2                                                                  2نًىرج خبص بًهحك 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ0VZSjhVVVFaNlpYM0FCWVRaSlZHR

09NTC4u  

 

 

mailto:dc.labaccredit@edaegypt.gov.eg
https://form.jotform.com/210411996777061
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUM00zVlJMVUk3R0s0OVBYRjlRMVJFNFFaVi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUM00zVlJMVUk3R0s0OVBYRjlRMVJFNFFaVi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUM00zVlJMVUk3R0s0OVBYRjlRMVJFNFFaVi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUM00zVlJMVUk3R0s0OVBYRjlRMVJFNFFaVi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1dHQ0lPT00wOFpUTlVGMkVLRlcyRDlNTy4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1dHQ0lPT00wOFpUTlVGMkVLRlcyRDlNTy4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1dHQ0lPT00wOFpUTlVGMkVLRlcyRDlNTy4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1dHQ0lPT00wOFpUTlVGMkVLRlcyRDlNTy4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ0VZSjhVVVFaNlpYM0FCWVRaSlZHR09NTC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ0VZSjhVVVFaNlpYM0FCWVRaSlZHR09NTC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ0VZSjhVVVFaNlpYM0FCWVRaSlZHR09NTC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ0VZSjhVVVFaNlpYM0FCWVRaSlZHR09NTC4u
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ٗ
ظًٛ

م رُ
 دنٛ

 .نًعبيم يزاقجخ انغٕدح ثًصبَع شزكبد الأدٔٚخ اندٔاء انًصزٚخإعزًبد ْٛئخ  دنٛم ثزَبيظ عُٕاٌ اندنٛم انزُظًٛٙ ..

 EDREX:GL.CADC.001انكٕد 
 1/2021رقى الإصدار/ انظُخ 

- EDA Accreditation, Resubmission of Annex 2 Version 1 2 الامتكًبل الاول نًهحك : 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUMjhDSlpaME5TVURMMjJONE44RlRNV

0hUMi4u  

- EDA Accreditation, Resubmission of Annex 2 Version 2 2 الامتكًبل انثبني نًهحك : 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1UwODFLVlA2UkU1VDYxSTdTU09E

UUZGNS4u  

- EDA Accreditation, Annex of Updates                                                نًىرج خبص ببنتحذيثبث 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOVUyUTRMTUFVVEgxSFdQMlVQTkk3

VDM1US4u  

- EDA Accreditation, Visit Confirmation Letter                      نًىرج خبص بتأكيذ ييؼبد انسيبرة 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUN0pTWktES1JQUTRPSVg1NDE1NURBN

TdSNi4u  

- EDA Accreditation, CAPA Plan                                              نًىرج خبص ببنخطت انتصحيحيت  

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNTBNVkQxWUJHNFlKT0hYSVkyUU5P

UzhXMC4u  

- EDA Accreditation, CAPA Plan Implementation 1 نًىرج خبص ببنتطبيك الأول نتؼذيلاث انخطت

 :انتصحيحيت 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlURDNEUlY2TFFZUVQzTzFOTkEzQVpEN

DFXQS4u  

- EDA Accreditation, CAPA Plan Implementation 2 نًىرج خبص ببنتطبيك انثبني نتؼذيلاث انخطت 

 :انتصحيحيت 

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNE81RzBOTTBHTzZSMU5ZUEVHQ1My

NjRJVC4u  

- EDA Accreditation, Attachments of Accredited Product - Results of Analysis نًىرج

 :خبص بًرفمبث يستحضر يؼتًذ و نتبئح انتحهيم

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-

0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOEpORFBTRFc3SVRSVlJNQkRZS0M3T

TlKWC4u 

 انًراخغ:  -6

1. WHO good practices for pharmaceutical quality control laboratories, Annex 1, WHO 

TRS 957, 2010  

https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUMjhDSlpaME5TVURMMjJONE44RlRNV0hUMi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUMjhDSlpaME5TVURMMjJONE44RlRNV0hUMi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUMjhDSlpaME5TVURMMjJONE44RlRNV0hUMi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1UwODFLVlA2UkU1VDYxSTdTU09EUUZGNS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1UwODFLVlA2UkU1VDYxSTdTU09EUUZGNS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUQ1UwODFLVlA2UkU1VDYxSTdTU09EUUZGNS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOVUyUTRMTUFVVEgxSFdQMlVQTkk3VDM1US4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOVUyUTRMTUFVVEgxSFdQMlVQTkk3VDM1US4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOVUyUTRMTUFVVEgxSFdQMlVQTkk3VDM1US4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUN0pTWktES1JQUTRPSVg1NDE1NURBNTdSNi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUN0pTWktES1JQUTRPSVg1NDE1NURBNTdSNi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUN0pTWktES1JQUTRPSVg1NDE1NURBNTdSNi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUN0pTWktES1JQUTRPSVg1NDE1NURBNTdSNi4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNTBNVkQxWUJHNFlKT0hYSVkyUU5PUzhXMC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNTBNVkQxWUJHNFlKT0hYSVkyUU5PUzhXMC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNTBNVkQxWUJHNFlKT0hYSVkyUU5PUzhXMC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlURDNEUlY2TFFZUVQzTzFOTkEzQVpENDFXQS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlURDNEUlY2TFFZUVQzTzFOTkEzQVpENDFXQS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlURDNEUlY2TFFZUVQzTzFOTkEzQVpENDFXQS4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNE81RzBOTTBHTzZSMU5ZUEVHQ1MyNjRJVC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNE81RzBOTTBHTzZSMU5ZUEVHQ1MyNjRJVC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUNE81RzBOTTBHTzZSMU5ZUEVHQ1MyNjRJVC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOEpORFBTRFc3SVRSVlJNQkRZS0M3TTlKWC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOEpORFBTRFc3SVRSVlJNQkRZS0M3TTlKWC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=CD8mgpydXU-0FU_0Fmn3_Z1FiDLBdgFGtEy1qLH13RlUOEpORFBTRFc3SVRSVlJNQkRZS0M3TTlKWC4u
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ٗ
ظًٛ

م رُ
 دنٛ

 .نًعبيم يزاقجخ انغٕدح ثًصبَع شزكبد الأدٔٚخ اندٔاء انًصزٚخإعزًبد ْٛئخ  دنٛم ثزَبيظ عُٕاٌ اندنٛم انزُظًٛٙ ..

 EDREX:GL.CADC.001انكٕد 
 1/2021رقى الإصدار/ انظُخ 

2. WHO good practices for pharmaceutical microbiology laboratories, Annex 2, WHO TRS 

961, 2011  

3. WHO guidelines on quality risk management Annex 2, WHO TRS 981, 2013  

4. Guidance on good data and record management practices, Annex 5, WHO TRS 996, 

2016.  

5. WHO guidelines for preparing laboratory information file, Annex 13, WHO Technical 

Report Series 961, 2011.  

6. EudraLex The Rules Governing Medicinal Products in the European Union Volume 4 EU 

Guidelines to Good Manufacturing Practice Medicinal Products for Human and 

Veterinary Use Annex 19 Reference and Retention Samples  

7. General European OMCL Network (GEON) Quality Management system documents.  

8. ICH quality guidelines.  

9. Latest editions of pharmacopeias USP and BP, FDA guidance. 

 

 :/ انًهحمبثانًرفمبث..

 انًرفمبث: 1..

 : Pyrogen & microbiological analysis results data requirement 1يزفق-

  :Proficiency testing requirements submission form 2يزفق -

 انًهحمبث: 2..

  رقدًٚٓب انًطهٕة : انًظزُداد  1يهؾق-

  رقدًٚٓب انًطهٕة : انًظزُداد2يهؾق-

 Assessment check list :3يهؾق -

1يرفك   

Pyrogen & microbiological analysis results data requirement 

Sterility & microbial count test 

1) The sample size, sampling date, and the sampler name. 

2) All equipment used in the test procedure i.e. incubators; autoclave, pH meter, balance, LAF 

and any other equipment used with their code numbers. 

