Food & Drugs Control Administration

Office of the Commissioner
Block No. 8, 1st Floor, Dr. Jivraj Mehta Bhavan, Gandhinagar, Gujarat State

Reference: your application Application id:3992 Date: 07-09-2022.( Firm 1d:10299)

With reference to your application, this is informed you that your said application is
considered & following PRODUCT PERMISSION has been granted with terms and condition, under
the LICENSE NO:GA/706/A IN FORM OF 25E

PRODUCT NAME  : RASABAL TABLET

TYPE OF PRODUCT : Ayurvedic Proprietary Medicine
CATEGORY : TABLETS

COMPOSITION 2

Each uncoated tablet contains extracts of

Sr |Name Of Form of Reference Part Used Botanical Name Qty
No |lIngredients Ingredients :

ACTIVE INGRIDIENTS (EXTRACT OF)

1 INDRAYAVA DRY EXTRACT Arya Bhishak SEED HOLARRHENA 100
(AQUEQUS) ANTIDYSENTERICA | MG
2 PATOLA DRY EXTRACT Arya Bhishak ROOT TRICOSENTHUS 100
(AQUEQUS) CUCUMERINA MG
3 KATUKI DRY EXTRACT Arya Bhishak ROOT PICRORHIZA 100
(AQUEQUS) KURROA MG

Terms and conditions

1. Licensee should comply with all the provisions of Drugs & cosmetic Act,1940 & Rules 1945 as
amended time to time.

2. Licensee should abide by all the provisions of Drugs & magic Remedies (objectionable
Advertisement) Act,1954 & Rules 1955 as amended up to date.

3. Licensee should not manufacture any drug by a name belonging to another manufacturer,

4. The permission is granted subjected to condition that, the product is safe, stable & efficacious

for use in content of active ingredients, Excipients and pharmaceuticals aids used in
formulation. ;

5. Any addition thereto or any deletion therefore will not be carried out without permission of
Licensing Authority (Ayurveda).

6. Above product permission is granted based on undertaking submitted by you with application.

SEE Al No : 3992 Doc Id : 4929b594493faalf9586025452b2a018
J% AFORAYURVEDA PVTLTD

Licence No : GA/T06/A
ESE Print Date : 09/07/2022 12:26:15 pm 1/2




Joint Commissioner (Ayurved)
Food & Drugs Control Administration
Gujarat State, Gandhinagar

Signed by:KA
Dale: 2022409
+05:30



Shri Hari
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d | Doc No SN
cking details icines Batch Size & No 5kg; RsB-84
Clai elf-li 3 Years Stability Start Dt. | 30%93-2025
Stability End Dt. 10-11-2025 Report Release Dt. | 11-11-2025
Observation table:
Acceptance range | Initial Result (0 | 3 month 6 month
month) Result Result
Name Of Parameter Specification (As per API)
Dt.: 01-05- Dt.: 01-08- Dt.: 01-11- Result
2025 2025 2025
Description Brown to dark brown As per specification Complies Complies Complies Complies
color uncoated tablet complies As per API Stability
with characteristic odor Guideline
& taste
Wt. of 20 Tablets 7.00g 5% 7.10£25% 7.10gm 7.10gm 7.10 gm Complies
As per AP Stability
Guideline
Avg. wt. of Tablet 0.350g 5% 0.355+25% 0.355 gm 0.355gm 0.355 gm Complies
As per AP| Stability
Guideline
Uniformity wt. of Tablet | NMT 2 tablets should | Complies Complies Complies Complies Complies
deviate from 5% of an As per API Stability
average wt. of tablet Guideline
Total Ash NMT 7.00% 4.40+25% 4.40% 434 % 4.30% Complies
As per AP] Stability
Guideline
Acid Insoluble Ash NMT 5.00% 1.20+25% 1.20% 117 % 115% Complies
As per API Stability
Guideline
Hardness Not Less Than 2.00 | 3.60 25% 3.60 kg/cm? 3.60 kg/em? | 3.60 kg/cm? Complies
kg/cm? As per API Stability
Guideline
Friability Not more Than 1.00% 0.27+25% 027 % 0.26 % 0.25% Complies
As per API Stability
Guideline
Moisture Content Not More Than 5.00% 2.30£25% 2.30% 2.25% 234 % Complies
‘ As per API Stability
Guideline
Jisintegration Time Not More Than 30 min 20'30” #£25% 20°30” Minutes 2000 21'00" Complies
Minutes Minutes As per AP| Stability
Guideline
Vater Soluble Extractive | NLT 30.00 % 58.00+£25% 58.00 % 58.63 % 58.80 % Complies
'alue As per API Stability
Guideline
Icohol Soluble NLT 15.00 % 25.70£25% 25.70 % 25.56 % 25.40% Complies
xtractive Value As per API Stability
Guideline
APPROVED BY
SIGNATURE:

