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DESIGN THINKING IN QUALITY CONTROL ;a:;fwrin;,w
OF PHARMACEUTICAL SUBSTANCE

» Empathize Understand challenges of herbal users. Engage farmers, manufacturers, and
patients to identify pain points like adulteration and lack of standardization.

» Define ::Define Reframe problems: Need reliable tests to ensure identity, purity, and potency
of herbal drugs. Core issue: Variability in plant materials affects safety and efficacy.

» ldeate : Ideate Brainstorm tests: Organoleptic, microscopic, physico-chemical. Explore
innovative tools like HPTLC for markers and WHO guidelines integration.

> Prototype & Test Prototype: Develop test protocols (e.g., microscopic slides for
authentication). Test Validate against adulterated samples to enhance compliance and quality.
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MIND MAP

Scope and Applicability >
General Test Types >
BASIC DRUG TESTING MANUAL < Objectives >
Types of Materials Covered >
Testing Procedures and Content <

Related Analytical Methods >

Reagents and Index >
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BASIC TEST IN QUALITY CONTROL LS
OF PHARMACEUTICAL SUBSTANCE
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Ensuring Pharmaceutical Quality

T

Quality Purity Identity

Assurance Verification Confirmation

Confirms the
absence of

Verifies the correct
substance is being

Ensures drug
substances meet
required standards.

are safe and
effective for use.

contaminants in
drug substances.

used.

Made with 2= Napkin
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DRUG PRODUCT j

DRUG SUBSTANCE
(API)

Pharmaceuical
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TEST PROCEDURES FOR
PHARMACEUTICAL SUBSTANCES

BACITRACIN ZINC

D. Bacitracin sensitivity test

8. pyogenes 8. agalactiae

No Zone of
Inhibition

Zone of
inhibition

5% Sheep Blood Agar Plate

Bacitracin sensitivity test
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AMIKACIN SULFATE

To apzn - Cut seal along detted line,

NSO,

HOC 0641-6167-1 RBx only Each mL contains 250 mg amikacin (as

sulfate), 0.66% sodium metabisulfite, 2.5%

= -
Aml ka c I n sodium citrate dihydrate with pH

adjusted to 4.5 with sulfuric scid.

Sulfate Injection, USP Usval Dosage: 15 maika/day

. : : divided into 2 or 3 2qual doses, IM.
equivalent to amikacin Do not exceed 1.5 grams daily.

READ ENCLOSED INSERT for IV
900 mg per 2 mL @RS
Store at 20° to 25°C (68° lo 77°F)

For Intramuscular or

10 x 2 mL Single Dose Vials hikma.

[See USP Controlled Room
Temperature].

Manufacturad by Hikma
Berkeley Heights, KJ 07922

(250 mg/mL)

Intravenous use
452-713-02

(D71005064 13167108
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CISPLATIN

R e =
T

1T e
Cisplatin

pOSE

STERILE SOLUTION FOR SINGLE
INTRAVENOUS | INFUSION USE OnLY

50mL
— \‘\\l\\\(‘\l\\ A \.:“ L8)
W ony
§)\ s\\ \\\\
“ r\.}'<ru’$.f RN r‘_,‘ ‘, o
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COALTAR
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FLUPHENAZINE DECANOATE

Manufactured by:

AR Sterile. — <
MO 68083476 0.1 Fxonly Each mL contains: Fluphenazine 5 Gland Pharma Limited
Fluphenazine Decanoate Decanoate USP 26 . ety i ©  Hyderabad -502307, INDIA
e mg as a preservative: sesame oil, q.S ML No: 2/MD/TS/2015/F/G
Injectlon, UsP Usual dosage: See package insert. 5
Store at 20° to 25°C (68° to 77°F);
12255 mg pe[5 mL excursions permitted to 15° to 30°C (59° 8 P SLAB-XXXXXX-XX |
(25 mg per mL) to 86°F) [See USP Controlled Room -
S
o

For Intramuscular or Subcutaneous Use. eMperature]. Protect from light Lot: e
(keep in outer carton). Un Varnish Area
The container closure is not made with Exp 15 x 8 mm

5 mL Multiple Dose Vial natural rubber latex.
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GALLAMINE TRIETHIODIDE