3) The batch numbers of media and any diluent or neutralizer used in the test, their preparation 

date, and sterilization cycle number. 

4) The number of the SOP used to carry out the test. 

5) The analyst and supervisor signature. 
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ظًٛ

م رُ
 دنٛ

 .نًعبيم يزاقجخ انغٕدح ثًصبَع شزكبد الأدٔٚخ اندٔاء انًصزٚخإعزًبد ْٛئخ  دنٛم ثزَبيظ عُٕاٌ اندنٛم انزُظًٛٙ ..

 EDREX:GL.CADC.001انكٕد 
 1/2021رقى الإصدار/ انظُخ 

Antibiotics assays 

1) Method reference. 

2) Type & weight of antibiotic. 

3) Type & volume of the solvent. 

4) Dilution factor. 

5) Concentrations used. 

6) Standard antibiotic, potency and dilution. 

7) Inhibition zone for cylinder plate method. 

8) Absorbance for turbidimetric method. 

9) Calculations. 

10) Limits 

Disinfectant efficacy 

1) Type & concentration of compound. 

2) Type of neutralizer. 

3) Time interval for exposure. 

4) Type & concentration of micro-organism. 

Bacterial endotoxin test 

 Gel clot method  

1)  Sample name. 

2) Sample batch number. 

3) Testing date. 

4) Reference. 

5) Limit of endotoxin,Lysate (ℷ), Endotoxin: Ecoli.0113-Ecoli.055.B5, endotoxin batch no. 

6) Lysate batch no., diluents used, diluent batch no., (LAL reagent water batch no. & exp.) 

7) Certificates for LAL reagent & LAL reagent water. 

8) PH. 

9) Validation of lysate sensitivity. 

10) Time in, Time out, Water bath temp.  

11) Analyst name (name – signature), lab manager (name – signature). 

Print out for other methods (if applicable) should be submitted in addition to the previous 

requirements. 
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   2 يرفك

Proficiency testing requirements submission form 

Product name / Registration no. :                         

Name of 

API: 

B.N 

/lot no 

Name of 

supplier (s) 

Specification/ 

reference 

Manufacture 

date 

Retest 

/Expiry date 

Storage 

conditions 

1.        

2.        

3.        

4.        

5.        

6.        

7.        

8.        

9.        

10.        

Name of 

excipients 

: 

B.N/ 

lot no 

Name of 

supplier (s) 

Specification/ 

reference 

Manufacture 

date 

Retest / 

Expiry date 

Storage 

conditions 

1.        

2.        

3.        

4.        

5.        

6.        

7.        

8.        

9.        

10.        
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*Attached all certificates of analysis of the above API and excipients. 

* Attached delegation letter as contact person. 

Authorized contact person  

  Signature:   

    Date:                                                       

 

 1يهحك  

 تمذيًهب   انًستنذاث انًطهىة

 رخصخ طبرٚخ نهًصُع. (1

 أٔ يٕاصفبد يكبفئخ نزطجٛق َظى انغٕدح.  9001:2015شٓبدح الإٚشٔ  (2

 شٓبدح يًبرطخ انزصُٛع انغٛد. (3

 رعٓد يٍ انشزكخ ثزٕافز كبفخ الأعٓشح انلاسيخ نزؾهٛم كبفخ الإخزجبراد نهًظزؾعزاد انًطهٕة  إعزًبدْب. (4

 يقبثم خديخ غهت انؾصٕل عهٗ شٓبدح الإعزًبد.صٕرح إنكززَٔٛخ يٍ إٚصبل  (5

 .انًذكٕرح ثًُٕذط انزقدٚى صٕرح إنكززَٔٛخ يٍ  خطبثبد انزفٕٚط  (6

 صٕرح إنكززَٔٛخ يٍ ًَٕذط انزقدٚى  يٕقع يٍ انًفٕض عٍ انشزكخ . (.

 

 

 

 

 

 

 

 

 

 

 

 

 

Company Stamp  
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 2يهحك 

 دنٛم عٕدح يؾدس أٔ يظزُد يكبفئ ٚؾزٕ٘ عهٗ آخز إصدار يٍ : .1

يٕظؼ ثٓب يٕقع انًعًم يٍ ْذا انٓٛكم ٔكذنك انًخطػ  انزُظًٛٙ نهًعًم  انزُظًٛٙ نهًؤطظخ انزبثع نٓب انًعًمانٓٛكم  

(Lab Organogram) 

 (QC labs Layoutرطى نزخطٛػ يعبيم انزقبثخ ) 

 قبئًخ يؾدصخ يٍ الأعٓشح ٔانًٕاد انقٛبطٛخ انًظزخديخ فٙ انزؾهٛم ٔأكٕاد رعزٚفٓب . 

 ٔانزعهًٛبد ٔانظٛبطبد.الإعزاءاد  .2

3. Qualification of (microbiology lab, LAF and autoclaves) 

4. Microbiological method suitability test for each product 

5. Validation study of disinfectants used in microbiology lab 

ٓب نهغٛز ٔٚزى رؾهٛهٓب ثًعبيم يزاقجخ انغٕدح صٕرح يٍ عقٕد رصُٛع ندٖ انغٛز فٙ ؽبل انًظزؾعزاد انزٙ ٚزى رصُٛع  .6

 ثبنشزكخ.

 طداد يقبثم انخديخ نطهت الإعزًبد نهًظزؾعزاد انًقديخ. صٕرح إٚصبل .7

 صٛدنٙ كبنزبنٗ: انًظزُداد انلاسيخ نفؾص يهف رؾهٛم يظزؾعز .8

 انًظزُد و

صٕرح يٍ يٕافقخ الإدارح انًزكشٚخ عهٙ رغٛٛز انًصُع أٔ َقم انًهكٛخ أٔ رغٛٛز أطى انشزكخ عٍ يب رى انزظغٛم عهٛخ   1  

يٍ يٕافقخ الإدارح انًزكشٚخ عهٙ أ٘ رغٛٛز غزأ عهٙ انًظزؾعز ثعد إصدار انزقزٚز انُٓبئٙانزقزٚز انزٓبئٗ ٔ صٕرح صٕرح  2  

الأَزبعٛخ الأٔنٗ فٗ ؽبنخ انزقدو نهؾصٕل عهٗ إعزًبدصٕرح يٍ يطبثقخ انزشغٛهخ  3  

) رشغٛهخ صبَٛخ ٔ صبنضخ (    

   غزٚقخ انزؾهٛم ٔ  غزٚقخ انزؾقق كبيهخ 4

 شٓبدح انًٕاصفبد انخبصخ ثبنًظزؾعز يطبثقخ نهزقزٚز انُٓبئٗ ٔ /أٔ اؽدس فبريبكٕثٛب ) فٗ ؽبنخ اظبفخ أٔ رغٛٛز يٕرد ( 5

لا ثد يٍ رظهٛى صٕرح يٍ انُشزح  Pyrogen test / Bacterial Endotoxin test نٓب إخزجبر فٙ ؽبل انعُٛبد انًزطهت 6

 انداخهٛخ .

 ثٛبٌ انززكٛت انًعزًد انذ٘ ٚزى انزصُٛع عهّٛ. 7



 

 

17   

 

ٗ
ظًٛ

م رُ
 دنٛ

 .نًعبيم يزاقجخ انغٕدح ثًصبَع شزكبد الأدٔٚخ اندٔاء انًصزٚخإعزًبد ْٛئخ  دنٛم ثزَبيظ عُٕاٌ اندنٛم انزُظًٛٙ ..

 EDREX:GL.CADC.001انكٕد 
 1/2021رقى الإصدار/ انظُخ 

 رعٓد انشزكخ ثصؾخ كبفخ انًظزُداد ٔانطزق انًقديخ ٔأَٓب الأؽدس ند٘ انشزكخ 8

 صٕرح يٍ أؽدس إخطبر رظغٛم طبر٘ يٕظؼ ثّ أطًبء أؽدس يٕردٍٚ نهًٕاد انخبو    9

 

 

 

 3يهحك 

Assessment check list 

1. Organization and Management 

Clause Requirement 

1.1 The laboratory, or the organization of which it is part, should be an entity that is legally 

authorized to function and can be held legally responsible. 

