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a robust infrastructure of academic, research, and healthcare institutions dedicated to Unani 
Medicine.
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BACKGROUND

Institute of Unani Medicine for Skin Disorders, Hyderabad is involved in 

formulations. The Institute has CCSEA (Committee for Control and Supervision 

GO/ReRc/S/2007/CCSEA). 

duration (i.e., 28-day, 90-day and 180-day) to establish the safety of Unani 

conducted in rats and mice as per AYUSH, OECD, ICH, and  Schedule-Y of 

compound Unani formulations. 

All studies were conducted after prior approval from Institutional Animals 
Ethics Committee of NRIUMSD Hyderabad, duly authorised and constituted 

15
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1 Preclinical Safety Evaluation of  
(classical and  

whereas SFJJ was orally administered at the doses of 506, 1,012 and 2,024 
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was observed in the blood biochemical parameters such as AST, ALT, ALP, 
total protein, albumin, bilirubin, creatinine and BUN between control and 

Publications
Husain GM, Ahmed SS, Azhar M, Siddiqui JI, Waheed MA, Kazmi MH. 

 (A traditional Unani Formulation) in rats. 
  



20

potential, the limit test as per OECD-425 was conducted at the dose of 5000 

50 of the 

version of 

of SFIU. Therefore, oral LD50

2 Preclinical Safety Evaluation of 
 and Sugar-Free Tablet 

Version of  
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respectively for 90 days. 

parameters and clinical biochemical parameters were found normal as 
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2015-2016
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3 Preclinical Safety Evaluation 
Studies on 

 (MK) is a compound Unani Pharmacopoeial formulation used in 
Salas al-Bawl (Urinary incontinence), 

 (Nocturnal enuresis),  (Premature ejaculation) and 
(Weakness of urinary bladder). This study was conducted to evaluate 

50

bw/day p.o. for 90 days. Control animals were administered with vehicle. There 
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observed in the blood biochemical parameters such as AST, Bilirubin, ALP, Total 

180-day or in control animals. Therefore, MK would be considered safe and the 

Publications
Khan MA, Urooj M, Razvi SH, Ahmed SS, Kazmi MH, Husain GM. 90-Days Repeated 

Disorders.  2018;10(3):311-320. 
 

: A Polyherbal Unani Formulation. 
Sciences. 2018;3(2):119-127.    



26

Preclinical Safety Evaluation  
Studies on 4

 (JS) is a compound Unani Pharmacopoeial formulation 
 (Palpitation), (Flatulence) 

and  (Insanity; false perception and hallucinations). This study was 
 (JS) in 

50

The present study was carried out to evaluate repeated dose 90-days oral 
The study was 
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pattern in both control and JS treated animals. The consistent observation of 

rats.

repeated administration for 180 days in SD rats. Animals were divided into 

for 180 days. After completion of 180 days blood samples were collected 

evaluation was carried out. 



28

parameters such as Albumin, Globulin, A/G Ratio, BUN, ALT, AST, Creatinine, 

Spleen, Adrenals, Kidney, Testis, Epididymis, Uterus and Ovaries in JS treated 

Publications
Khan MA, Urooj M, Thejaswini G, Ahmed SS, Kazmi MH, Husain GM. 180-Days 

of a Traditional Polyherbal Unani Formulation Jawarish Shahi in Rats. The 
https://10.31254/

phyto.2018.7502 
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Preclinical Safety Evaluation of 5
d (KF) is a 

compound Unani Pharmacopoeial formulation recommended for the treatment 
of Su-ul-Qiniya (anaemia with hypoproteinemia), 

 (weakness of brain/ cerebrasthenia), and (hepatic 

 (SD) rats.



30

p<0.05 vs. control) and ALP in low 
p<

dose (p< p<0.05 vs. control). However, 

and total bilirubin. Gross necropsy performed at the termination of the study 

of animals of both control and KF treated rats.

Based on the results of this study, it may be concluded that KF is safe at the 
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2016-2017



32

(KB) is a classical semisolid traditional Unani formulation 
clinically used as Mulayyin
and it is recommended for the treatment of Qab  (constipation),  (catarrh) 
and 

were comparable to that of control rats. Biochemical parameters such as AST, 

rats were comparable to that of control rats. No lesion or abnormalities were 

6 Preclinical Safety Evaluation of 
in Rats



PRECLINICAL STUDIES:  
A COMPENDIUM OF ABSTRACTS  (2014-2025)

33

of KB treated or control rats.

its clinical use in Unani system of medicine.



34

 (SDR) is a compound Unani Pharmacopoeial formulation 
recommended for the treatment of 

(obstructive jaundice), (ascites), and  (constipation). The 

study of SDR in rats.

day (i.e., 1X, 2.5X and 5X of therapeutically equivalent dose). Animals were 

collected from retro-orbital sinus puncture. Blood samples were subjected to 

2

Oral administration of SDR for 90 consecutive days did not cause any mortality 

animals.

Preclinical Safety Evaluation of 
 in Rats7
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35

Oral administration of SDR for 90 consecutive days at three dose levels did not 

trachea, stomach, small intestine, sternum and bone marrow, testes/ uterus and 

Publications
Husain GM, Ahmad T, Fatima SH, Javed G, Kazmi MH, Urooj M. 90-Days 

 (A Hepato-protective 

18.  



36

 

(MN) is a compound Unani Pharmacopoeial formulation 
mentioned in the National Formulary of Unani Medicine, Part-I and other 

of  (melancholia),  (colic), and (hysteria). 

time points. After completion of 180 days, blood samples were collected 

evaluation was carried out. 

