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S.N. Dosage form Test Parameter Quantities Required
Initial Repeat Repeat Control
Test Test 1 Test 2 Sample

Assay +Identification+ Weight Variation 20 20
Dissolution 6 6 12
Uniformity of Content 10 20

1. Tablets Friability (For uncoated and average weight 10
greater or equal to 0.65 g) 100
Friability (For uncoated and average weight less | More than 10-tab
than 0.65 g) weighing 6.5 g
Disintegration 6 6
Assay + Identification+Weight Variation 20 20

2 Capsules Dis.soluti.on 6 6 12
Uniformity of Content 10 20 50
Disintegration 6 6

- Identification+Assay 2 2
3 Liquid Oral Fill volume variation 10 10 5
4 Powder for Oral | Identification+Assay 3 3
’ Liquid Fill volume variation 10 10 5

Identification+Assay 3 3
Fill volume variation 10 10 Large volume

5 Sterile Liquid for | Uniformity of content 10 30 =20

’ Injection Sterility test (for large volume > 100 m! 10 10 Small

Sterility test (for small volume < 100 ml 20 20 Volume=30
Bacterial Endotoxin (if required) 5 5
Identificationt+Assay 3 3




S.N. Dosage form Test Parameter Quantities Required
Initial Repeat Repeat Control
Test Test 1 Test 2 Sample
Fill volume variation 20 20 Large volume
Sterile Powder for Unifo.rmity of content 10 30 =20
6. Injection Sterility test (for large volume > 100 ml 10 10 Small
Sterility test (for small volume < 100 ml 10 10 Volume=30
Bacterial Endotoxin (if required) 5 5
Identification+ Assay 3 3
Eye/Ear Fill weight variation 10 10
7. Drop/Sterile —
Ointment Sterility 10 10 15
Microbiological Assay if required 2 tubes per API 2 tubes per API
. Identification+Assay . 3 3
Ointment/ - - -
8. Cream Fill weight variation 10 10 s
Microbiological Assay if required 2 tubes per API 2 tubes per API
Herbal Identification+Assay 3 3
9. Powder/Liquid/ Fill volume/Fill weight variation 10 10 1
Paste Microbiology 3 3
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1. Blological test of Drugs requiring use of animals
) Pyrogen Test, Safety test, Toxicity test etc. 700/- 1 3,000/~
2. Microblolopical tests and assays
0 Bacterial Endotoxin Test 5.000/-
{in Bioassay of Antiblotic (Each) g 800/~ 1,500/
(i) Microblological assay of vitamins(Each) 800/- 1,500/
) Sterility Test . 600/~ 3,000/« {Additional
’ . . 1000 }
3, Miceoblal Enumeration Test
i} Total bacterial count 600/ 1,000/-
) Fungal count 600/- 1,000/«
4. Tests for specified microorganism -
{i} For each otganism. 300/~ 2,000/
5. Vacelne Document study for lot reicase 1,800/~ 2,000/~
6, Test for particulate matter : 2,000/~
7. - Plyslochemical tests
Identification tests -
Chemical Methods: N :
{n Thin layer %mawmphy 250/- | 400/-
Instrumenital: .
{i) Microscopical 250/~ 400/~
{ii) Refractive Index 250/~ 400/~
Gl Optical rotetion 200/
) UV Spectrophstometer 250/- 400/-
{v) Gas Liquid Chromatography (GLC) 250/ 1,000/~
i) High Performance Uquid Chromatography (HPLC) 250/- 1,000/~
Vi) Atomic Absorption Sp&cuoscow{MS}pcr motal 500/-
vill) _Flame photometer per metal - ‘ 500/ |
{ls} Spectrofiuorometer. 500/-
03 infrared Spectroscopy IR} 3007-
| Uniformity of welght
A} Tablets . S0f 100/~
if} Capsules -7 100/~ 150/
i} Sachets 1507« 150/-
(W) Creams/Ointments 200/~ 200/-
Uniformity of Volure ’ 200/~
Specific Gravity/Welght per mi
o ti) With distillation 600/-
i . Without distillation 250/ ggg%
iph a3h -
;fr am 100/~
Acid Neut:a!fﬁﬁg capacity 400/~
Kot Fischer Thration [Water deta«ninazion} 500/
- Loss on Drying 300/«
Frighillty - 100/
Hardnass Test 100/~
| Leak test zooff '
m@gm Determination 1,000/< |
Adidvalue, lodine value, wnx&ie value, Saponification vzﬁue, - 1,000/-
scetyl value {Eac&»} A .
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Disintepration g