1.2 The laboratory should be organized and operate so as to meet the requirements laid down in 

these guidelines. 

1.3a The laboratory should have managerial and technical personnel with the authority and 

resources needed to carry out their duties and to identify the occurrence of departures from the 

quality management system or the procedures for performing tests and/or calibrations, 

validation and verification, and to initiate actions to prevent or minimize such departures; 

are not subject to commercial, political, financial and other 

1.3b The lab should have arrangements to ensure that its management and personnel not subject to 

commercial pressures or conflicts of interest that may adversely affect the 

quality of their work; 

1.3 c have a policy and procedure in place to ensure confidentiality of information contained in 

marketing authorizations, transfer of results or reports, and to protect data in archives (paper 

and electronic) 

1.3 d The lab should define, with the aid of organizational charts, the organization and management 

structure of the laboratory, its place in any parent organization and the relationships between 

management, technical operations, support services and the quality management system. 

1.3 e The lab should specify the responsibility, authority and interrelationships of all personnel 

who manage perform or verify work which affects the quality of the tests and/or calibrations, 

validations and verifications. 

1.3 f The lab should ensure the precise allocation of responsibilities, particularly in the designation 

of specific units for particular types of medicines. 

1.3 g The lab should nominate trained substitutes/deputies for key management and specialized 



 

 

18   

 

ٗ
ظًٛ

م رُ
 دنٛ

 .نًعبيم يزاقجخ انغٕدح ثًصبَع شزكبد الأدٔٚخ اندٔاء انًصزٚخإعزًبد ْٛئخ  دنٛم ثزَبيظ عُٕاٌ اندنٛم انزُظًٛٙ ..

 EDREX:GL.CADC.001انكٕد 
 1/2021رقى الإصدار/ انظُخ 

scientific personnel. 

1.3 h The lab should provide adequate supervision of staff, including trainees, by persons familiar 

with the test and/or calibration, validation and verification methods and procedures, as well as 

their purpose and the assessment of the results. 

1.3 i The lab should have management which has overall responsibility for the technical operations 

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

1.3 j The lab should designate a member of staff as quality manager who irrespective of other 

duties he/she may have, will ensure compliance with the quality management system. The 

nominated quality manager should have direct access to the highest level of management at 

which decisions are taken on laboratory policies or resources. 

1.3k The lab should ensure adequate information flow between staff at all levels.  

1.3 l The lab should ensure the traceability of the sample from receipt, throughout the stages of 

testing, to the completion of the analytical test report. 

1.3 m The lab should maintain an up-to-date collection of all specifications and related documents 

(paper or electronic) used in the laboratory. 

1.3 n The lab should have appropriate safety procedures. 

1.4 a The laboratory should maintain a registry with receiving, distributing and supervising the 

consignment of the samples to the specific units. 

1.4 b The lab should maintain a registry with keeping records on all incoming samples and 

accompanying documents. 

1.5 The lab must guarantee communication and coordination between the staff especially in large 

laboratories. 

2. Quality Management System 

Clause Requirement                

2.1 The lab should document the elements of its quality management system should be 

documented in a quality manual or equivalent documents, for the organization as a whole 

and/or for a laboratory within the organization.  

2.2 The Quality Manual or equivalent documents should provide (as a minimum) the following 

policies: 

(a) a quality policy statement, including at least the following: 

(i) A statement of the laboratory management’s intentions with respect to the standard of 

service it will provide, 

(ii) A commitment to establishing, implementing and maintaining an effective QMS, 

(iii)The laboratory management’s commitment to good professional practice and quality 

of testing, calibration, validation and verification. 

(iv) A requirement that all personnel concerned with testing and calibration activities 

within the laboratory familiarize themselves with the documentation concerning 

quality and 
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(b) The structure of the laboratory (organizational chart). 

(c) The operational and functional activities pertaining to quality, so that the extent and the 

limits of the responsibilities are clearly defined. 

(d) outline of the structure of documentation used in the laboratory 

quality management system; 

(e) The general internal quality management procedures; 

(f) References to specific procedures for each test; 

(g) Information on the appropriate qualifications, experience and competencies that 

personnel are required to possess. 

(h) Information on initial and in-service training of staff. 

(i) A policy for internal and external audit. 

(j) A policy for implementing and verifying corrective and preventive actions. 

(k) A policy for dealing with complaints. 

(l) A policy for performing management reviews of the quality management system. 

(m) A policy for selecting, establishing and approving analytical procedures. 

(n) A policy for handling of OOS results. 

(o) A policy for the employment of appropriate reference substances and reference 

materials. 

(p)  A policy to select service providers and suppliers. 

2. Standard Operating Procedures 

Clause Requirement            

2.3 The laboratory should establish, implement and maintain authorized written SOPs including, 

but not limited to, administrative and technical operations e.g. 

(a) personnel matters, including qualifications, training, clothing and hygiene; 

(b) change control; 

(c) internal audit; 

(d) dealing with complaints; 

(e) implementation and evaluation of corrective and preventive actions; 

(f) the purchase and receipt of materials and services;  

(g) the procurement, preparation and control of reference substances 

(h) the internal labeling, quarantine and storage of materials; 

(i) the qualification of equipment  

(j) the calibration of equipment; 

(k) preventive maintenance and verification of instruments and equipment; 

(l) sampling, if performed by the laboratory, and visual inspection; 

(m) the testing of samples with descriptions of the methods and equipment used; 

(n) the evaluation and investigation of atypical and OOS results; 

(o) validation of analytical procedures; 

(p) cleaning of laboratory facilities, including bench tops, equipment, work stations, clean 
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rooms (aseptic suites) and glassware; 

(q) monitoring of environmental conditions, e.g. temperature and humidity; 

(r) monitoring storage conditions; 

(s) disposal of reagents and solvent samples; 

Safety measures 

 

 

2.4 The activities of the laboratory should be systematically and periodically audited. 

The audits should be carried out by trained and qualified personnel, who are independent of 

the activity to be audited. 

Such audits should be recorded, together with details of any corrective and preventive action 

taken. 

2.5  Management review of quality issues should be regularly undertaken (at least annually), 

including  

(a) Reports on audits or inspections and any follow-up required to correct any deficiencies. 

(b) the outcome of investigations carried out as a result of complaints 

received, doubtful (atypical) or aberrant results reported in 

collaborative trials and/or proficiency tests; and 

(b) Corrective actions applied and preventive actions introduced as a result of these 

investigations. 

3. Documentation Control 

Clause Requirement               

3.1 The laboratory should establish and maintain procedures to control and review all documents. 

A master list identifying the current version status and distribution of documents should be 

established and readily available. 

3.2 The procedures should ensure that: 

(a) Each document, whether a technical or a quality document, has a unique identifier, version 

number and date of implementation. 

(b) Appropriate, authorized SOPs are available at the relevant locations, e.g. near instruments. 

(c) Documents are kept up to date and reviewed as required. 

(d) Any invalid document is removed and replaced with the authorized, revised document 

with immediate effect. 

(e) A revised history page includes references to the previous document. 

(f) Obsolete documents are retained in the archives to ensure traceability of the evolution of 

the procedures; any copies are destroyed. 

(g) All relevant staff are trained for the new and revised SOPs; and quality documentation,  

3.3 The presence of change control system that ensures that:  

(a) During the review and revision procedure, documents are prepared by the original 
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initiator, or a person who performs the same function. Documents are reviewed, approved 

and authorized at the same management level as the original document.  

(b) Staffs acknowledged, by a signature, that they are aware of applicable changes and their 

date of implementation. 

 

 

4. Records 

Clause Requirement               

4.1 The laboratory should establish and maintain procedures for the collection of technical and 

scientific records 

4.2  Records should include all original observations, including calculations and derived data, 

calibration, validation and verification records and final results of tests. 

