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Minimum Quantities of Samples required for analysis

5N, Dosage form Test Parameter Quantities Required
Initial Repeat Repeat Control
Test Test ] Test 2 Sample
Assay +ldentification+ Weight Variation 20 20
Dissolution 6 6 12
Uniformity of Content 10 20
L Tablets Friability (For uncoated and average weight 10
greater or equat to 0.65 g} 100
Friability (For uncoated and average weight less | More than [0-tab
than (.65 g) weighing 6.5 g
Disintegration 6 6
Assay + Identification+Weight Variation 20 20
3 Capsules Dissolution ] 6 12
Uniformity of Content 10 20 50
Disintegration 6 6 )
. Identification+Assay 2 2
3. | Liquid Orat Fill volume variation 0 00 5
4 Powder for Oral | Identification+Assay 3 3
’ Liguid Fill volume variation {0 10 5
Identification+Assay 3 3
Fill volume variation 10 10 Large volume
5 Sterile Liquid for | Uniformity of content 10 30 =2()
’ Injection Sterility test (for large volume > [00 m] 10 10 Small
Sterility test (for small volume < 100 ml 20 20 Volume=30
Bacterial Endotoxin (if required) 5 5
Identification+Assay 3 3 :
Fill volume variation 20 20 Large valume
6 ' Sterile Powder for | Uniformity of content 10 30 =32()
' Injection Sterility test (for large volume > 100 ml 10 10 Smalt
Sterility test (for small volume < 100 ml 10 10 Volume=30
Bacterial Endotoxin (if required)} 5 5
Identification+ Assay 3 3
EyelEar Fill weight variation 0 10
7. Drop/Sterile : — g
Ointment Sterilily 1 10 15
Microbiological Assay if required 2 tubes per API 2 tubes per API
X Identification+Assay 3 3
Otntment/ - - e
8. Cream Fill weight variation 10 10 5
Microbiological Assay if required 2 tubes per AP 2 tubes per API
Herbal Identification+Assay 3 3
. Powder/Liquid/ Fill volume/Fill weight variation 10 10 1
Paste Microbiology 3 3
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fRAgorT W adAR |
1. - Bioloplcol test of Drugs requiring use of anlenals ,
{1 Pyrogen Test, Safety 1est, Toxicity test et 700/ 1 3,000/~
‘{2, Microblological tests and assays
D) Bacterial Endotoxin Test 5,000/
(i} . Bloassay of Antibiotic (Each} - 800/~ 1,500/
{1 Microblological essay of vitamins{Each) BO0/- : 1,5001 :
I Stertlity Test 609/- 3 000/~ {Additional
: ’ : 1600 )
3, Microblal Enumeration Test
' {f) Tota) bacterial count 600/~ 1.000/- ;
1} Funpal count §00/- 1,000/
i 4, Testsfor specified microcrganism
{i} For each organism. 300/- 2,000/
5. Vaccine Document studyfor jot release 1,800/ 2,000/
6. Testfor particulate matter - ' - 2,000/
[ 7. Physlochemical tests .
Identification testg
Chemicof Methods:
{i} Thin layer Chromatography 250/ 1 400/ -
| instrumental: o ) :
{1} Microscopleal 250/ 00/~
{iiy Refractive Index 250/ 400/~
i) Optical rotation - 400/~
v} UV Spactrophatometer - 250/- ADg/-
v Gas Liquid Chromatography (GLC) 250/ ] 1,000/~
-4} High Performance aquld Chromatography {HPLC) 250/ 1,000/~
{vit) Atariic Absorption Spectroscopy (AAS) par mutal ' 500/-
{vill) - Flame photometer per meta! 500/-
{ix} Spectrofluorometer 500/-
{x} Infrared Spectroscopy {iR) 500/
| Uniformity of welght
A . Tablets - . 50/ FUL AR
{i} Capsules - - 100/- 150/
{il) - -Sacheuws ] 150/ 150/
(v Cradms/Ointments 200/- 200/-
Uniformity of Volume 200/
Specific Gravity/Welght per mi
{i} With distillation . : 6007-
U1 . Without distilfation 250/- 400/-
Suiphated ash : 500/- _
L pH ) 100/~
i Acid Neutralizing capacity 400/~
Kari Fischer Titration {Water determinat on} . 500/