(i Teblets 250 400
i} Cawsules 250 400
{in) ___ Eneric coated Tablets * 100/~ 600/-
8. )&so!&:ﬁmm :
) U¥Spectrophotometer 400/~ 1,200/~ each,
£ach additional
. " API200/-
iy HAC 400/ 5,000/~
Each additional Each additional AP
AP 200/ 1,000/~
{ii) - Taration -+ 400/~ 1,000/~
ach additions! Eachadditional APt
- APY 200/~ 500/
9. - Uniformitvofcontent
() U¥spectrophotometer 1,400/~ 4,000/
- HAc 1.400/- 8,000/
(i) Tirstion 1,400/~ 3,000/
10, impurities
0] Umit tests for, tmpunﬁes (:hem‘ical) 300/
11, Refated substantes & lmpwitles
TLC method
] Without using reference standard 500/-
C{ii}. - Usingreference standard 1,000/- 1
Gos ggm?d Chfocmrogr wghy {GLC} :
- Without using reference standard{€ach Item) 800/~ 2500/
Mﬂm standard{Each Item) 800/ 1 3500/~ |
High Pedformonce Liguld Chromatography [RPLQ
{ vmmm using reference standard(€ach item) 800/- 2500/-
. sitg_reference standardggm:h Rem) 800/ ¢ 5000/-
12, Assay ’ ‘
Chemicel-.
(0 Titeation{€ach ltem) 1000/
Instrumentel. :
(i} UY Spectroscopy(Each item) 400/- 1,000/
{i) GLC {Each Item) 800/~ 2,500/~
{15} HPLC 800/~ 2,500/ {Each
additional AP1'L,000/-)
(i} AAS
a... Flametechnique per metal 1,500/
b.  Graphitetechnique per metal 2,000/
¢ Hydride Vapour Generator {HVG) Technique per meta! 2,000/«
v} . Flame Photometer per metal 1,000/
vi) __Spectrofluorimeter (Each item) 1,000/-
{vil}  Optieal rotstion 1,000/
-13. NML VIS0 person/class 1,000/-
14, B. Phacm Student tralning/day 1,000/
' A8, GLP certification charge/year 7%325»
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Month No. of Sample Manufacturer Batch Mfg Exp Non
Non- No. Date Date Compliance
compliant] parameter
sample
Nova Genetica | HL-5-77 | Jan.2024 | Dec.2025| Dissolution
Heliclar-500 Pvt.Ltd
Shrawan Lomus TZ3-0123 |May.2023|April.2026| Disintegration
) Pharmaceuticals time
TIDZ Pvt.Ltd.
Baccirub Handrub | Raman and Weil | BC1-25021] Feb.2025 | Dec.2026 Assay
Pvt.Ltd, India
Bhadra Ecorub Handrub Bioshields-(A | ECR24001 |May.2024|April.2027 Assay
division of Tulip
Diagnostics (
) P).Ltd.
Ashoj 0 i i i ) E i
Cetophen Lomus CT-1123 | Apr.2023 | Mar.2026 | Disintegration
Pharmaceuticals test
Pvt.Ltd
Kartik 2
Biocheck-CHG PSK Pharma 250788 | Jul.2025 | Jun.2028 Assay
Pvt.Ld, India




Mangsir

Cetophen

Rhatmhceutxcals
Pvt.Ltd

Jun.2023

May.2026

Dissolution
test

Rexamol

Curex
Pharmaceuticals
Pvt.Ltd.