4.3 Quality and technical/scientific records (including analytical test reports, certificates of 

analysis and analytical worksheets) should be legible, readily retrievable, stored and retained 

within a suitable environment. 

4.4 Quality Management records should include reports of both internal, external audits, 

management reviews, complaints and their investigations and records for the implementation 

and evaluation of CAPA corrective and preventive actions. 

5. Data Processing Equipment and Data governance 

Clause Requirement                     

5.2 For computers, automated tests or calibration equipment, and the collection, processing, 

recording, reporting, storage or retrieval of test and/or calibration data, the laboratory should 

ensure that: 

(a) Computer software developed by the user should be documented in sufficient detail 

and appropriately validated or verified as being suitable for use. 

(b) Procedures are established and implemented for protecting the integrity of data. Such 

procedures should include, but are not limited to, measures to ensure the integrity and 

confidentiality of data entry or collection and the storage, transmission and processing 

of data. In particular, electronic data should be protected from unauthorized access and 

an audit trail of any amendments should be maintained; 

(c) computers and automated equipment are maintained so as to function properly and are 

provided with the environmental and operating conditions necessary to ensure the 

integrity of test and calibration data; 

(d)  Procedures are established and implemented for making, documenting and controlling 

changes to information stored in computerized systems. 

(e) Electronic data should be backed up at appropriate regular intervals according to a 

documented procedure. Backed-up data should be retrievable and stored in such a 

manner as to prevent data loss. 
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6. Personnel 

Clause Requirement               

6.1 The laboratory should have sufficient staff to perform its delegated functions and be suitably 

educated, skilled and trained. 

6.2 The technical management should ensure the competence of all personnel operating specific 

equipment, instruments or other devices, who are performing tests and/or calibrations, 

validations or verifications. Their duties also involve the evaluation of results as well as 

signing analytical test reports and certificates of analysis. 

6.3 Staff undergoing training should be appropriately supervised and should be assessed on 

completion of the training. Personnel performing specific tasks should be appropriately 

qualified in terms of their education, training and experience, as required. 

6.4 Contract Staff‖ should be employed and be suitably assessed, evaluated and supervised. 

6.5  The laboratory should maintain current job descriptions for all personnel involved in tests 

and/or calibrations, validations and verifications. The laboratory should also maintain records 

of all technical personnel, describing their qualifications, training and experience. 

6.6 The laboratory should have appropriate  managerial and technical personnel and be suitably 

qualified and experienced 

7. Premises 

Clause Requirement              

7.1 The laboratory facilities should be of a suitable size and construction and to be designed to 

suit the functions and operations to be conducted in them. 

7.2 The laboratory facilities should have adequate safety equipment located appropriately and 

measures should be in place to ensure good housekeeping.  

The laboratory should be equipped with adequate instruments and equipment, including work 

benches, work stations and fume hoods 

7.3  The environmental conditions (lighting, energy sources, temperature, humidity and air 

pressure) should be appropriate, controlled and suitably monitored. 

7.4  Special precautions should be taken to handle highly toxic substances, including genotoxic 

substances. 

7.5  Archives should be provided to permit the secure storage and the retrieval of all documents 

and to which accesses should be restricted. 

7.6 Procedures should be in place for the safe removal of types of waste including toxic waste 

reagents, samples and solvents. 
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7.9 The lab should have appropriate storage facilities. 

7.10  There must be segregation of storage for samples, retained samples, reagents, laboratory 

accessories, reference substances and reference materials. 

The environment of storage areas  should be controlled and monitored and access controlled 

7.11 There should be appropriate safety procedures for the receipt and storage of toxic or 

flammable reagents. 

Segregation of the storage of flammable substances, fuming and concentrated acids and bases, 

volatile amines and other reagents. 

7.12  Reagents subject to poison regulations or to the controls applied to narcotic and psychotropic 

substances should be suitably stored and controlled. 

7.13 Gases also should be stored in a dedicated store 

8. Equipment, instruments and other devices 

Clause Requirement                      

8.1 All equipment should be adapted, located, calibrated, qualified, verified and maintained as 

required. 

8.2 The laboratory should have the required test equipment, instruments and other devices for the 

correct performance of the tests and/or calibrations, validations and verifications where sub-

contracting of tests in other laboratories is conditional under EDA 

8.3  All instrumentation, and other devices, must comply with the relevant standards, 

specifications, and qualification and requirements. 

9. Contracts 

Clause Requirement                

9.1  The laboratory shall have written procedures for the selection of suppliers of materials, and the 

provision of services, including maintenance and calibration. 

9.2 The laboratory shall have documentary evidence for the evaluation of suppliers of critical 

consumables and services. 

The lab shall maintain an updated list of approved suppliers. 

9.3 When a laboratory subcontracts work, which may include specific testing, it is to be done with 

organizations approved for the type of activity required. The laboratory is responsible for 

periodically assessing the competence of a contracted organization. 

9.4 There should be a written contract which clearly establishes the duties and responsibilities of 

each party, defines the contracted work and any technical arrangements made in connection 

with it. The contract should permit the laboratory to audit the facilities and competencies of the 

contracted organization and ensure the access of the laboratory to records and retained samples. 

9.5 The contracted organization should not pass to a third party any work entrusted to it under 

contract without the laboratory’s prior evaluation and approval of the arrangements. 

9.6 

 

The laboratory should maintain a register of all subcontractors that it uses and a record of the 

assessment of the competence of subcontractors. 
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10. Reagents 

GPPQCL 

Ref 

      Requirement                            

10.1-10.2  The laboratory shall ensure that all reagents and chemicals used in testing are of an 

appropriate quality and purchased from reputable, approved suppliers. 

10.3 In the preparation of reagent solutions in the laboratory: 

(a) responsibility for this task should be clearly specified in the job description of the 

person assigned to carry it out. 

(b) Prescribed procedures should be used which are in accordance with published 

pharmacopoeial or other standards where available. Records should be kept of the 

preparation and standardization of volumetric solutions 

10.4-10.6 All reagents, reagent solutions and volumetric solutions should clearly and appropriately 

labeled. 

10.7 In the transportation and subdivision of reagents: 

(a) Whenever possible they should be transported in the original 

containers; and 

(b) When subdivision is necessary, clean containers should be used and appropriately 

labeled. 

10.8 All reagent containers should be visually inspected to ensure that the seals are intact, both 

when they are delivered to the store and when they are distributed to the units. 

10.9 Reagents that appear to have been tampered with should be rejected; however, this 

requirement may exceptionally be waived if the identity and purity of the reagent 

concerned can be confirmed by testing. 

10.10 Water should be considered as a reagent. The appropriate grade for a specific test should 

be used as described in the pharmacopoeias or in an approved test when available. 

10.11 Precautions should be taken to avoid contamination during its supply, storage and 

distribution. 

10.12 The quality of the water should be verified regularly to ensure that the various grades of 

water meet the appropriate specifications 

10.13 Stocks of reagents should be maintained in a store under the 

appropriate storage conditions 

10.14 The person in charge of the store is responsible for looking after the storage facilities and 
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their inventory and for noting the expiry date of chemicals and reagents. Training may be 

needed in handling chemicals safely and with the necessary care. 

 

 

 

11. Reference Substances and Reference Materials 

Clause Requirement                         

11.1-11.2  The laboratory should use appropriate reference substances (RS) and reference materials 

(RM). 

11.3  There should be an appropriate procedure to register and identify RSs. 

11.4-11.7 All RSs should be identified on receipt which is quoted in the analytical report and work-

sheet. 

 RS register should be maintained with the following information available: 

(a) The identification number of the RS. 

(b) A precise description of the RS. 

(c) The source of the RS. 

(d) The date of receipt. 

(e) The batch designation or other identification code. 

(f) The intended use of the RS. 

(g) The location of the RS, and any special storage conditions. 

(h) Any further necessary information. 

(i) Expiry date or retest date. 

(j) Certificate. 