Preclinical Safety Evaluation of 
in Rats8
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had an inverse relationship with dose. Further, the increased AST and ALT 

vs control). The increase in renal markers BUN and creatinine in various 



38

(JBS) is a polyherbal Unani formulation clinically indicated 
for the treatment of (Weakness of the stomach), 

 (Blind piles), (Flatulence) 
and 

rats after oral administration of JBS for three months. There were no abnormal 

Preclinical Safety Evaluation of 
 in Rats9
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JBS-treated rats compared to vehicle control. Heart, brain, kidneys, spleen, 

administration for 90 days. As abnormalities were observed both in control and 

Publications
Urooj M, Reddy MA, Alam M, Kazmi MH, Husain GM. 90-days Repeated Oral 

 (A Polyherbal Unani Formulation). 
 

v25i4/23868 
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2017-2018



42

10.1 
 is a polyherbal coded Unani formulation clinically indicated for 

the treatment of renal dysfunctions and as nephroprotective. This study was 

. Therefore, oral LD50 of the 

1X, 3X and 5X of therapeutically equivalent dose, respectively). Animals were 

10 Preclinical Safety Evaluation 
of Coded Unani formulation 

 in Rats



PRECLINICAL STUDIES:  
A COMPENDIUM OF ABSTRACTS  (2014-2025)

43

and female rats after oral administration of  for 90 consecutive 
days. No incidences of mortality were reported in  treated 
male and female rats at any tested dose levels. There were no report for any 

 treated animals as compared 

 did not induce any alterations in relative 

not be attributed to the administration of test compound.

It may be inferred that repeated oral administration of  at doses 



44

 is a coded polyherbal Unani formulation intended to treat kidney 

potential of 

samples were collected for estimation of serum biomarkers (BUN, creatinine 

sample was collected for the estimation of micro-albumin level. Additionally, 

cisplatin control (6/8) and 
control. Only one rat in 

11
Nephroprotective Activity of 

 Coded Unani 
Formulation Against Cisplatin 
Induced Acute Renal Damage in 
Experimental Animals
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with  in 3 consecutive animals, treatment to further animals was 
th day and necropsy was 

. Therefore, oral LD50

of the 

of coded Unani formulation 
 was orally administered 

of therapeutically equivalent dose, respectively). Animals were periodically 

and feed consumption. After the treatment duration of three months, animals 

2

12 Preclinical Safety Evaluation 
of Coded Unani formulation 

 in Rats
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Oral administration of  for 90 days did not cause any adverse 

 treated rats compared to 

day in rats.
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47

 is a coded polyherbal Unani formulation intended to treat kidney 

potential of 

) at two 

for estimation of serum biomarkers (BUN, creatinine and Uric acid). Additionally, 

conventional serum biomarkers of renal functions like creatinine and BUN. The 

 

response of . It may be concluded that  may have an 
 induced 

Nephroprotective Activity of 
 Coded Unani 

Formulation Against Cisplatin 
Induced Acute Renal Damage in 
Experimental Animals

13



48

th day and necropsy was 

. Therefore, 
oral LD50 of the 

Safety of 

Preclinical Safety Evaluation 
of Coded Formulation 

 in Rats14
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female rats after oral administration of for 90 consecutive days. 

 treated animals 

 did not show 



50

 is a coded polyherbal Unani formulation developed to treat 

potential of 

collected for estimation of serum biomarkers (BUN, creatinine and Uric acid). 

, IL-1  and Kim-1. Urine sample was collected for 

Nephroprotective Activity of 
 Coded Unani 

Formulation Against Cisplatin 
Induced Acute Renal Damage 
in Experimental Animals

15



PRECLINICAL STUDIES:  
A COMPENDIUM OF ABSTRACTS  (2014-2025)

51

in 
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2018-2019



54

 (MMB) is a compound Unani formulation clinically indicated 
for the treatment of (Polyuria), (semenorrhoea) and 

 classical as well 

was stopped. Blood samples were collected on 15th

. 
Therefore, oral LD50

16 Evaluation of  
and its Hydroalcoholic Extract
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samples were collected from retro-orbital sinus puncture. Blood samples were 

2

pancreas, stomach, and sternum was normal in MMB and vehicle treated rats.

 

abnormalities. Based on the results of this study, MMB may be considered safe 



56

(MMB) is a compound Unani formulation used in Salas 
al-Bawl (urinary incontinence), (nocturnal enuresis), and 

urine output, saluresis, and natriuresis in rat.

p

reduction in urine output and both doses and resulted around 22% and 13.5% 

p +, K+ and 
Cl compared to vehicle control. A pattern of reduced urine Na+

(p<
p<0.05) in urine K+

activity (Na+ and Cl ), natriuretic activity (Na+/K+
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57

p<0.001) 

It may be concluded that MMB and MMBE have reduced urine output in rats 

enuresis.

 (MMB) is a compound traditional polyherbal Unani 
formulation indicated for the treatment of urinary and kidney disorders. The 

th, 20th

and 21st day. At the end of study biochemical parameters (liver and kidney 



58

-  (QD) is a polyherbal Unani formulation. It contains 
(Rheum emodi),  (sulphates of Iron),  (
Roscoe), (Acacia arabica). DM is indicated for 

-

to further animals was stopped. Blood samples were collected on Day-15 

- . Therefore, oral LD50 of the -

Studies on and its 
Hydroalcoholic Extract in Rats17
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-

-

control and QD-treated rats. Gross necropsy of QD-treated or control animals did 

-  (QD) is a polyherbal Unani formulation used in conditions like 
anaemia. The aim of the current study was to validate the use of QD and its 

for the assessment of erythropoietic activity.