’B\.\u\)‘{f% 0P Thawerel,

j Ahmedabad-382 213.(Guj.)
dhe Estate, Near Canal, Tajpur Road, Changodar, . ‘ o . =
E:i:; .‘1;55{16-2?17-297 810, (Mob.) : 90330 67446, 90330 77446 | Web : www.lionayurvedic.com | Email : lion_ayurvedic@yahoo



Shri Hari
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5Kg; YRSB-84

| ines Batch Size & No
3 Years Stability Start Dt. | 38%a-2025
Stability End Dt. 10-11-2025 Report Release Dt. | 11-11-2025

Total Microbial Plate NMT 105 cfu/gm Complies As per - Nil cfu/gm Complies
Count specification As per AP| Stability

Guideline

Total Yeast & Mould NMT 103%cfu/gm Complies As per Nil cfu/gm Complies
Count specification : As per API Stability

Guideline

Staphylococcus aureus Absent Complies Asper - - Absent Complies
specification As per API Stability

Guideline

Salmonella sp. Absent Complies As per - - Absent Complies
specification As per API Stability

Guideline

Pseudomonas Absent Complies As per - - Absent Complies
aeruginosa specification As per API Stability

Guideline

Escherichia coli Absent Complies As per - - Absent Complies
specification As per AP| Stability

Guideline

Result:

The product is found Stable Up to 6 Months When Stored at 40°C +2°C & 75%+ 5% RH..

APPROVED BY

J.0.Thueleh

SIGNATURE:

Bhaveon

i Ahmedabad-382 213.(Guj.)
Plot No.1, Radhe Estate, Near Canal, Tajpur Road, Changodar, . ] e . |
PI'|00n:eJ : +91-2717-297 810, (Mob.) : 90330 67446, 90330 77446 | Web : www.lionayurvedic.com | Email : Ilon,ayurvedlc@yahoo com



-ﬁ/ﬁd -ﬁna[yﬂca/ Laboratories

Xavier's Ladies Hostel, Navrangpura, Ahmedabad-380 008, Gujarat, INDIA.

ard Floor, Silver Spring, Behind St.
mail: info.ayuaal@gmail.com Website ; www.altralab.in