(k) In the case of secondary reference substances prepared and supplied by the 

manufacturer, the certificate of analysis. 

11.8 A person should be nominated to be responsible for reference substances and reference 

materials. 

11.10 In addition a file should be kept in which all information on the properties of each 

reference substance is entered including the safety data sheets. 

11.11 For reference substances prepared in the laboratory, the file should include the results of 

all tests and verifications used to establish the reference substances and expiry date or 

retest date; these should be signed by the responsible analyst. 

11.12 All reference substances prepared in the laboratory or supplied externally should be 

retested at regular intervals to ensure that deterioration has not occurred. 

11.14 In the case that the result of retesting of a reference substance is noncompliant, a 

retrospective check of tests performed using this reference substance since its previous 

examination should be carried out. For evaluation of outcomes of retrospective checks and 

consideration of possible corrective actions, risk analysis should be applied. 
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14. Incoming samples 

Clause         Requirement                         

14.1-

14.3 

The laboratory shall collaborate with the sample provider to ensure that it obtains sufficient 

information about samples and objectives of testing and that the required analysis is performed 

and reported. 

14.4 The laboratory should have a sampling plan and an internal procedure for sampling available to 

all analysts and technicians working in the laboratory. 

11.15 Pharmacopoeial reference substances are regularly retested and the validity (current status) 

of these reference substances is available from the issuing pharmacopoeia by various 

means, e.g. web sites or catalogues. Retesting by the laboratory is not necessary, provided 

the reference substances are stored in accordance with the storage conditions indicated 

 

12. Calibration, verification of performance and qualification of equipment, instruments and other 

devices 

Clause Requirement                         

12.1  Each item of equipment should be uniquely identified. 

12.2 Each item of equipment should be labeled to indicate the status of qualification and the 

date when re-qualification is next required. 

12.3 When installed, the equipment should be subjected to supplier IQ/OQ. 

12.4 - 12.5  There must be a detailed plan for the qualification of all equipment and instrumentation 

12.6 Specific procedures should be established for each type of measuring equipment, taking 

into account the type of equipment, the extent of use and supplier’s recommendations .e.g. 

pH and balances 

12.7  Equipment should be operated only by authorized personnel and instrument manuals and 

SOPs on the use, maintenance, verification, calibration, qualification  should be available  

12.8 Maintenance and qualification records should be available for each of the instruments. 

12.9 Each instrument shall have a usage/maintenance logbook. 

12.10 Instrument maintenance procedures should be established. 

12.11 ―out of service‖ equipment should be appropriately marked. 

12.12 Following service, qualification or maintenance, instrumentation should be appropriately 

authorized and signed back into use. 

13. Traceability 

Clause Requirement                        

13.1  The results of all analyses should be traceable, where appropriate, ultimately to a primary 

reference substance. 

13.2  The calibration or qualification of instrument procedures should be traceable to a certified 

reference material and to SI units (metrological traceability). 
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There should be an SOP for sampling and staff members who perform sampling should be 

appropriately trained and provided with appropriate equipment. 

14.5-

14.6 

A standard test request form should be filled out and should accompany each sample submitted 

to the laboratory provided with the appropriate information. 

14.7-

14.11 

The laboratory shall document the review of the request form and document the visual 

inspection of the sample on receipt. 

14.8-

14.10 

the laboratory shall register the sample with an assigned unique registration number and the 

sample shall be legibly labeled 

14.12 Samples should be appropriately stored and storage areas should be monitored for the 

environment. 

14.13 The specific unit to which the sample is sent for testing is determined by the person responsible. 

14.14 The examination of a sample should not be started before the relevant test request has been 

received. 

14.15 The sample should be properly stored until all relevant documentation has been received. 

14.16 A request for analysis may be accepted verbally only in emergencies. All details should 

immediately be placed on record pending the receipt of written confirmation. 

14.17 Unless a computerized system is used, copies or duplicates of all documentation should 

accompany each numbered sample when sent to the specific unit. 

15. Analytical Worksheets and Laboratory Notebooks 

Clause Requirement                      

15.1 The information about the sample, test procedure, calculations and the results of testing should 

be recorded in worksheets or notebooks and should be complemented by the raw data obtained 

in the analysis. 

15.2 The record should provide sufficient information to confirm that the sample was tested in 

accordance with the requirements or support an OOS result. 

15.3 There should be a separate record for each sample. 

15.5 The record should provide the following information: 

(a) the registration number of the sample; 

(b) page numbering; 

(c) the date of the test request; 

(d) the date on which the analysis was started and completed; 

(e) the name and signature of the analyst; 

(f) a description of the sample received; 

(g) references to the specifications and a description of test method; 

(h) the identification of the test equipment used; 

(i) the identification number of any reference substance and the lot No’s of the reagents used; 

(j) if applicable, the results of the system suitability test; 

(k) the identification of reagents and solvents used; 
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(l) the results obtained; 

(m) the interpretation of the results and the final conclusions; 

15.6 The record should be completed contemporaneously. 

15.7 All the results obtained should be appropriately checked by a second analyst and signed and 

appropriately signed, approved and authorized 

15.8 Errors should be appropriately corrected 

15.10 current versions of the relevant pharmacopoeias should be  used in the laboratory 

15.11 Analytical records should be appropriately archived. 

16. Validation of analytical procedures 

Clause Requirement                           

16.1 The laboratory should perform appropriate validation or verification procedures for the 

analytical methods employed for testing. 

16.2 The laboratory should have a written process describing all elements of method validation 

16.3 The SOP should describe which analytical performance characteristics need to be verified for 

the various types of analytical procedures which are routinely undertaken and the different 

verification/validation requirements for pharmacopoeia methods, manufacturers’ methods and 

methods developed by the laboratory? 

16.4  The laboratory should perform system suitability testing, where appropriate. 

16.5 A major change to the analytical procedure, or in the composition of the product tested, or in the 

synthesis of the API, will require revalidation of the analytical procedure. 

17. Testing and Reporting 

Clause Requirement                    

17.1 Samples should be tested according to an approved or authorized plan where any deviations 

should be  adequately recorded 

During analysis samples should be  stored securely 

17.2 All deviations from the provided method should be adequately documented and explained. 

18. Evaluation of test results Reports and Certificates of Analysis 

Clause Requirement              

18.1 An SOP  is required to describe the review and evaluation of test results and  describe: 

(a) Where statistics should be employed, 

(b) The confirmation of compliance with the specification 

(c)  How doubtful or atypical results are investigated, and definition of decision rules.  

(d) The investigation of OOS. 

(e) Trend analysis 

18.2-

18.5 

 An SOP is required for describing the investigation when a doubtful result (suspected OOS 

result) has been identified 

18.6  The final analytical test report should compile the results and provide a conclusion of the 

examination of a sample and based on the analytical worksheet. 
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18.7 If a report requires any amendments a new corrected document should be issued. 

18.11  The analytical report should provide the following content: 

(a) The laboratory registration number of the sample. 

(b) The laboratory test report number. 

(c) The laboratory testing the sample. 

(d) The originator of the request for analysis. 

(e) Full details of the sample. 

(f) The purpose of the investigation. 

(g) A reference to the specifications employed or the test methods used. 

(h) The results of all the tests obtained. 

(i) A discussion of the results obtained. 

(j) A conclusion as to whether or not the sample complied with the specification. 

(k) The date on which the test(s) was (were) completed. 

(l) The signature of the head of the laboratory or authorized person. 

(m) The name and address of the original manufacturer and, if applicable, those of the re-packer 

and/or trader. 

(n) The date on which the sample was received. 

(o) The expiry date or retest date. 

19. Certificates of analysis 

Clause Requirement                  

19.1 The  COA  should contain the following information: 

(a) The registration number of the sample. 

(b) Date of receipt. 

(c) The name and address of the laboratory testing the sample. 

(d) The name and address of the originator of the request for analysis. 

(e) The name, description and batch number of the sample. 

(f) The name and address of the original manufacturer. 