60

-  (QDE) 
was obtained from crude formulation (QD) with ethanol and water (1:1, v/v). 

started from day-8 and continued till day-22. Blood samples were collected and 

in RBC (p<0.01), Hb (p<0.05), WBC (p<0.05), and HCT (p<0.05) compared to 

p

lower (p
p<0.001) in WBC 

for erythropoietic activity.

Publications

of , A Traditional Unani Formulation in Cyclophosphamide Induced 

https://10.31031/ACAM.2020.06.000635 
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G n‘Ambar l

to further animals was stopped. Blood samples were collected on 15th day for 

of KGAJOS. Therefore, oral LD50 of the KGAJOS in the female Wistar rats was 

W

n‘Ambar l
(KGAJOS) has been conducted in rats as per limit test method. 15 Male and 

and mortality twice daily. Detailed clinical observations were made, once before 

Evaluation of  18



62

samples collected from retro-orbital sinus under anaesthesia. All rats were 

th & 6th
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with PTI and PI) if considered individually, were present in equal frequency in 

compound administered.

n‘Ambar l  (KGAJOS) is a polyherbal 
compound Unani Pharmacopoeial formulation described in various traditional 

(tonic for brain, heart, liver and 
stomach) and is used in epilepsy,  (infantile epilepsy) and 

memory is not established.

n‘Ambar l

equivalent to 0.5X, 1X and 1.5X of therapeutically equivalent dose) were 

path of mice in pool as per standard protocol. 



64

respectively). Latency to reach the platform quadrant (escape latency) was 

vehicle.

Publications
Husain GM, Nadeem M, Javed G, Urooj M, Alam M, Reddy MA, Kazmi MH. A 

Ars Pharmaceutica. 2021;62(1):6-14.  
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65

 (MIQ) is a compound Unani formulation used as brain tonic. Acute 

p<0.01) in 
time spent in platform quadrant in piracetam treated mice compared to vehicle 

p<0.05) increased the time spent 

reduced (p

(p
not alter the distance travelled by mice in platform quadrant at any tested dose 
level compared to vehicle.

19 Preclinical Evaluation of 



66

 (MN) is a compound Unani Pharmacopoeial formulation 
mentioned in the National Formulary of Unani Medicine, Part-I and other 

of  (melancholia),  (colic), and (hysteria). 

was carried out to evaluate the antiepileptic and antidepressant activity of MN 

Electroshock (MES) - Induced Convulsion in SD rats. Animals were divided 

oral administration of vehicle and test formulation (MN) and 30 minutes after 

20
Antiepileptic and Antidepressant 
Activity of Classical form and 
Hydro-alcoholic Extract of 

in Experimental Animals
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The results showed that there was a decrease in clonic convulsion and 

p<0.05 or p<0.01) were observed in positive 
control animals treated with diazepam as compared to control animals for all 
measured parameters. The seizure score of epileptic behaviour measured 

 < 0.01). The results 

depressed patients.

Publications
Urooj M, Husain GM, Nadeem M, Naikodi MAR, Alam M, Kazmi MH. Antiepileptic 
and Antidepressant Activity of Majoon Najah (A Traditional Unani Formulation) 

2020;10(3):396-401. DOI: https://10.5330/ijpi.2020.3.70 
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2019-2020



70

 (QD) is a compound Unani formulation considered as 
and used for treatment of worm infestations. Presently, no data is available 

 in Wistar rats. 

 in three consecutive animals, respectively 

50 of the  

 (QD) was orally administered at the dose of 50, 

21 Preclinical Safety Evaluation of 
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in both male and female animals treated with QD at all dose levels as compared to 

in both male and female rats at all three tested dose level as compared to control 



72

Preclinical Safety Evaluation  
of 22

th

oral LD50 of  in the female Wistar rats was estimated 

 (IMD) has been conducted 

animals were administered with equal amount of vehicle (water) only. Rats 

parameters were performed from the blood samples collected from retro-
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th & 
6th



74

23 Preclinical Safety Evaluation of 

 (JAN) is a compound Unani formulation considered 
as  (tonic for stomach and liver) and 
(appetizer). Its indications include , , 

rayn 

 in three consecutive 

th

Therefore, oral LD50 of the  in the female Wistar rats was 

 (JAN) was carried 
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There was no observation of any mortality after administration of JAN at 

female animals treated with JAN at all dose levels as compared to control 

spleen, kidney, heart, pancreas, testis or ovaries, stomach and brain of the 

bw in rats.



76

Preclinical Safety Evaluation of 24
 (ITZ) is a compound Unani formulation indicated for the 

 (melancholia) (catarrh), (cold)
 (colic) (Headache) and (constipation).  Presently, no data 

 in 

 in three consecutive 

th

bw. Therefore, oral LD50 of the  in the female Wistar rats was 

 (ITZ) was carried out 

ad-libitum) rats 
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samples were collected by retro-orbital puncture in the EDTA vacutainers (for 

female rats after oral administration of ITZ for 28 days. There was no report 

spleen, kidney, heart, pancreas, testis or ovaries, stomach and brain of the 





PRECLINICAL STUDIES:  
A COMPENDIUM OF ABSTRACTS  (2014-2025)

2020-2021



80

25 Preclinical Safety Evaluation of 

 (SBG) is a compound Unani Pharmacopoeial formulation 

of 

test substance was administered and animals were observed for lethality and 

th day and necropsy was performed. No 

Therefore, oral LD50 of the SBG in the female SD rats was estimated to be 

equivalent dose, respectively) for 28 days. Control animals were administered 
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81

ad-libitum) rats were anaesthetized with 

serum vacutainers (for biochemical analysis). Subsequently all animals 

female rats after oral administration of SBG for 28 consecutive days. No 

rats as compared to control treated animals. All observed values remained 

tested dose level.