Phone (0) : (079)-26405995, 06441946 E-
: Lic

ALTRA

Since 1959

AALIAI251103/019 _
Y SHOW E KOTAK MAHINDRA BANK,

Submitted B E%JSHTI HEFCY}EPSA 609, N SUBHASH G ABOV
mitte ; - , Nr 4
ubmitted BY: [PV RUKUL ROAD, MEMNAGAR, HASH CHAD -380052,,Ahmedabad
Name Of : i
Sample: RASABAL TABLET //
Generic
ki TABLET
Mfg By.: A FOR AYURVEDA
Supplied By : A FOR AYURVEDA ;
Mfg.Lic.No.. [GA/706-A Customer.Ref.No.: g JRECEIDL Date: _ [03/11/2025
Batch.No.: ARSB-84 Mfg Date: April-2025 Exp Date: ML_
Batch Size: 5 kg Sample Qty: 7 x 60 Tablet Method: . As per API
_|Condition of material: Satisfaction g:'oddeugf Packing - Materia HDPE Bottle
lSlarting Date: [03/11/2025 Ending Date: 10/11/2025 [COA Issue Date: 10/11/2025
Test Name
Description Brown coloured uncoated tablet.
Microbial Contamination . ;
Total Bacterial Count Nil cfu/gm NMT 100000 cfu/gm
Total Fungal Count Nil cfu/gm NMT 1000 cfu/gm
E.coli Absent Absent
S.aureus Absent Absent
Salmonella Absent Absent
P. aeruginosa Absent Absent

..... End of Report -

Report : In the opinion of undersigned the sample referred to above is of sta
defined in the Act and the rules made thereunder.

Note: Customer Asked For Above Tests Only.
Date of Issue 10/11/2025 :

( Note :

1.

. Total liability of our institution is limited to the invoice amount/ testing charges.

. This report is not to be reproduced wholly or in part and cannot be used as an evidence in the court of law and should not be used in any adverting medi
media

. Alldisputes are subjectto AHMEDABAD Jurisdiction.

The test resultreferonly tothe tested sample and applicable parameters, Endorsementof productis neither referred norimplied

without our special permission inwriting.

2
3
g j Sample analysis/testingare performed on request of customers and on the sample drawn & submitted by the party for analysis unless otherwise stated.
6
7
8

Altra Analytical Laboratories maintains strict confidentiality of all the i rece
third party unless required by the statutory or legal requiretr}r:em. analysis and test results of sample received and wil not reveal this information to

. Perishable samples would be destroyed after three months from the date of report/ unless otherwise agreed with the customer. Also retain sample will not

be returned unless otherwise agreed inwrit

J | ing.
' The sample is acceptable by us subject to our general conditions of services which is available on request. Attention is drawn to the limitation of liabilities;

indemnification and jurisdictional issues, etc. defined therein.

Testing Facilities for @

srhal s Siddha » Unani » Homeopath



SHREE NARNARAYAN AYURVEDIC PHARMACY

Plot No. 1, Radhe Estate, Near Canal, Tajpur Road, Changodar,
Dist — Ahmedabad — 382213. Gujarat (India)

CERTIFICATE OF ANALYSIS

Product : Rasabal Tablet Control No :FPSS1125
Packing : 60 Tablets Slip No :05/01
Batch No :ARSB-84 Testing Date :30-04-2025
Batch Size :5.00Kg Test Packing :60 Tablets
Mfg. Date : April —2025 Test Quantity : 60 Tablets
Exp.Date :March—2028 Test AsPer  :IHS/A.P.L
Mfg.lic.No :GA/706-A Release Date :01-05-2025
TEST SPECIFICATION RESULT

Description Brown to dark brown color Brown to dark brown color

uncoated tablet with characteristic
odor & taste

uncoated tablet with
characteristic odor & taste

Wt. of 20 Tablets 7.00g +5% 7.10 gm

Avg. wt. of Tablet 0.350g #5% 0.355gm

Uniformity wt. of Tablet NMT 2 tablets should deviate from | Complies
+5% of an average wt. of tablet

Total Ash NMT 7.00 % 4.40 %

Acid Insoluble Ash NMT 5.00 % 1.20%

Hardness Not Less Than 2.00 kg/cm? 3.60 kg/cm’

Friability Not more Than 1.00 % 0.27 %

Moisture Content Not More Than 5.00 % 230%

Disintegration Time

Not More Than 30 min

20'30” Minutes

Water Soluble Extractive Value

NLT 30.00 %

58.00 %

Alcohol Soluble Extractive Value

NLT 15.00 %

25.70%

Reference: IHS: In-house standard; A.P.l. Part—II, Volume = Il

Remarks: The sample complies with respect to above mentioned specifications.