(g) The reference to the specification used for testing the sample. 

(h) The results of all tests performed. 

(i) a conclusion as to whether or not the sample was found to be within the limits of the 

specification; 

(j) Expiry date or retest date if applicable. 

(k) Date on which the tests were completed. 

(l) The signature of the hea 

(m)  
(n) d of laboratory or another authorized person. 
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20. General Safety Rules 

Clause Requirement           

20.1  ALL staff members should be provided with appropriate, documented safety training. 

20.2 The laboratory should have procedures and enforce ―Good Practice‖ regarding the following: 

(a) Use of safety data sheets (MSDS). 

(b) Smoking, eating and drinking in the laboratory. 

(c) Use of fire-fighting equipment. 

(d) Wearing protective clothing and eye protection. 

(e) Use and handling highly potent, infectious or volatile substances. 

(f) Use and handling of highly toxic and/or genotoxic substances (see above). 

(g) Use of warning labels on all containers of chemicals. 

(h) Spark proofing of solvent stores. 

(i) Rules on safe handling of cylinders of compressed. 

(j) Rules regarding working alone. 

Instructing staff in first-aid techniques and emergency care and availability of first-aid materials, 

including safety showers and eye wash stations. 

20.3 The  laboratory should have rules regarding: 

(a) Mouth pipetting 

(b) Safe handling of glassware, corrosive reagents and solvents , 

(c) Warnings provided regarding exothermic reactions 

(d) Use of oxidizing or radioactive agents, 

(e) Disposal of chemicals. 

(f) Use of known carcinogens and mutagens as reagents. 
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Microbiology GLP check-list 

 

Requirements Clause 

1-General structural requirements 

 The laboratory should be a legal entity (licensed), or a defined part of a legal entity, that is 

legally responsible for its laboratory activities. 

1.1 

  The laboratory should: 

define the organization and management structure of the laboratory, its place in any parent 

organization (organogram), and the relationships between management, technical operations 

and support services; 

Specify the responsibility, authority and interrelationship of all personnel who manage, 

perform or verify work affecting the results of laboratory activities; document its procedures 

to the extent necessary to ensure the consistent application of its laboratory activities and the 

validity of the results. 

1.2 

The laboratory should be committed to impartiality and confidentiality agreements to 

prevent any conflict of interest and should have to demonstrate how to eliminate any risks, if 

present, to both impartiality and confidentiality. 

1.3 

2-Personnel 

Current job descriptions for all personnel involved in any activity in the laboratory 

including tests and/ or calibrations, validations and verifications should be available 

(including technicians). 

2.1 

Microbiological testing should be either performed or supervised by an experienced 

person, qualified to degree level in microbiology or equivalent. 

2.2 

Staff should have basic training in microbiology and relevant practical experience before 

being allowed to perform work covered by the scope of testing (Training evidence or 

records should be documented). 

2.3 

If the laboratory includes opinions and interpretations of test results in reports, this shall 

be done by authorized personnel with suitable experience (Authorization evidence should 

be available). 

2.4 

Ongoing competence should be monitored objectively with provision for retraining where 

necessary. 

2.5 

Personnel should be trained in necessary procedures for the safe handling and containment 

of microorganisms within the laboratory facility 

2.6 

3-Environment 

3.1-Premises 

The microbiology laboratory should be separated from production area and restricted to 

authorized personnel only. 

3.1.1 

Microbiology laboratories should be designed to suit the operations to be carried out in 

them. There should be sufficient space for all activities to avoid mix ups, contamination 

3.1.2 
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and cross-contamination. 

Laboratories should be appropriately designed (smooth surfaces) to enable appropriate 

cleaning, disinfection and minimize the risks of contamination. 

3.1.3 

There should be separate air supply with appropriate quality and free of contamination to 

laboratories and production areas. 

3.1.4 

Temperature and humidity controls and records should be in place for microbiological 

laboratories. 

3.1.5 

Personnel should be made aware of the appropriate entry and exit procedures including 

gowning. 

3.1.6 

Consideration should be given to designing appropriate classified areas for the operations 

to be performed within the microbiology laboratory based on the criticality of the product 

and the operation being carried out in the area. 

3.1.7 

Sterility testing should be performed under the same class as used for sterile/aseptic 

manufacturing operations and dedicated to testing sterile products only. 

3.1.8 

In general, laboratory equipment should not be routinely moved between areas of different 

cleanliness class or used outside the microbiology area, unless there are specific 

precautions in place to prevent cross-contamination. 

3.1.9 

3.2-Environmental monitoring in the laboratory 

(a) Where necessary and appropriate (e.g. in areas for sterility testing) an environmental 

monitoring program should be in place which covers, for example, use of active air 

monitoring, air settling or contact plates, temperature and pressure differentials.  

(b) Alert and action limits should be defined.  

(c) Trending of environmental monitoring results should be carried out. 

3.2.1 

3.3-Cleaning, disinfection and hygiene 

There should be a documented cleaning and disinfection program. 3.3.1 

There should be a procedure for dealing with spillages. 3.3.2 

Adequate hand-washing and hand-disinfection facilities should be available. 3.3.3 

3.4-Sterility test facilities 

The sterility testing should be carried out within a Grade A unidirectional airflow 

protected zone or a biosafety cabinet (if warranted), which should be located within a 

clean room with a Grade B background. Alternatively, the testing can be carried out within 

a barrier isolator.  

3.4.1 

The clean-room classification and air-handling equipment of the sterility test facilities 

should be re-qualified at least annually by a competent person or contractor. 

3.4.2 

The environment should comply with the non-viable and viable limits, and verification of 

high efficiency particulate air (HEPA) filter integrity and room airflows should be 

performed. 

3.4.3 

Mapping locations for sample points for routine monitoring should be documented, as 

well as exposure duration, and frequency of all types of microbiological environmental 

3.4.4 
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monitoring should be specified in written procedures. 

Air supplied to Grade A and B zones should be via terminal HEPA filters. 3.4.5 

Appropriate airflow alarms and pressure differentials and indication instruments should be 

provided. 

3.4.6 

Room pressure readings should be taken and recorded from externally mounted gauges 

(labeled to indicate the area served and the acceptable specification) unless a validated 

continuous monitoring system is installed. 

As a minimum, readings should be taken prior to entry of the operator to the test suite. 

3.4.7 

Entry to the clean room should be via a system of airlocks and a change room where 

operators are required to put on suitable clean-room garments. The final change room 

should be under ―at rest‖ conditions of the same grade as the room it serves. 

 

3.4.8 

(a) Garments for the sterility test operator should at minimum comply with the 

following: 

(b) -Outdoor clothing should not be brought into changing rooms leading to Grade B 

and C rooms. 

(c) For every worker in a Grade A/B area, clean sterile (sterilized or adequately 

sanitized) protective garments should be provided at each work session. 

(d) -Gloves should be regularly disinfected during operations. 

(e) Masks and gloves should be changed at least every working session. 

(f) -Operators working in Grade A and B areas should wear sanitized goggles. 

(g) -Wrist-watches, cosmetics and jewelry should not be worn in clean areas. 

(h) -Clothing used in clean areas should be     laundered or cleaned in such a way that 

it does not gather additional particulate contaminants that can later be shed. 

Separate laundry facilities for such clothing are desirable.  

(i) -Washing and sterilization operations should follow standard operating procedures. 

(j) Operators should be trained and certified in gowning procedures with training 

records maintained. 

3.4.9 

The fittings and finishes of the premises should comply with the following: 3.4.10 

Grade A and B areas should be designed so that all operations can be observed from 

outside. 

3.4.10.1 

In clean areas all exposed surfaces should be smooth, impervious and unbroken to 

minimize the shedding or accumulation of particles or microorganisms and to permit the 

repeated application of cleaning agents and disinfectants, where used. 

3.4.10.2 

To reduce the accumulation of dust and to facilitate cleaning, there should be no 

uncleanable recesses and a minimum of projecting ledges, shelves, cupboards and 

equipment. 