82

Preclinical safety evaluation of 26
(SKH) is a compound Unani Pharmacopoeial formulation 

referred as Dafa-e-Humma
(measles), T  (Typhoid) and 

th day and necropsy was performed. No 

Therefore, oral LD50 of the SKH in the female SD rats was estimated to be 

for 28 days. Control animals were administered with water as vehicle. Body 
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male and female rats after oral administration of SKH for 28 consecutive days. 

in both male and female rats at all tested dose level as compared to control 



84

27 Preclinical safety evaluation of 

 

(KASU) is a compound Unani 
Pharmacopoeial formulation included in National Formulary of Unani Medicine-

 (tonic for heart 
and brain). Its therapeutic uses include  (palpitation), 

Sill (tuberculosis). No data is 

th

50 of the KASU in the female SD rats was estimated 

 

(KASU) was performed in SD rats. Animals were randomly allocated into 

of therapeutic equivalent dose, respectively) for 28 days. Animals of control 
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85

completion of 28-days, blood samples were collected under anaesthesia for 

evaluation. 

of KASU treated rats were comparable to respective vehicle control animals. 

decrease in cholesterol level was observed at all tested dose levels of KASU 

adrenals, kidney, testis, epididymis, uterus and ovaries in KASU treated rats 



86

Preclinical safety evaluation of 28
feasible dose and about 10X of therapeutically equivalent dose) as per OECD 

th day and 

50 of 
the 

respectively) for 28 days. Control animals were administered with 0.30% 
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88

Preclinical safety evaluation of 29
Capsule 

th day and necropsy was 

50 of the  in the female SD rat 

respectively) for 28 days. Control animals were administered with 0.30% 
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of CNaz treated rats were found almost comparable to their respective control 

male or female rats at any tested dose level as compared to vehicle control 
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2021-2022
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Preclinical Safety Evaluation of 30
 (JAS) is a traditional polyherbal compound Unani 

Pharmacopoeial formulation. It is mentioned as (tonic), 
(carminative), and  (induce constipation). It is indicated for the clinical 
treatment of (weakness of the stomach),  (weakness of 
the liver),  (weakness of the heart),  (palpitation), 
Mi‘da   (bilious diarrhoea). 

th day and necropsy was performed. No treatment related 

50 of the JAS in the female SD rats was estimated to 
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female rats after oral administration of JAS for 28 consecutive days. There was 

male and female rats at all tested dose level as compared to control animals 

thyroid, spleen, adrenals, testes, ovaries, uterus, stomach, and small intestine 

dose level as compared to control animals. Both, vehicle control and JAS 

frequency and pattern. Therefore, JAS would be considered safe based on 
above observations.
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Preclinical Safety Evaluation of 31
 (JOS) is a traditional polyherbal compound Unani 

Pharmacopoeial formulation. It is mentioned as induces Constipation) 
and (Stomachic). It is indicated for the clinical treatment 
of (Diarrhoea),  (poor 

50 of the JOS in the 

of

same for  and  as both studies were 
conducted simultaneously. JOS was orally administered at the dose of 500, 
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treated rats compared to vehicle control rats. The JOS treated animals did 

any tested dose level as compared to control animals. JOS treatment did 

treatment. Hence based on the above observation JOS would be considered 
safe at therapeutically used level and NOAEL of JOS will be considered as 
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Preclinical Safety Evaluation of 32
 (JK) is a compound Unani Pharmacopoeial formulation. Its 

reported actions include  (absorbefacient), and 
(carminative). It is indicated for the clinical treatment of 

e-Meda (hyperacidity), (hiccups), Qeela Maeeya (hydrocele), 
Mi‘da  (constipation). 

feasible dose) as per OECD-425 was conducted. Animals were administered 

th day and 

50 of 

 

therapeutic equivalent dose, respectively) for 28 days. Control animals were 
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and female rats after oral administration of JK for 28 consecutive days. There 
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33 Preclinical Safety Evaluation of 

 (SZH) also known as Tiryaq-i-Pechish is a traditional compound 
Unani Pharmacopoeial formulation. It is mentioned as 
(deobstruent), and (carminative). Its therapeutic uses include 

th day and necropsy was 

50 of the SZH in the 

 (SZH) in rats.

study duration. Detailed clinical observations were made periodically to detect 
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and female rats after oral administration of SZH for 28 days. There was no 

male and female rats at any tested dose level as compared to control animals 

dose levels as compared to normal control animals. All tested biochemical 

liver, spleen, adrenals, kidney, testis, epididymis, uterus and ovaries of SZH 
treated animals.