Date of Completion

01-05-2025

Analyzed by

Bhuvedrn

Approved by

< P el




SHREE NARNARAYAN AYURVEDIC PHARMACY

Plot No. 1, Radhe Estate, Near Canal, Tajpur Road, Changodar,
Dist — Ahmedabad — 382213. Gujarat (India)

CERTIFICATE OF ANALYSIS

Product : Rasabal Tablet
Packing : 60 Tablets
Batch No : ARSB-84
Batch Size :5.00 Kg

Mfg. Date : April — 2025
Exp. Date :March—2028
Mfg.Lic.No :GA/706-A

Control No :FPS51125
Slip No :05/02
Testing Date :31-07-2025
Test Packing :60 Tablets
Test Quantity : 60 Tablets
Test AsPer :IHS/A.P.L
Release Date :01-08-2025

TEST

SPECIFICATION

RESULT

Description

Brown to dark brown color
uncoated tablet with characteristic
odor & taste

Brown to dark brown color
uncoated tablet with
characteristic odor & taste

Wt. of 20 Tablets 7.00g +5% 7.10gm

Avg. wt. of Tablet 0.350g +5% 0.355 gm

Uniformity wt. of Tablet NMT 2 tablets should deviate from | Complies
15% of an average wt. of tablet

Total Ash NMT 7.00 % 434 %

Acid Insoluble Ash NMT 5.00 % 1.17%

Hardness Not Less Than 2.00 kg/cm? 3.60 kg/cm?

Friability Not more Than 1.00 % 0.26 %

Moisture Content Not More Than 5.00 % 2.25%

Disintegration Time

Not More Than 30 min

20'00” Minutes

Water Soluble Extractive Value

NLT 30.00 %

58.63 %

Alcohol Soluble Extractive Value

NLT 15.00 %

25.56 %

Reference: IHS: In-house standard; A.P.l. Part— I, Volume = Il

Remarks: The sample complies with respect to above mentioned specifications.

Date of Completion

01-08-2025

Analyzed by

 haavedr

Approved by C,

<, P. Tkt




SHREE NARNARAYAN AYURVEDIC PHARMACY

Plot No. 1, Radhe Estate, Near Canal, Tajpur Road, Changodar,
Dist — Ahmedabad — 382213. Gujarat (India)

CERTIFICATE OF ANALYSIS

Product : Rasabal Tablet Control No :FPS551125
Packing : 60 Tablets Slip No :05/03
BatchNo :ARSB-84 Testing Date :31-10-2025
Batch Size :5.00 Kg Test Packing : 60 Tablets
Mfg. Date : April —2025 Test Quantity : 60 Tablets
Exp. Date :March-2028 Test As Per : IHS/A.P.L ‘
Mfg.lic.No :GA/706-A Release Date :01-11-2025
TEST SPECIFICATION RESULT
Description Brown to dark brown color Brown to dark brown color

odor & taste

uncoated tablet with characteristic

uncoated tablet with
characteristic odor & taste

Wt. of 20 Tablets 7.00g +5% 7.10gm

Avg. wt. of Tablet 0.350g +5% 0.355 gm

Uniformity wt. of Tablet NMT 2 tablets should deviate from | Complies
+5% of an average wt. of tablet

Total Ash NMT 7.00 % 4.30%

Acid Insoluble Ash NMT 5.00 % 1.15%

Hardness Not Less Than 2.00 kg/cm? 3.60 kg/cm?

Friability Not more Than 1.00 % 0.25%

Moisture Content Not More Than 5.00 % 234%

Disintegration Time

Not More Than 30 min

21'00” Minutes

Water Soluble Extractive Value

NLT 30.00 %

58.80 %

Alcohol Soluble Extractive Value

NLT 15.00 %

25.40 %

Reference: IHS: In-house standard; A.P.I. Part — I, Volume — Il

Remarks: The sample complies with réspect to above mentioned specifications.

Date of Completion

01-11-2025

Analyzed by

Vhavdh

Approved by

DR Tl