3.4.10.3 

Swing doors should open to the high-pressure side and be provided with self-closers. 3.4.10.4 

False ceilings should be sealed to prevent contamination from the void space above them. 3.4.10.5 
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(a) Changing rooms should be designed as airlocks and used to provide physical 

separation of the different stages of changing and so minimize microbial and 

particulate contamination of protective clothing.  

(b) They should be flushed effectively with filtered air. The final stage of the changing 

room should, in the at-rest state, be the same grade as the area into which it leads. 

(c) The use of separate changing rooms for entering and leaving clean areas is 

sometimes desirable 

(d) In general hand-washing facilities should be provided only in the first stage of the 

changing rooms. 

(e) There should not be a change of more than one grade between airlocks or passages 

and changing rooms, i.e. a Grade D passage can lead to a Grade C airlock, which 

leads to a Grade B changing room, which leads to a Grade B clean room. 

(f) Changing rooms should be of a sufficient size to allow for ease of changing. 

Changing rooms should be equipped with mirrors so that personnel can confirm 

the correct fit of garments before leaving the changing room. 

3.4.10.6 

Airlock doors should not be opened simultaneously. An interlocking system and a visual 

and/or audible warning system should be operated to prevent the opening of more than one 

door at a time. 

3.4.10.7 

(a) A filtered air supply should be used to maintain a positive pressure and an airflow 

relative to surrounding areas of a lower grade under all operational conditions; it 

should flush the area effectively. 

(b) Adjacent rooms of different grades should have a pressure differential of 

approximately 10–15 Pascal (guidance value). Particular attention should be paid to 

the protection of the zone of greatest risk, i.e. the immediate environment to which the 

product and the cleaned components in contact with it are exposed. 

(c) -It should be demonstrated that airflow patterns do not present a contamination risk; 

for example, care should be taken to ensure that particles from an operation is not 

conveyed to a zone of higher product risk. 

(d) A warning system should be operated to indicate failure in the air supply. 

(e) Indicators of pressure differentials should be fitted between areas where this difference 

is important, and the pressure differentials should be regularly recorded and failure 

alarmed. 

3.4.10.8 

(a) Environmental microbiological monitoring should be done in every work session 

under dynamic conditions and should reflect the facility used (room or isolator) and 

include a combination of air and surface sampling methods appropriate to the facility. 

(b) There should be written specifications, including appropriate alert and action limits for 

microbial contamination. 

 

 

3.4.11 
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4- Validation of test methods 

(a) Standard (pharmacopoeial) test methods are considered to be validated. 

(b) The laboratory should demonstrate that the performance criteria of the standard test 

method can be met by the laboratory before introducing the test for routine purposes 

(method verification) and that the specific test method for the specific product is 

suitable (test method suitability including positive and negative controls). 

4.1 

(a) Test methods not based on compendial or other recognized references should be 

validated before use.  

(b) The validation should comprise, where appropriate, determining accuracy, precision, 

specificity, limit of detection, limit of quantitation, linearity and robustness. 

(c) The validation results should be evaluated with appropriate statistical methods, e.g. as 

described in the national, regional or international pharmacopoeias. 

4.2 

5-Equipement 

Each item of equipment, instrument or other device used for testing, verification and calibration should 

be uniquely identified. 

5.1-Maintenance of equipment 

(a) Maintenance and cleaning of essential equipment should be carried out at predetermined 

intervals in accordance with a documented procedure. 

(b) Detailed records should be kept.  

5.1.1 

5.2-Qualification           

Equipment, instruments and other devices should be designed، constructed, adapted, 

located, calibrated, qualified, verified and maintained as required by the operations to be 

carried out in the local environment. The user should purchase the equipment from an agent 

capable of providing full technical support and maintenance when necessary. 

5.2.1 

The laboratory should have the required test equipment, instruments and other devices for 

the correct performance of the tests and/or calibrations, validations and verifications 

(including the preparation of samples and the processing and analysis of test and/or 

calibration data). 

5.2.2 

Equipment, instruments and other devices, including those used for sampling, should meet 

the laboratory’s requirements and comply with the relevant standard specifications, as well 

as being verified, qualified and/or calibrated regularly 

5.2.3 

5.3-Calibration, performance verification and monitoring of use 

The frequency of calibration and performance verification will be determined by 

documented experience and will be based on need, type and previous performance of the 

equipment. 

5.3.1 

5.3.2-Temperature measurement devices 

Where temperature has a direct effect on the result of an analysis or is critical for the 

correct performance of equipment, temperature measuring devices should be of 

appropriate quality to achieve the accuracy required 

5.3.2.1 
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(e.g. liquid-in-glass thermometers, thermocouples and platinum resistance thermometers 

(PRTs) used in incubators and autoclaves) and their calibration should be traceable to 

national or international standards for temperature. 

5.3.3-Incubators, water-baths and ovens 

(a) The stability of temperature, uniformity of temperature distribution and time required 

to achieve equilibrium conditions in incubators, water-baths, ovens and temperature-

controlled rooms should be established initially and documented (Thermal distribution 

studies), in particular with respect to typical uses (for example, position, space 

between, and height of, stacks of Petri dishes). 

(b) The constancy of the characteristics recorded during initial validation of the equipment 

should be checked and recorded after each significant repair or modification. 

(c) The operating temperature of this type of equipment should be monitored and records 

retained. 

5.3.3.1 

5.3.4-Autoclaves 

(a) Autoclaves should be capable of meeting specified time and temperature 

tolerances; monitoring pressure alone is not acceptable. 

(b) Sensors used for controlling or monitoring operating cycles require calibration and 

(c) the performance of timers should be verified. 

(d) The effectiveness of autoclave operation during each cycle may be checked by the 

use of chemical or biological indicators for sterilization or decontamination 

purposes. 

5.3.4.1 

(a) Initial validation should include performance studies (spatial temperature distribution 

surveys) for each operating cycle and each load configuration used in practice. 

(b) This process must be repeated after any significant repair or modification (e.g. change 

to loading arrangements or operating cycle) or where indicated by the results of quality 

control checks on media or risk assessment. 

(c) Sufficient temperature sensors should be positioned within the load (e.g. in containers 

filled with liquid/medium) to enable location differences to be demonstrated. 

5.3.4.2 

(a) Clear operating instructions should be provided based on the heating profiles 

determined for typical uses during validation/revalidation. 

(b) Records of autoclave operations, including temperature and time, maintained for 

every cycle. 

(c) Monitoring of autoclave may be achieved by one of the following: 

— Using a thermocouple and recorder to produce a chart or printout. 

— Direct observation and recording of maximum temperature achieved and 

time at that temperature. 

 

 

 

5.3.4.3 
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5.3.5-Weights and balances 

Weights and balances shall be calibrated traceably at regular intervals (according to their 

intended use) using appropriate standard weights traceable to certified standard weights. 

5.3.5.1 

5.3.6-Volumetric equipment 

Microbiology laboratories should carry out initial verification of volumetric equipment 

(automatic dispensers, dispenser/diluters, mechanical hand pipettes and disposable 

pipettes) and then make regular checks, as appropriate, to ensure that the equipment is 

performing within the required specification. 

5.3.6.1 

(a) For ―single-use‖ disposable volumetric equipment, laboratories should obtain supplies 

from companies with a recognized and relevant quality system. 

(b) If the supplier does not have a recognized quality system, laboratories should check 

each batch of equipment for suitability. 

5.3.6.2 

5.3.7-Other equipment 

(a) Conductivity meters, oxygen meters, pH meters and other similar instruments should 

be verified regularly or before each use. 

(b) The buffers used for verification purposes should be stored in appropriate conditions 

and should be marked with an expiry date. 

(c) Where humidity is important to the outcome of the test, hygrometers should be 

calibrated, the calibration being traceable to national or international standards. 

(d) Timers, including the autoclave timer, should be verified using a calibrated timer or 

national time signal. 

(e) When centrifuges are used in test procedures, an assessment of the rotations per 

minute (RPM) should be made. Where it is critical, the centrifuge should be calibrated. 