Therefore, SZH would be considered safe based on above observations.
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34 Preclinical Safety Evaluation of 

 (SZM) is a traditional polyherbal compound Unani 
 (productive 

Dama

compound Unani formulation. This study was undertaken to evaluate acute oral 

Therefore, oral LD50
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parameters in both male and female rats as compared to control treated 

3/μL). All tested 

not considered as treatment related. Therefore, SZM would be considered safe 
based on above observations and NOAEL of SZM may be considered as 10 
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Preclinical Safety Evaluation of 35
Sharbat-i-I‘j  (SEJ) is a traditional polyherbal compound Unani formulation 

(Antitussive). It is indicated for the treatment of  (Catarrh) 
and 
potential of Sharbat-i-I‘j

15th

oral LD50
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of 3, and 5 animals (50%) showed a low score of 1. Four animals (40%) of SEJ 
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Preclinical Safety Evaluation of 36
b (SUN) is a traditional polyherbal compound Unani 

 (SUN) 

oral LD50

oral route at 

of therapeutic equivalent dose, respectively) for 28 days. Control animals were 
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in both male and female rats at any tested dose level as compared to control 

such as brain, heart, liver, spleen, adrenals, kidney, testis, epididymis, uterus 

used dose level.
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37 Preclinical Safety Evaluation of 

 (ITS) is a traditional polyherbal compound Unani Pharmacopoeial 

It is indicated for  (Syphilis), 
(Headache), 

th day and necropsy was performed. No treatment related 

50 of the ITS in the female SD rat was estimated to be 

In the absence of data on safety of this compound Unani formulation, a study 
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level as compared to control animals. Therefore, ITS can be considered safe 
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38 Preclinical Safety Evaluation of 

h (STS) is a traditional polyherbal compound Unani 
(Resolvent) and (attenuant). 

It is indicated for the treatment of  (Tonsilitis), 
 (Catarrh), 

h

th day and necropsy was performed. No 

50 of the STS in the female SD rat 

In the absence of safety data on repeated administration, a study was 

equivalent dose, respectively) for 28 days. Control animals were administered 



PRECLINICAL STUDIES:  
A COMPENDIUM OF ABSTRACTS  (2014-2025)

111

(p<0.05) decrease in AST level was noted in females at STS-4 and STS-10 

Therefore, STS may be considered safe based on above observations.

Publications (Oral Presentation)
Urooj M, Husain GM, Munshi YI, Ahmed NZ. Preclinical Safety Evaluation of 
Sharbat-e-Toot Siyah: A  L. based Unani formulation. 44th Annual 
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39 Preclinical Safety Evaluation of 

 (MMA) is polyherbal compound Unani Pharmacopoeial 

of  (Acne, Pimples), Dummal (Furuncles, Boil), 
(Syphilis) and 

th day, all three animals were 

50 of 
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dose, respectively) for 28 days. Control animals were administered with 

like brain, thyroid, adrenals, heart, sternum, spleen, stomach, small intestine, 



116

Preclinical Safety Evaluation of 40
 (SM) is a traditional polyherbal compound Unani 

(Aphrodisiac), 
(semen inspissant/ increases viscosity of semen). It is 

indicated for the treatment of 
(semenorrhoea), (Premature ejaculation), 

potential of 

50 of SM in the female SD rat is estimated to be 

was orally administered as aqueous suspension at the dose levels of 600, 

equivalent dose, respectively) for 28 days. Control animals were administered 
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male rats treated with SM at all three tested dose levels, compared to vehicle 
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41 Preclinical Safety Evaluation of 

s (MSUR) is a traditional herbo-mineral compound 

(Cardiotonic). It is indicated for the treatment of  (Weakness of 
the heart) and 

s

treatment. Five consecutive animals were tested and no lethality was observed 

15th

50 of the 

animals which received water 
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female rats treated with MSUR at all three tested dose levels compared to 

kidneys, thyroid, heart, spleen, stomach, pancreas, small intestine, adrenals, 
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42 Preclinical Safety Evaluation of 

(HGA) is a traditional polyherbal compound Unani 

(Resolvent). It is indicated for the treatment of 

of

days post-treatment. Five consecutive animals were tested and no lethality 

th day and necropsy was performed. No treatment related 

50 of HGA in the female SD 
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like brain, thyroid, adrenals, heart, sternum, spleen, stomach, small intestine, 
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43 Preclinical Safety Evaluation 
of Coded Unani Formulation 

.

Title of IMR Project:
 and  study.

PI:
Rafeeqi, R.O. (Biochemistry)

Co-I:

. Therefore, oral LD50

of the 

 is used clinically in Unani system of medicine, there is no 

rats.
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 was orally administered 

ad libitum) and blood samples were collected from retro-orbital sinus under 

blood cell count (WBC), haematocrit (HCT) and platelet (PLT) were analysed 

Treatment with 

observed in 

 treated animals compared with control. No 

 may be considered safe 



126

Publications
1. Ghali SK, Chakraborty A, Pallapolu P, Rafeeqi TA, Husain GM, Javed G, 

with 
and Eclipta alba Based on Poly-Herbal Formulation. Journal of 

/10.1080/22311866.2021.1908164 

2. Ghali SK, Rafeeqi TA, Husain GM, Javed G, Waheed MA, Kazmi MH, 

Plus. 2022;2(4):100333.  
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44 Evaluation of Coded Unani 
Formulation .

Project Title: 
 and  Study.

PI:
Rafeeqi, R.O. (Biochemistry)

Co-I:

 

 in three consecutive 

50 of the  in 

 is used clinically in Unani system 

 in rats.
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 was orally administered at the limit dose of 2,000 

Treatment with 

increased in both male and female rats treated with 

animals in 

10 times of Therapeutically Equivalent Dose) in rats.

paw oedema model. Protocol of the study was approved by the Institutional 
Animals Ethics Committee vide protocol no. CRIUM/IAEC/2015/01/P03. Animals 
were provided with standard feed pellets (SAFE diet, France) and water ad libitum, 
unless stated otherwise. Animals were acclimatized to the laboratory conditions 
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recommended therapeutic dose of UNIM-301 in Unani system of medicine is 

or  suspended in the same volume of 0.3% CMC to insure uniform 
hydration. One hour after oral administration of test formulation or vehicle, 

with permanent marker at the level of the lateral malleolus and immersed in 

compared with the volume measured immediately after injection of the 

volume was calculated.