" Lloss on Drying - 300/-
Friability 100/
Hardness Test /- 1
Leak test 200/
Nitrogen Determination 1,000/

Acid value, lodine value, pmxide value, Saponification value,

- L0007~

acetyl value {Each} Co .




m;mﬁmmm . R ' : :
(- Tblets - S : ; 250 400
W - Cowdes T T804 - 400
- {lf) - Enterle coated Tablets - - - - 100/ : - GO0
8. Dissolutiontest . ——— ™ I y -
' {il U¥ Spoctrophotometer : - 400/t " 1,260/ each.
: ' : ~ gach additional -
, 3 AP 200/-
CAl o HRE : - S ADD/- 5,000/
. ‘ . Each additiony) Eash sdditional AP
' o : APEI00/- 1,000/-
- Twation - _ : o - 400/ 1,006/
: ) Fach additional © Each additionsl APY
Sy ) AP 20D/~ E00/-
9. Uniformityof content -
o dn Wspmmpmometer - 1 1AM 4,000/«
i HAC s 14004 5,000/
{# - Tretlon ' 1,400/ : 3,000/
i, tmﬁu(ﬂies )
. Umktestsfmlmpur%ﬂesimnﬁca!} ¥ : 300/
11, Reloted subasanm&!mpuriaies : : : i
TiCmethod - T
{3 Without using refmacestaward R R 500/
(i Udigveference standard R 4000/ |
Gus Uiguld Chyomatogrophy (G1€] - ' e e
{ - Wishout using mfszrenmst&ndard{t—fmh}tem}' ' 800/ 1506/
i) Using referonce standard{Eachltem] - 800/~ 3500/~
High Performonce Uguid Chromatography (HPLC) ' " -
10 Without using reference standavd (Each item) BOG/~ 2500/- E
{n Using re!ereﬁcestandaxd[@ch ﬂem] S 800/~ 5000/ | . |
12. Assay ; o T
Chemicel - i :
{4 Tiation{Each Item) S - 1000/
Instrumentol. - S . .
() UV SpectrosconyiEach item) : - 400/ 1,000/~
3 G (Eschltem) - : 800/- . 2,500/
T T : ) 200/- 2,500/ (Each
e ' ' o additgnal AP 1,000/} |
A = T ' i
3. Flametechnigue permetal . - - R - 1,500/ %
¥ < 1. b Graphltetechniquepermetsl . ' . . 2,000/ :
' <o Bydride\rapo;:r@enermﬂwmTachniae& pe:metai . ' ' 200001
vl Flame Phiotometer per metal - o S - 1000/
vil - Soectrofluprimeter {Each item} S 1,000/
{di} - Optical rotation : - 1,000/
13, NMLVISIt20 person/clase o - 1,600/-
34, _B. Phorm Student training/doy ; ) T 3,000/~
-§ 15, GLP certification tharpefyear ~ - - C . 7,500/
16.. G%.? ceﬁi!icate charge ' S So0/-
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Month No. of Sample Manufacturer Batch No, Mfg Date { Exp Date Non
Non- : Compliance
compliant] parameter
sample
Grace -
Lobenz- I, Lorazepam Tablets | -\ ocouticals | TLOFR-001 | NOV.2023 | OCT. 2025 Assay
1 Mg ; .
pvt.itd.
Obest, Ofloxacin Oral Apex .
Shrawan 4 Suspension IP pharmaceuticals £-80023 Jun-23 May-25 Fili Volume
Offacin, Ofloxacin Oral 1, 1\ med pvtia]  OFL 222 K23 | May2s | Fill Volume
Suspension [P
0Ol, Oftoxacin Oral Suspension| Leben labc.)rat.orles 1823 June23 May-25 Fill Volume
P pvt.Itd,india .
Curex
Azol Suspension Pharmaceuticals Pvt. LAZ-048 Pec-22 Nov-24 Assay
: Ltd ' :
. Everest Parenterals . .
Evacip E/E Drops, 5 ml Put. Lid ECE 221 Feb-24 Jan-26 Sterility
Bhadra Fod H m
6 Biotax 250 mg, Injection yeus Heallncare | pagoase May-23 Apr-25 Description
Ltd. India
Lomus Physical
M.cmtnz Syrup Pharmaceuticals Pvt| MZS$-0124 ° [an-24 Dec-25 (Leakage)

