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I NI 68 | Hepatitis I3 Immunoglobulin HI3IG 100 1
| Technical specification
| | 1. Each injection contains hepatitis B
| [ Immunoglobulin 100 1L
3 Number of ml per vial: 0.5 ml
] 3. Should be licensed under the provisions
| of drugs and cosmetics act and rules.
4. The product insert must indicate dosage
form (intramuscular injection) and the

| | drug content. The product should contorm
| 1o standards of 1P or any other
| pharmacopeia.
| 5. The label must indicate clearly the
| manufacturing and the expiry daic.

General specifications

1. Standard shelf life: atleast 18 months at
| ihe place of dispateh to the consignee.

| | 2. Primary comainer: one vial/pre-filled

syringe with 0.3 ml

3 Label: It should be glazed label in

| | accordance with the statutory requirements s

per drug and cosmetic Act. The standard color

of the label as approved by WY HCP should be

used. Each label should have clearly marked as

| « Government of India supply. not for sale”™ on

primary packaging. The packaging

requirements must meet the GMP practices.

| 1t should be tested negalive for HBY, HIV,

HOW which will be printed on each unil packel.

| Amended Hﬁciﬁﬁlion

and labeling |

Amendments

| Ticpatitis 13 Immunoglobulin HBIG 100 1U

. Technical specilication

| 1. Fach injection contains hepatitis B
Immunoglobulin 100 I

| 2 Number of ml per vial: 0.3 mlor 1 ml

| 3. Should be licensed under the provisions of drugs

| and cosmetics act and rules.

| 4. The product insert must indicate dosage form

{intramuscular injection) and the drug content. The

product should conform Lo standards of [F or and

other pharmacopeia.

5. The label must indicate clearly the manufacturing

| and the expiry date.

General specilications

| Standard shelf life: atleast 18 months

of dispatch to the consignee.

2. Primary container: one vial/pre-filled syringe

with 0.5 mlor 1 ml.

3. LLabel: 1t should be glazed label in accordance

with the statutory requircmcnls as per drug and

cosmetic Act. The standard color of the label as

approved by NVHCP should be used. Lach label

should have clearly marked as = Government of

India supply. not for sale” on primary packaging.

at the place

the GMP practices.
4. It should be tested negative lor By, Hiv, HCY
| which will be printed on cach unit packel.

b

not deposit again for same ilems. In casce of
| 20000/ cach item subject 1o over all minumum

| along with details of empanelinent fee deposit.

Note:-

« It may be noted that if any further amendments are

and informed.
o JRest of the terms

w
3

e Those bidders who have already deposited bid security in
| with RMSCL. then the same can be considered for NI 03/2023 on reguest of bidders
ns hidders may submit bid security 1.¢. ks |
B

any additional iter
Rs 2.00 lacs and maximum Rs 5.00 lacs in
in favour of MD, RMSCL. payable at Jaipur or in Bank account of RMSCL.
Those bidders who have already submitied empancl fees Rs. 5000+ 18% GS T in previous tenders invited on
or after 01.01.2022 need not submitted empanelment fee again,

and conditions will remain the same.

form of 121
through Challan.

issucd then a eorrigendum will he published

Fxecculive

The packaging and labeling requirements must et

NIPQ 01/2022 and such bid security is still lving

" Dated:- F;r_ol 2227

/ applicant and need

however bidder has to submit a request