Oral administration of 
p<0.01) reduced the oedema only at 6h after 

 was 
p<0.01 or p<0.001) the oedema at 3, 6 and 24 

(p
injection. Percent inhibition of mean paw volume by indomethacin was always 
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 possesses 

be conducted to identify the mechanism of action and role of various active 

Publications
1. Husain GM, Urooj M, Rafeeqi TA, Chakraborty A, Kazmi MH, Javed G. 

 

2. Lahari K, Ghali SK, Rafeeqi TA, Husain GM, Waheed MA, Javed G, 

https://doi.
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45 Evaluation of a Classical 
Unani Formulation for Putative 
Anticancer Activity.

PI: Dr. Gulam Mohammed Husain,

Co-I: Dr. Tasleem Ahmad,

countries. Several types of cancer are preventable and treatable, provided 

derivatives such as etoposide and teniposide, and vinca alkaloids such as 

A compound polyherbal Unani formulation (PUF) mentioned in classical 
 for the purpose of evacuation of  in the chapter 

of 

Qualitative tests were performed for the presence of phytoconstituents like 

Foundation-7; breast adenocarcinoma), and B16F10 (mouse melanoma) cell 
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50

50

Publications

Remedies. 2025;25(3):551-565. DOI:  
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46
Evaluation of Anti-pyretic, 

Anti-thrombocytopenic and 
Immunomodulatory Activity of 
a Polyherbal Unani Formulation 
for Dengue.

PI: Dr. Gulam Mohammed Husain

Co-I: Dr. Mohd Urooj,

An Intra Mural Research project was conducted at NRIUMSD Hyderabad 

hepatoprotective, anti-thrombocytopenic and immunomodulatory potential of a 

conducted in rats to ascertain the safety of PUFD on repeated administration. 
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developed and it will be used as a quality benchmarks for PUFD. In in vitro 
50

observed 30 min (after oral administration) onwards and continued till 4-hr. 

phase (15-45 min, post injection). Results indicate that indomethacin and 
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induced thrombocytopenia in rats. Rats were treated with PUFD 250, 500 and 

and day-15. Platelet count was measured before and after treatment. Rats 

3
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Immunomodulatory potential of PUFD was evaluated in Swiss Albino mice 

Hypersensitivity (DTH) method. In both methods cyclophosphamide was used 
for immune suppression and Sheep Red Blood Cells (SRBC) were used as 

Based on the data of present study, PUFD may be considered safe without any 

hepatoprotective, moderate anti-thrombocytopenic activity and humoral 

adjuvant therapy to available treatment options in mild to moderate cases 

 and 

Publications (Conference Presentations)
Antipyretic and 

th International Conference of Laboratory 
Animal Scientists’ Association (LASA), India, on “Animal Models for One 

rd & 4th June 2022.

Hepatoprotective, anti-thrombocytopenic and immunomodulatory activity 

fever. Conference on “Innovative approaches in Laboratory Animal 

th April 2023.
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Pharmacology and  
Toxicology Laboratory

Regional Research Institute of  
Unani Medicine, Srinagar

Jammu and Kashmir
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BACKGROUND

Animal Holding Facility

Re/S/2006/CPCSEA, dated 14/03/2016.

MD (Ilmul Advia) students carry out the research project on preclinical studies.
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1 Preclinical Safety Evaluation of 

 was studied at the dose level of 

monitored on daily basis.  Animals were observed carefully for any behavioural 

control female rats.
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 study of  was studied at the dose level 

the normal appearance of the tissues. The biochemical parameters are also 

found to be in normal architecture.

 was conducted at a dose 

administered orally once daily for 90 consecutive days.
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assessed on a weekly basis.

indicated that 

repeated oral administration for 90 days.

Publications
Ghazanfar K, Ahmad Dar S, Akbar S, Nazir T, Hamdani M, Siddiqui KM, Kumar 
P, Masood A. Safety evaluation of Unani formulation: capsule Shaqeeqa in 

 2016; 2016(1):2683403
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2 Preclinical Safety Evaluation of 
.

 was conducted at a dose level 

In treated male rats, feed intake was found to be increased, while water 

analysis showed an increase in liver enzyme activity, particularly SGPT (ALT) 

related abnormalities in most animals however, in one male rat, the liver and 

and control female rats. The acute oral administration of  at 
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 was conducted at a dose 

administered orally once daily for 28 consecutive days.

and biochemical analyses. A complete necropsy was performed and major 

weekly while feed and water intake were monitored on a daily basis. In male 

Biochemical parameters were comparable to those of normal male rats 

treatment-related abnormalities. The repeated oral administration of Capsule 
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 was conducted at a dose 

administered orally once daily for 90 consecutive days.

weekly and feed and water intake were assessed on a weekly basis.

parameters in treated males were comparable to those of control animals. 

administration of 

Publications
Dar SA, Ghazanfar K, Akbar S, Masood A, Nazir T, Siddiqui KM, Kumar P. 

rats. Journal of Applied Pharmaceutical Science. 2015 27; 5(4):107-14.
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3 Preclinical Safety Evaluation of 

Capsule Siras was studied at the dose level of 2000 

monitored on daily basis. Animals were observed carefully for any behavioural 
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Capsule Siras was studied at the dose level 

animals respectively. 