5.3.7.1 

6-Reagents and culture media 

6.1-Reagents 

Laboratories should verify the suitability of each batch of reagents critical for the test, 

initially and during its shelf-life. 

6.1.1 

6.2-Media 

Media may be prepared in-house or purchased either partially or fully prepared. 

Vendors of purchased media should be approved and qualified. The qualified vendor 

may certify some of the quality parameters. Where the supplier of fully prepared 

media is qualified and provides growth promotion certification per batch of media and 

transportation conditions have been qualified, the user may rely on the manufacturer's 

certificate with periodic verification of his or her results. 

6.2.1 

(a) Media should be prepared in accordance with any manufacturer's instructions, taking 

into careful account specifications such as time and temperature for sterilization. 

(b) Growth promotion and, if appropriate, other suitable performance tests should be done 

on all media on every batch and on every shipment. 

6.2.2 
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Microwave devices should not be used for the melting of media due to the inconsistent 

distribution of the heating process. 

6.2.3 

Batches of media should be identifiable and listed, their conformance with quality 

specifications documented (e.g. growth promotion and inhibitory properties). 

6.2.4 

(a) Raw materials (both commercial dehydrated formulations and individual constituents) 

and media should be stored under appropriate conditions recommended by the 

manufacturer, e.g. cool, dry and dark. 

(b) All containers, especially those for dehydrated media, should be sealed tightly. 

(c) Dehydrated media that are caked or cracked or show a color change should not be 

used. 

6.2.5 

The suitable performance of culture media, diluents and other suspension fluids should be 

checked, with regard to: 

a. Recovery of 50–200% (after inoculation of not more than 100 colony-forming units 

(CFU) should be demonstrated; 

b.inhibition or suppression of non-target organisms; 

c. biochemical (differential and diagnostic) properties; and 

d.Other appropriate properties (e.g. pH, volume and sterility). 

6.2.6 

Water of a suitable microbiological quality and which is free from bactericidal, inhibitory 

or interfering substances, should be used for preparation unless the test method specifies 

otherwise. 

6.2.7 

Shelf-life of prepared media under defined storage conditions shall be determined and 

verified with a study and documented. 

6.2.8 

6.3-Labeling 

(a) Laboratories should ensure that all reagents (including stock solutions), media, 

diluents and other suspending fluids are adequately labeled to indicate, as appropriate, 

identity, concentration, storage conditions, preparation date, validated expiry date 

and/or recommended storage periods.  

(b) The person responsible for preparation should be identifiable from records. 

6.3.1 

6.4-Organism resuscitation 

 Organism resuscitation is required where test methodologies may produce injured cells. 

For example, exposure to: 

injurious effects of processing, e.g. heat; 

 antimicrobial agents; 

 preservatives; 

 extremes of osmotic pressure; and 

 Extremes of pH. 

 Organism resuscitation may be achieved by: 

6.4.1 
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exposure to a liquid media like a simple salt solution at room temperature for 2 hours; 

     exposure to a solid repair medium for 4–6 hours. 

7- Reference materials and reference cultures 

7.1-International standards and pharmacopoeial reference substances 

Reference materials and certified reference materials provide essential traceability in 

measurements and are used, for example; 

-to demonstrate the accuracy of results, 

- to calibrate equipment, 

- to monitor laboratory performance, 

- to validate methods, and 

- to enable comparison of methods. 

If possible, reference materials should be used in appropriate matrices. 

7.1.1 

7.2-Reference cultures 

(a) Reference cultures are required for establishing acceptable performance of media 

(including test kits), for validating methods and for assessing/evaluating ongoing 

performance. 

(b) To demonstrate traceability, laboratories must use reference strains of microorganisms 

obtained directly from recognized national or international collections 

7.2.1 

(a) Reference strains may be sub-cultured once to provide reference stocks.  

(b) Purity and biochemical checks should be made in parallel as appropriate.  

(c) It is recommended to store reference stocks in aliquots either deep-frozen or 

lyophilized. If reference stocks have been thawed, they must 

(d) not be refrozen and reused. 

7.2.2 

(a) Working cultures for routine use should be primary subcultures from the reference stock. 

(b) Working stocks should not normally be sub-cultured, usually not more than five 

passages from the original reference strain. 

7.2.3 

8-Sampling and sample handling 

For general principles reference is made to WHO Good practices for pharmaceutical 

quality control laboratories (1). 

8.1 

In many cases, testing laboratories are not responsible for primary sampling to obtain test 

items. Where they are responsible, it is strongly recommended that this sampling be 

covered by a quality assurance system and regular audits. 

8.2 

(a) The laboratory should have procedures that cover the delivery of samples and sample 

identification. 

(b) It is important to check and record the condition of the sample on receipt by the 

laboratory. 

(c) The storage conditions should be monitored and records kept. 

(d) The responsibility for transport, storage between sampling and arrival at the testing 

laboratory should be clearly documented. 

8.3 
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(a) Sampling should only be performed by trained personnel (documented training). 

(b) It should be carried out aseptically using sterile equipment, appropriate precautions 

should be taken to ensure that sample integrity is maintained through the use of sterile 

sealed containers for the collection of samples where appropriate. 

(c) It may be necessary to monitor environmental conditions, for example, air 

contamination and temperature, at the sampling site or booth.  

(d) Time of sampling should be recorded, if appropriate. 

8.4 

(a) Sub-sampling by the laboratory immediately prior to testing may be required as part of 

the test method. It may be appropriate that it is performed according to national or 

international standards, where they exist, or by validated in-house methods.  

(b) Sub-sampling procedures should be designed to collect a representative sample. 

8.5 

A procedure for the retention and disposal of samples shall be written.  

Samples should be stored (retained) until the test results are obtained, or longer if required 

8.6 

9-Disposal of contaminated waste material 

(a) The procedures for the disposal of contaminated materials should be designed to 

minimize the possibility of contaminating the test environment or materials. 

(b) It is a matter of good laboratory management and should conform to 

national/international environmental or health and safety regulations. 

9.1 

10-Quality assurance of results/quality control of performance 

Internal quality control consists of all the procedures undertaken by a laboratory for the 

continuous evaluation of its work. The main objective is to ensure the consistency of results 

day to day and their conformity with defined criteria. 

10.1 

A program of internal periodic checks is necessary to demonstrate that variability (i.e. 

between analysts and between equipment or materials etc.) is under control. All tests 

included in the laboratory’s scope of accreditation need to be covered. The program may 

involve: 

(a) the use of spiked samples 

(b) the use of reference materials (including proficiency testing scheme materials) 

(c) replicate testing 

(d) replicate evaluation of test results 

The interval between these checks will be influenced by the construction of the program 

and by the number of actual tests. It is recommended that, where possible, tests should 

incorporate controls to monitor performance. 

10.2 

External quality assessment (proficiency testing): 

Laboratories should regularly participate in proficiency testing which are relevant to their 

scope of accreditation; preference should be given to proficiency testing schemes which use 

appropriate matrices. 

Laboratories should use external quality assessment not only to assess laboratory bias but 

also to check the validity of the whole quality system. 

10.3 
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11-Testing procedures 

Testing should normally be performed according to procedures described in the national, 

regional and international pharmacopoeias. 

11.1 

Alternative testing procedures may be used if they are appropriately validated and 

equivalence to official methods has been demonstrated. 

11.2 

12-Test reports 

(a) If the result of the enumeration is negative, it should be reported as ―not detected for a 

defined unit‖ or ―less than the detection limit for a defined unit‖. The result should not 

be given as ―zero for a defined unit‖ unless it is a regulatory requirement.  

(b) Qualitative test results should be reported as ―detected/not detected in a defined quantity 

or volume‖.  

12.1 

Where an estimate of the uncertainty of the test result is expressed on the test report, any 

limitations (particularly if the estimate does not include the component contributed by the 

distribution of microorganisms within the sample) have to be made clear to the client. 

12.2 