\
P [ (3
N SN
O — o— 5
TN 3 GH3CHZI
o N - ¢ Vo ow 30
S A
O — 0 gallamine
Ju NT\ triethiodide
gatlamine — E’)
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HYDROCORTISONE SODIUM SUCCINATE

o

Abbott

Rx

Hydrocortisone
Sodium Succinate

- Injection I.P. 100 mg

. Hydrocort™ 100

1 Vial
For LM. / L.V. Use Only
Single Dose
Combipack

R - 200

Hydrocort Inj 100mg
Hydrocortisone (100mg) 500 vials + WFf per case
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KETAMINE HYDROCHLORIDE

~

NDC 68083-504-01 Rxonly Each mL contains 11.53 mg Ketamine === N. Manufactured by:
Hydrochloride equivalent to 10 mg of e o [E Gland Pharma Limited
ketamine base and 6.60 mg of Sodium .= « === Pashamylaram, Patancheru,
= - Chloride with a pH range of 3.5 t0 5.5. = Hyderabad-502 307, India
Ketamine HVdI‘OGh|0I‘Ide Contains not more than 0.10 mg/mL — < M.L.No.: 01/SRD/TS/2022/F/G
T ' benzethonium chloride added as a — PSLAB-XXOOOXX-XX
lnlecnon, USP Ul preservative. Color of solution may vary from < g’)
colorless to very slightly yellowish and may s e S Seeaea .
200 mg/2[] mL darken upon prolonged exposure to light. 8 I
(10 mg/mL) This darkening does not affect potency. % Lot: :
Do not use if precipitate appears. -
For Slow Intravenous Usual Dosage: See full prescribing information. < : Un Varnish Area
or Intramuscular Use Store between 20°C to 25°C (68°F to 77°F); o 1 T —
excursions permitted between 15°C to 30°C —- = |
_ _ (59°F to 86°F). (See USP Controlled Room — S |
20 mL Multiple-Dose Vial Temperature.) Protect from light. — |
|
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LEVAMISOLE

Levamisole -

Wentily Teats
Description © A whae, Fygrostopit. crystaling powder, Chivacsersic odor,
Melting Polt | Aot 55°C.

Procedus

Dascron S [ g% o 2l U e
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LEVAMISOLE HYDROCHLORIDE

Tablets IP 150 mg.
Levamod-150
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MAGNESIUM SULFATE

o=}
=/ & N
Magnesium Sulfate Milky White Precipitate
Solution of Barium Sulfate

Adding small amount of Barium Chloride Solution
to Magnesium Sulfate Solution (which contains
dissolved sulfate ions in dilute hydrochloric acid).

BaCl, + MgSO, — BaSO, + MgCl,

* A milky white precipitate of barium sulfate is
formed which indicates presence of sulfate ions.
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MEDROXYPROGESTERONE ACETATE
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MEDROXYPROGESTERONE '
ACETATE 150mg/ml :

MECALE yopewsum

9 AM. Uge Ondy

Frurions




METHIONINE

Methionine

s (Cs Hn\ 0-S
CS 120107 x5 = 600535

' oo +
H" Y008 x 11 = 11 088
E R o

e I| Weight

‘ Og 159094:2 319988

Abren

\ Molecular

+7 +

i s n°°°//149 21304
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METHYLROSANILINIUM CHLORIDE

LG rITUTIONS

HSC\ *N./CHS
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PENTAMIDINE ISETIONATE 'S

FIrurions

O PENJYL-01

Preservative Free

Stenle.

Each vial contains

Pentamidine isethionate 300 mg.

Usual Dosage

See package Insert edinl isipdon aad |
Recormiitute vial contents with :
Sterfle Water for Injection or 5% 300 mg per Vial
Dextrose Injection only as direcled

in Package Insert Lyophilzed

Store dry 220" 1025°C

681 See LUSP Controled
ol [See s For Intramuscular or Intravenous Use

NDC 39822-3050-1

product and reconstituted Single-Doss Vial
soéution from lignt Discard unesed portion
Manufachared For:
X-GEN Pharmaceuticals, In X.C.‘.'E!! .
 Big Flats, NY 14814 ’ g 58 ]
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PENTAMIDINE MESILATE