Capsule Siras was conducted at a dose of 

at the tested dose.
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4 Preclinical Safety Evaluation of 

 was conducted at a dose level of 

feed consumption and water intake were recorded at baseline and at weekly 

comparable to controls and no treatment-related abnormalities were observed 
 was well tolerated at the 

tested dose.

 was conducted at a dose 

recorded weekly and feed and water consumption were assessed on a weekly 
basis.
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of 

 was conducted at a dose 

treated male and female rats respectively and were administered Capsule 

days.

were recorded weekly and feed and water intake were assessed on a weekly 
basis.
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feed or water intake.

The oral administration of 

female Wistar rats.
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5 Preclinical safety evaluation of 

 

 was studied at the dose level of 2000 

were also monitored on weekly basis. Animals were observed carefully for any 

the treated and control female rats.
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 was conducted in Wistar rats at 

and biochemical analyses. A complete necropsy was performed and major 

at the tested dose levels.

 

 was studied at the dose levels 

rats, were orally administered with 

water consumption and feed consumption were also monitored. The rats 
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normal appearance of the tissues. There were no deformity or lesions found in 

 when administered daily for a period of 90 

to be safe. 
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6 Preclinical Safety Evaluation of 
in Wistar Rats

administered once with 

 on water consumption and feed consumption was monitored and 
recorded on weekly basis. Animals were observed carefully for any behavioural 

of the treated male and female rats when compared with respective controls. 
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 was studied at the dose levels of 

administered with 

monitored on weekly basis. The male and female treated rats were found to 

. The liver and kidney 
. 

of male and female treated rats when compared with respective controls. 
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 was studied at the dose levels of 

administered with 

water consumption and feed consumption were also monitored on weekly basis. 
There was no mortality or morbidity found in any of the rats administered with 

consumption when compared with the respective controls. The biochemical 

 was found to be safe in acute, sub-

Publications
Showkat A. Dar, Mariya Hamdani, Khalid Ghazanfar, Tazeen Nazir, Akbar 
Masood, Khalid M. Siddiqui, and Seema Akbar. Acute and Sub-acute Oral 

Unani Medicine. 2017;12(2): 51-64.
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7 Preclinical Safety Evaluation of 

 on water consumption and feed consumption was monitored and 
recorded on weekly basis. Animals were observed carefully for any behavioural 
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in both male and female Wistar rats. The rats were randomly divided into 4 

weekly basis. The male and female treated rats were found to have a normal 

with the controls. The liver and kidney function test parameters were found 
. 

kidney, spleen, adrenal, testes and ovaries  of the rats at the dose level tested.
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 was studied at the dose levels 

were orally administered with 

feed consumption were also monitored on weekly basis. The rats were kept on 

. 
consumption when compared with the respective controls. The biochemical 

rats from respective controls. 

 was found to be safe in acute, sub-acute and sub-
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8 Preclinical Safety Evaluation of 

Sharbat-

 on water consumption and feed consumption was 
monitored and recorded on weekly basis. Animals were observed carefully for 

in both male and female Wistar rats. The rats were randomly divided into 4 
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consumption and feed consumption were also monitored on weekly basis. The 
 was found to be safe under these circumstances as no 

 was studied at the dose 

rats were orally administered with 



168

and feed consumption were also monitored on weekly basis. There was no 

. 
consumption when compared with the respective controls. The biochemical 

 was found to be safe in acute, 
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9 Preclinical Safety Evaluation of 

‘

treated male and female rats, were orally administered once with 

 on water consumption and feed consumption was monitored and 
recorded on weekly basis. Animals were observed carefully for behavioural 

 in 
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‘  
‘Araq-

treated male and female rats, were orally administered with 

on weekly basis. The male and female treated rats were found to have a normal 

. The liver and 

. 

of male and female treated rats when compared with respective controls. The 
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10 Preclinical Safety Evaluation of 

 on water consumption 
and feed consumption was monitored and recorded on weekly basis. Animals 

respective male and female controls respectively.
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administered with 

and feed consumption were also monitored on weekly basis. There was no 
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11
of Unani Pharmacopoeial 
formulations (UPF); 

 (QTS) & 
(AHB) with anti-

tuberculosis (CAT-I) drugs in 
adult Wistar albino rats

Unani Pharmacopoeial formulations: and 

rats. The study was conducted for 14, 60 and 180 days, respectively.  The rats 

control while Group II received only UPF. Group III received only CAT-I and Group 

days and the feed and water consumption were recorded alternately for 180 days 

was sent to RRIUM Chennai as laid down in the protocol.

Publications

pharmacopoeia formulations Qurs Tabasheer Sartani and Arq Hara Bhara with 

Medicine. 2021;18 (3):517-25.
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12 Preclinical Safety Evaluation of 

r was carried out at the dose levels 

were orally administered r

parameters of treated males and females were also similar to that of control male 

r when 
administered daily for a period of 28 days to albino Wistar rats at the dose of 1000 

consumption at the therapeutic dose level.
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13 Preclinical Safety Evaluation of 

 carried out at the dose 

rats, were orally administered with  for 90 days daily. The rats 

st 

 (at the dose level 

and water intake of treated rats.
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function tests like liver function test (LFT) and kidney function test (KFT) were 
 was 

 treated 
 treated 

male and female rats were comparable to those of respective controls.

 when administered daily for a period of 90 days to 

safe for oral consumption at the therapeutic dose level. 