TRX-695

[Nov.2024

Oct.2026

Dissolution
test

Poush

Levoflox-

500

Magnus Pharma
Pvt.Ltd

BB24001

May.2024

Feb.2026

Dissolution
test

Total number of non-compliant sample = 9

oM. 4. R0G3/63 HEW M div wrrwr it sy ar aRem v Refor wRoet Bawer

S. No. Product Name Method Reference Number
1. JUKAMAR-&0O (Albendazole Bolus) AMVS-IR-OCR /T3 AMV: 09
2. MATEMAR-{ 000 oxycloBOGR /T3 AP Q0%
3. PROGYMED &% Proges G 0GR /53 AP
3, 9. R063/53 HEv 3R Gy grwr @i yAnfieRer TRuest R
Month | No. of | Name of JqEHH! | Batch.No. Mfg. Date | Exp. AT
vaccin | Vaccine Date S
e lot
. release
Bivalent Oral | P.T 20500725 Feb.2025 | Feb.2027
Poliomyelitis - | Biofarma(Perse
Vaccine 10)
Bivalent Oral | P.T 20500825 Feb.2025 | Feb.2027
Poliomyelitis | Biofarma(Perse
Shrawan .
Vaccine o)
4 BCG Vaccine | Serum Insitute | 0374MA104 | Mar.2025 | Feb.2027
of India Pvt.Ltd Departme
BCG Vaccine | Serum Insitute | 0374MA105 | Mar.2025 | Feb.2027 nt of
of India Pvt.Ltd Health
Snake venom | Premium serum | ASVS-ILY- May.2025 | Apr.2029 | Service
Antiserum LP | and Vaccines 160 (DOHS)
Pvt.Ltd
4 Rabies Human 25URABO03S5 | May.2025 | Apr.2028
vaccine Biologicals
Bhadra Human LP Institute, India
Rabies Human 25URAB044 | May.2025 | Apr.2028
vaccine Biologicals
Human LP Institute,India
Vinrig Rabies | VINS 02AR25025 | Mar.2025 | Feb.2027
Antiserum Bioproduct
Ltd, India




BETD(Dipthe | Biological E 222601025B | Apr.2025 | Mar.2028
ria and tetanus | Limited, India
Vaccine)
Rabies Human 25URABO0S57 | July.2025 | Jun.2028
vaccine Biologicals
Human LP Institute,India
Measles and Serum Institute | 0115N006B | May.2025 | Oct.2027
Rubella of India Pvt.Ltd
vaccine
Measles and - | Serum Institute | 0115M029 Jun.2025 | Nov.202
Rubella of India Pvt.Ltd 7
Ashoj vaccine
CD.JEVAX Chengdu A202504C00 | 11-Apr-25 | Apr.2027
INJ Institute of 1-1
Biological
Products Co
Ltd
CD.JEVAX Chengdu A202504C00 | 11-Apr-25 | Apr.2027
INJ Institute of 1-2
Biological
Products Co
Ltd
Rabies Human 25URABO65 | Aug.2025 | Jul.2028
vaccine Biological
) Human IL.P Institute, India
Kartik Euvichol- EuBiologics Co | EUVS-25014 | July.2025 | Jul.2027
S(Inactivated | Ltd, Republic
oral cholera Of Korea
vaccine)
Euvichol- EuBiologics Co | EUVS-25015 | July.2025 | Jul.2027
S(Inactivated | Ltd, Republic
oral cholera Of Korea
vaccine)
Euvichol- EuBiologics Co | EUVS-25016 | July.2025 | Jul.2027
S(Inactivated | Ltd, Republic
oral cholera Of Korea
vaccine)
Mangsir - - - - -
Poush Bivalent OPV | PT Bio Farma, | 20502225 14-Jun-25 | 25-Jun-
Type 1 &3 (Persero), 27
Indonesia
Bivalent OPV | PT Bio Farma, | 20502325 12-Sep-25 | 17-Sep-
Type 1 &3 (Persero), 27
Indonesia

Departme
nt of
Health
Service
(DOHS)

Total no. of lot release of vaccine = 20
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