Pentamidine Injection

- -

NOC 63323-113-10 e

Lyophilized
For IM or IV Use
Single-Dose Vial

ADIBOAD

Rx anky
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PREDNISOLONE SODIUM PHOSPHATE ) °

NSO,

r1orts

i Pharmacist: Dispense;n %ight.
3 light-resistant glass or PE
NDC 0121-0759-08 plastic containers as defined in
= the USP.
i ; USUAL DOSAGE: See
. _Prednisolone Sodium  J32EE G
H | | i
——  Phosphate Oral Solution  [%ompiete prescribing
— . WARNINGS: KEEP THIS AND
—_— ALL DRU ]
= C;~ 15 mg/5 ml' REACH OF CHILDREN.
=
= '\ assss—— | case of accidental overdose,
=N seek professional assistance or
— ? contact a Poison Control
—_— ALCOHOL FREE / DYE FREE Center immediately.
il U Store at 2° to 25°C (36° to
— 5 Rx Only 77°F). May be refrigerated.
——= *Each 5 mL (teaspoonful)
=4 8 ﬂ 0z (237 mL) contains 20.2 mg prednisolone
sodium phosphate (equivalent
10 15 mg prednisolone base) in
a palatable solution.
Manufactured by:
X0759080423 PAIl Pharma P aa by
\304/23 Greenville, SC 29605
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TAMOXIFEN BITRATE

FIrorions

—_— I —

Tamoxifen

Film-Coated Tablets

For oral use

08-11-2025 QCSH | BASIC TEST FOR DRUGS | MS. D.PRADEEPA | AP | SNSCPHS




[T}

VINBLASTINE SULFATE >

Frurions

NDC 63323-278-10 27810

vinBLAStine SULFATE

INJECTION

1 mg/mL
y
FATAL IF GIVEN INTRATHECALLY S{INL%%\QE"NE

FOR IV USE ONLY NiECTION
Tmg/mL

f .
0omL WAL ELE
Multiple Dose Vial 0 Use ouLY

ML wynipts o5 =

AP B G

08-11-2025 QCSH | BASICTEST FOR DRUGS|MS. D.PRADEEPA | AP |SNSCPHS




PYRIMETHAMINE

FIrurions

VAP T, S TP O R | NP, N, UYL WS |
- i ~N
o
- N .
NDC 43598-672-01 Each scored tablet contains + 8 ¢ :
25 mg of Pyrimethamine, USP. ;& P >
— 53 |
Pyrimetha mi ne Warning: Potent Drug — do not —; & g § :
— 500
T b' t U s P exceed recommended dosage. . 5 L
ablets, = 3:2 |
Store at 15° to 25°C (59° to ——wo 3388 :
25m g 77°F) in a dry place. — e g :
— alla) n:.
- - S I
Dispense in tight, light-resistant — A~
Rx 0n|Y container as defined in the USP. =: 2 z :
100 Tablets —_— 35% |
Usual Dosage: See B o5 |
accompanying prescribing E50°2
’ 0.0. information mw 2898 I
Dr.Reddy’s Qs ' £35 31
|

%
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CLASS ASSESSMENTS

1. Which of the following pharmaceutical substances is described as a brown-black or
black, viscous liquidwith a characteristic strong odour resembling naphthalene?

MNanlatin Iniant
Cisolatin Iniection [P

AN/ ¥4
Cisplasure 50
7NN e
Slaney
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CLASS ASSESSMENTS

2. State the melting point and physical appearance of Levamisole Hydrochloride as per its
identity test description.
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SUMMARY

> ldentity tests for 20+ substances rely on physical description (color, form, powder/liquid), odour
(characteristic, faint, or odourless), and hygroscopicity.

» Key examples: Coal Tar (brown-black viscous liquid, strong naphthalene-like odour), Cisplatin (yellow
powder, very toxic), Levamisole HC| (white powder, melts ~228°C).

» Bacitracin Zinc is a zinc-polypeptide complex from Bacillus subtilis; Fluphenazine Decanoate appears
as pale yellow viscous liquid or oily solid.

» Melting point specified for select drugs (e.g., Pentamidine Isetionate ~190°C, Tamoxifen Citrate
~142°C with decomposition).

» Tests ensure identity, purity, and safety; toxic substances (Cisplatin, Vinblastine Sulfate) require

careful handling
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THANK YOU
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