Ltd,




S.R. Drugs

Vomiz Syrup Leboratories Pyt | 361030 [Feb-24  |lan-26 Physical
: (Leakage)
Lid
Arflex Suspension Arya Pharmalab. AFL90001  jApr-23 Mar-25 Assay
Pvt. Lid.
. Sceptre medical{1)
Ashoj Azol Suspension Pvi. Lid India SPA/24/026 Jun-24 May-26 Assay
. . Raman and Weil :
Baccirub 3 litre Pyt Ltd, India BCE-24115 Jul 2024 Jun.2026 _ Assay
Baccirub $00 mt Ramanand Weil | pei2an1s | sw2024 | sun202 A
Pvi.Ltd, India i Ut u ssay
. Raman and Weil
. . Baccirub 100 m! Pyt Ltd, India BCI-24114 Jul.2024 Jun 2026 Assay
angsir Sy
Kaftus-D Syrup Pharmaceuticals pvt. KFD-37 Jan.2024 Dec.2025 Leakage
Ltd,Nepal
. Simea Laboratories
Panoflam Suspension Pvi.Ltd, Nepal 1.-22/168 Dec.2022 Nov.2025 |Leakage
. Nova Genetica
Adrosal Syrup Pvt.Ltd Nepal L55-98 Mar.2024 Feb.2026 iLeakage
Lomus
CODEP Tablets Pharmaceuticals  [CD-0122 Jan.2022 Dec.2024  fAssay
Pvt.Ltd, Nepal
Curex
Itral Pharmaceuticals Pvi, CCT-033 Mar.2023 Feb.2025 Label claim
Poush Ltd, Nepal
. Nava Genetica
Calcigen-F Pvt.Ltd Nepal CvVD3-267 June 2023 | May.2025 Assay
- Nova Genetica
Calcigen-F Pyl LtdNepal CVD3-264 Mar.2023 Feb.2025 Assay
Curex
Calbone Pharmaceuticals Pwi. Aug-23 tul-25 Identification
Lid TCL-229 ‘
. Everest Parenterals Y-
Evacip E/E Drops Py Lid ECE 140 Jan-23 May-25 Sterility Test
Magh Lomus Parenterals -
DNS Py Lid AD4W2010 Jan-25 Dec-25 Sterility Test
. Pharmonics
Linics M 1000 Lifesciences Pyl Ltd 20010 Mar-25 Feb-25 Assay
Magnus Pharma -
Ineret-m 1000 Pyt Ltd KM2300] Apr-25 Mar-25 Assay
Curex
Fetine-180 Pharmaceuticals Pvt. Sep-23 Feb-25 Assay
Ltd TFN2-012
Supreme Healthcare
Superzole-100 Pvi. Led SUC.23006 Nov.23 Oct.25 Assay
Fal GHC Disinfectant spray Global Healtheare 108-24 Aug-24 Jul-27 Assay
algun : - "
Cop- Zenith Micro
Mi-8hield Rub " Control ZEAOD 10524 Sep-24 Aug-27 Assay
Supreme Healthcare : . .
Pandom 40 Pyt Ltd PAT.23038 Apr-23 Mar-25 Dissolution
Nova Genetica . . -
Pangen PyiLid PAN-120 Sep.23 Aug-25 Dlssolut.lon
Royal .
Chaitra Airtel-40 Pharmaceuticals Pvt. Apr. 2023 Dissolution
Ltd, Nepal 40-7 March. 2025
Psychotropics [ndia o e
PILPAN ] Limited CI643008 Oct.2023 Sep 2025 Steridity test