Publications

e-Suranjan in albino Wistar rats. 
Medicine. 2018; 15(3).
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14 Preclinical Safety Evaluation of 

and Water consumption of rats was recorded initially and there after weekly. 

 was found to have 

water consumption of the treated male and female rats when compared with 
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  was carried at the 

treated male and female rats, were orally administered once with 

and Water consumption of rats was recorded initially and there after weekly. 

and water consumption of the treated male and female rats when compared 

with the controls. The liver and kidney function test parameters were found 
. 

when compared with respective controls. There was no treatment related 

dose level tested. 
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15 Preclinical Safety Evaluation of 
50% hydroalcoholic extract of 

, at the 

consumption of rats was recorded initially and there after weekly. Animals were 

 was found to 

water consumption of the treated male and female rats when compared with 
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, 

and Water consumption of rats was recorded initially and there after weekly. 

and water consumption of the treated male and female rats when compared 

with the controls. The liver and kidney function test parameters were found 
. 

when compared with respective controls. There was no treatment related 

dose level tested    



184

16 Preclinical Safety Evaluation of 

 
 Afa  was carried at the dose 

female rats, were orally administered once with  Afa  at the dose of 

recorded initially and there after weekly. Animals were also monitored for any 

treated male and female rats when compared with respective controls. There 

. The liver and 

. 

testes and ovaries of the rats at the dose level tested.
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17 Preclinical Safety Evaluation of  
50%  hydro alcoholic extract of 

 
 Afa was 

of  Afa

consumption of rats was recorded initially and there after weekly. Animals were 

of the treated male and female rats when compared with respective controls. 

. The liver and 

. 

testes and ovaries of the rats at the dose level tested.
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18 Preclinical Safety Evalauation of 
 

 

G n  (

administered once with 

and there after weekly. Animals were also monitored for any behavioural 
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n , was carried 

treated male and female rats, were orally administered once with 
G n

consumption of rats was recorded initially and there after weekly. Animals were 

of the treated male and female rats when compared with respective controls. 

. The liver and 

. 

testes and ovaries of the rats at the dose level tested.     
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19 Preclinical Safety Evaluation of 

and water consumption of rats was recorded initially and there after weekly. 

 was found to 

water consumption of the treated male and female rats when compared with 
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, was carried at the dose 

and female rats, were orally administered once with , at the 

recorded initially and there after weekly. Animals were also monitored for any 

treated male and female rats when compared with respective controls. There 

. The liver and 

. 
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20 Preclinical Safety Evaluation of  

Surfa

i-Surfa

and Water consumption of rats was recorded initially and there after weekly. 

 was found to have no 

in the feed and water consumption of the treated male and female rats when 
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 was carried at the dose 

female rats, were orally administered once with  at the dose of 

recorded initially and there after weekly. Animals were also monitored for any 

treated male and female rats when compared with respective controls. There 

. The liver and 

. 
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21 Preclinical Safety Evaluation of 

in both male and female Wistar rats. The rats were randomly divided into 4 

with 

and there after weekly. Animals were also monitored for any behavioural 

treated male and female rats when compared with respective controls. The 
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, was carried at the dose 

female rats, were orally administered once with , at the 

recorded initially and there after weekly. Animals were also monitored for any 

treated male and female rats when compared with respective controls. There 

. The liver and 

. 
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22 Preclinical Safety Evaluation of 

i.e., 14 days and 28 days respectively of acute and subacute study, the rats were 

water intake, feed intake values were also monitored. Animals who received 
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23 Preclinical Safety Evaluation of 

i.e. 14 days and 28 days respectively of acute and sub-acute study, the rats were 

water intake, feed intake values were also monitored. Animals who received 

behavior was observed. The other blood biochemical parameters, and all the 
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24 Preclinical Safety Evaluation of 

Saf f-i- was studied at 

water intake and feed intake were monitored on daily basis.  Animals were 

namely, SGOT and SGPT was increased in the treated female rats and their 

control female rats.
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 Saf f-i-  was studied 

were monitored on daily basis. The feed and water intake in both male and 

liver enzymes namely SGOT and SGPT was increased in the treated female 
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25 Preclinical Safety Evalaution of 

was studied at the dose level 

feed intake were monitored on daily basis. Animals were observed carefully for 

animals remained comparable to the controls, and their blood biochemical 

were also increased in comparison to the control female rats. The biochemical 
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 was studied at the dose 

were monitored on daily basis. The feed and water intake in both male and 

were also increased in comparison to the control female rats. The biochemical 
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26 Preclinical Safety Evalaution of 

 (HK) is a traditional polyherbal compound Unani Pharmacopoeial 

(hoarseness), 
 (chronic catarrh) and  
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27 Preclinical Safety Evaluation of 

is a traditional polyherbal compound Unani Pharmacopoeial 

indicated for the treatment of  

.

in La‘

La‘
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28 Preclinical Safety Evaluation of 

 Mulayyin (JOM) is a traditional polyherbal compound Unani 
Mulayyin

indicated for the treatment of (constipation) and  (poor 

considered safe for its intended use based on above observations. 

 Mulayyin was administered to the Wistar albino rats 

th

 Mulayyin
appears to be safe for oral consumption in Wistar albino rats.
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29 Preclinical Safety Evaluation of  

d (IKH) is a traditional herbo-mineral compound Unani 
(Carminative), 

 (stomachic) and  (nerve tonic). It is indicated 
for the treatment of (amenorrhoea), (haemorrhoids), 

 (constipation),  (poor appetite), 

or control animals were observed. Therefore, IKH would be considered safe based 
on above observations. 

d was administered to the Wistar albino rats 

th

d appears to be safe for oral 
consumption in Wistar albino rats.
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30
Acute toxicity study on Unani 
drugs used in Sub Clinical 
projects under Centre of   
excellence in 
(Regimental Therapy)

1. Daw

2.  

3.  r

4.  sh

Acute toxicity study: 
potential of Daw

r  and sh

50
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