Aristo

Acitop 40 mg Pharmaceuticals Sep.2023 Sterility test
Pvt.Ltd MPI233487 Aug 2025
Royal
Airtel-20 Pharmaceuticals Pvt. Jun. 2023 Disselution
Ltd, Nepal T2-4 May.2025
. .. Lifeline Dro LLDPL-
Rectified spirit B.P Pyt Ltd, Nep:l APRS021 Mar 2024 Feb.2027 Assay
Baisakh Siddhartha
DOPAN-DSR Pharmaceuticals Pvt. Aug.2023 Assay
Lid DPSC-3301 July. 2025
Supreme Healthcare
Pandom-DSR o, L pac24052 | P 202 | i 2026 Assay
Arya Pharmalab Pvt.
Pantafast- DSR Ty ttd PFDC.01041 Apr. 2024 Mar.2026 Assay
Aglowmed Lid, .
Aglocef 1 G & Mumbai N192403 May.2024 OcL 2026 Sterility test
. Natior:al Healthcare
Calcifer Drops Pvt LidNepal | cLLF23014 | NOV2023 | o 9005 Assay
. National Healthcare
Calcifer Drops Pvi LidNepal | criraserz | 92023 | ooms Assay
Jestha i.omus Parenterals .
RL 500 ml Pyt Ltd. A0581030 Qct. 2024 Sep.2026 Sterility test
T.omus Parenterals .
B5% 500 ml Pyt Lid. AOI81004 Nov.2024 0ct.2026 Sterifity test
Curex
Povine Pharmaceuticals May 2024 Assay
Pve Ltd. L.P85-023 Apr. 2026
National Fealthcare
Calcifer Drops Pvt.lid. CLLF23014 Nov.2023 { Nov.2025 Assay
Royal
Pharmaceuticals Disintegration
Zinko fast DT Pyeltd. 76-10 Apr.2(24 Mar.2026 " Test
Lomus
Pharmaceuticals
Cetophen Pyt ltd. CTT-1624 Aug 2024 Jul.2027 Dissolution
i Royal sasa Nepal
Ashadh Pharmaceuticals Disintegration
Merpcef 200 DT Pvt.ltd. MET(50 Aug.2024 Jul. 2026 Test
Curex
Pharmaceuticals
Pantoloc Pvt.Ltd TPT-129(B) Dec.2024 | Nov.2027 Dissolution
Alliance
Pharmaceuticals .
A-One Pvt.Lid, Nepal ASHL-401 Nov.2024 Qct. 2026 PH
Curex
Pharmaceuticals
Povine Pvt.Ltd. LP4-157 Sep.2024 Aug,2026 Assay
National Healtkcare
Exod Pvt. Ltd Nepal EXLF 23093 Aug.2023 Feb,2026 Assay




Foft sitwfty s oo sl Seivet v fraET SRMRIRIEEST S TARET S Good

Laboratory Practice (GLP) 3?%'6 EELL

Name of the Pharmaceatical Date of audit Name of Auditors CAPA status
S.No. Industry/ Laboratory Address
'} |Nepal Research Laboratory (NRF) Birgunj 2081/09/16 CAPA submitted
Barsha Shakya .
2 | Everest Parenterals Pvt. Ltd. Birgunj 208140917 Susmita Marasini CAPA submitted
3 |Mational Healthcare Pyt Lid, Birgunj 2081/09/18 CAPA submitted
4 | Bhaskar herbaceuticals Birgunj 2081/10/08 CAPA submitted
5 }Quest Pharmaceuticals Birgunj 2081/10/07 Keshav Paudel CAPA submitted
Sadhana Dahal p
6 |Apex Pharmaceuticals Birgunj 2081/10M10 ' CAPA submitted
Nepal Pharmaceutical Laboratory Birauni 2081/10/10 CAPA submitted
7 |(NPL) suny
g | Pharmonics Life Sciences Pyt Ltd, Biratnagar 20811119 CAPA submitted
g [Amtech Med Pvt. Ltd Biralnagar 208171120 CAPA submitted
Reshma Shakya -
10 |Nippon Pharmaceuticals Pvt. Ltd " Biratnagar 2081711721 Purna Kumari)éhrestha CAPA not submitted
GLP nan-compliant as per|
: GLP report
Shiv Pharmaceutical Laboratories Biralnagar 2081711722 Letter was sent to DDA for,
{Dharan) !
further action
11
- Mahalaxmi-8, | 2081/12/07 Saraswali Dangol CAPA submitted
2 Accord Pharmaceuticals Ltd Lubhu, Lalitpur Puma Kumari Shrestha
| Kageshwori Barsha Shakya CAPA submitted
Lomus Pharmaceuticals Pvt, Ltd. Manohara, 2081712113 Purna Kumari Shrestha
13 Kathmaadu
. Babarmahal, 2081/12/19 Saraswati Dangol CAPA submiited
14 |Nepal Aushadhi Lid Kathmandu Nisha Shrestha -
5 Kasturt Pharmaceuticals (P.) Ltd Chitwan 208112126 CAPA submitted
. . 2081/12/25 CAPA submitted
16 Oim Megashree Phatmaceuticals Ltd Chitwan Arsn Khadka
Royal Sasa Nepal Pharmaceuticals Chi 2081712727 Bibek Shrestha CAPA submitied
: itwan i
17 |Pvt Lid.
18 Royal Pharmaceuticals Pvt, Lid, Chitwan 2081/12128 CAPA submitted
Everest Pharmaceuticals Pvt. Lid., 208240121 Laxman Bhandari CAPA submitted
(9 Bhaktapur Reshma Shakya '
Mahalaxmi 2082/01/25 Saraswati Dangol CAPA submitied
Sopan Pharmaceuticals Ltd Municipality- 8, Barsha Shakya
20 Lalitpur,
Deurali-Fanta Pharmaceuticals Pyt Dhapasi, 2082/0128 Bibek Shrestha CAPA submitted
L Kathmandu, Barsha Shekya
td, .
21 Nepal
L.omus Parenterals and Dhanu 2082/02/11 Arbind Baniya CAPA submitted
22 | Formulations Pvt. Lid, %, . Barsha Shakya
2 Supreme Healthcare Pvt. Ltd Bara 2082/02/13 CAPA subm.ltted
_ M.D.H. Pharmaceuticals Pvt. Lid. Bhaktapur 2082/03/02 Saraswati Dangol CAPA submitted
24 X Barsha Shakya
Ohim Pharmaceuticals Laboratories Bhaktapur 2082/03/01 Barsha Shakya CAPA submitted
25 |PviLad. P Reshma Shakya '
2082/03/05 Keshav Poudel CAPA submitted
Tizig Pharma Pvt. Ltd. Banepa _ Srijana Pokharel ’
26 Santosh Shrestha e
Multi Pharmaceutical Laboratories Kupondole, 2082/03/19 Reshma Shakya CAPA to be submitted
27 1Pyt Ltd. Lalitpur Purmna Kumari Shrestha
” : 2082/03/32 Laxman Bhandari CAPA to be submitted
Zest Laboratories and Research Bhaktapur, Ribek Shrestha

28

Center Pvt. Ltd,

Puma Kumari Shrestha
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| Global Reference Laboratories bvi. |

New Baneshwor

Lid.

2082103735 Samjhana Suwal
Sadhana Dahal

’ “CAPA to be submitted
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