Rerala State Homoeopathic Co-Operative Pharmacy Ltd.
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Supplier's Copy

USER REQUIREMENT SPECIFICATION

Name of the Company 1| :
i i i
; Contact Person 2 § |
;‘- Address E
Contact Details ! :

| Department |t | Production Areas

| Equipment and Code No. : | 55304 Dynamic Pass Box (Floor & Wall mounted)

- Scope | - | Supply, Installation and commission of SS304

| Dynamic pass boxes (Floor & wall mounted)

| | including all aids & accessories required to install,

E at site of M/s. HOMCO-Kerala for production areas

! gm 2
Ref. No. - ;

f Date Co] §

| Enclosures ;

! |

% Qty.: : | 12 Nos.

£
f
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DYNAMIEL PAS ﬁwﬂi @._EE;

:ANNEXURE“? : HASIC DETAILS OF THE MADHINE

DESCRIPTION
(To be specified by the supplier, if any variation)

Supply, Installation, Commissioning & Validation of

P S5304 Dynamic pass boxes (Floor & wall mounted)
Scope CoE

‘ along with connecting accessories, cables etc. at M/s.
' .| HOMCO -Kerala
Machme o Dynamic Pass Box

Model 3 *

Type Floor Mounted

1) Between RM Day / Tube store to Qintment Manufacturmg room (for material transfer)
Qty.1 No.

f‘ 2) Between Aseptic filling rocom to labeling room (for transfer of Ophthalmic filled product)
Qty.1 No.

f _3)_Between Trituration room to Granuiation (for material transfer) Qty.1 No.

 Internal Dimension (In mm) | | 1000 x 1000 x 1000 (W x D x H) *
External Dimension (in mm) 11150 x 1075 x 1500 (W x D x H) *
Opemng Type i 2 = Wa.y *

1) Between RM Day / Tube store to Ointment fll!mg room (for packmg material transfer)
Oty.1 No.

J 2) Between RM Day store to compeundmg roem (for material transfer) Qty.1 No.

Internal Dmensnon (In mm) - 750 X 750 x 750 (W x D x H) *

External D|men5|0n (In mm} | 2 915 %825 x 1250 (\N x D x H)*

Openlng Type ‘ 2 Wayﬁ*

- ,‘éw
* To be specified and confirm by the supplier as per their equment design ar?,d (agyfre &%

CONSULTANT : M/S. KNACK TECHNOCRATS \\&ﬁ%
42, AVINASH, 7 BUNGALOWS .0, ROAD, ANDHERIT (W), MUMBAL - 400 053

TEL, NG, ; 62242636 1629, 2631 4010, Emasl uw_)k::a(:f\'i}‘g;_ij_rj'c}__i}_w_g.;_qra;
el R SRR LE 40
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eI T ATT T A
(To be specmed by the supplter |f any varratlon)

ITvpe : o Wali Msunted {ﬂoor sunnort)

1) Between Coocling zone room to sterlllty reom (fur spare parts transfer) Qty.1 No.
2) Between Sterility to Incubator room (for material transfer) Qty.1 No.
3) Between Incubator to Sterility room (for material transfer) Qty.1 No.
— 4) Between Assay test room to Passage (for material transfer) Qty.1 No.
5) Between Limit test room to Passage (for material transfer) Qty.1 No.

6) Between Lobby to Under test sample room (for material transfer) Qty.1 Neo.

' Internal Dimension (In mm) | 3 600 X 600 x 600 (W x D x H) 3

M'External Dlmensrcn (In mm) T : ” 760 X 650 x 1100 (W x D x H) * -
Door openmg Type 2 way Wall Mounted floor supported*

i 1) zetween passage , hl"l-éd(a stt‘)re”& Media preparation room - (for material transfér) Qtvl
Internal Dlmensaon (In mm) o 600 x 600 x 600 (W XD x H) ®

760x650x1100(WxDxH)*

. External Dlmensmn (In mm)

Door openmg Type

3 way Wall Mounted floor supported*

- Basic details for all pass

boxes —

Air Cleaniiness | ISO Class 5 (ISO 14644-1:1999(E)) *
:___Alr FIOW . 045i Oosmps* S—— .
ArFow i Recrdatoyr

* To be specified and confirm by the supplier as per their equipment design and requirement

Phone : 477 2258012
477 2258665
Fax  : 0477 2258012

CONSULTANT : M/S KNACK TECHNOCRATS

42, AVINASH, 7 B4 WS, 3.0 ROAD, ANDHERT (W), MU

o AL

TEL. NO. : 022-2636 16.9 7 /531 40106, Einall niokRack@gn st.eom
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ANNEXLIRE - Il

2 CEMP FEATURES

DESCRIPTION P
( To be specified by the supplier, if any variation)
I All contact parts : S5 304 *
Gasket : Food grade*
[ Coving (internal): SS 304 *
MOC '~ Return air grill on side wall: SS 304 *
Fan assembly : In generic execution*
Double walled with base *
SS 304 door with tempered glass view panel & SS
handles*
SS sheet thickness 16 swg#*
?léﬂunpbdrrt stand for wall mounted |
. dynamic pass box SS 304 up to 800 mm* -
Claddmg SS 304 below pass box to cover panel opening*
i
Removable ﬂange S5 304 to cover the hide panel cutout on both entry
| & exit side. *
Tempe rature 124 +2°C
- Working Area Environment
: - Relative Humidity : 654-5%
' Noise IeVe! | 7 : | Less than 75dB *
The equifjment should be smoothﬂmshedwuthoutany sharp edges and crevices.
b e
TR
= ' : . . _ i"‘d’ﬁ_\i@ N
* To be specified and confirm by the supplier as per their equipment desrgr}ﬁér} ﬂggiﬂu {% ent
CONSULTANT : M/S. KNACK TECHNOCRA \;% \Mf_.u'-_ . 5
42, AVINASH, 7 BUNGALOWS, 1.7 ROAD, ANDHERT (W), MUMBAI 5@(3&;&?@9\ gf"’
TEL. NQ, ; 022-26326 1529 ' 2631 4010, Email infoknack@gmail.com N

Uit
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CANNEXURE - HI  : PROGCESS DONTROL FEATURES

'DESCRIPTION
( To be speaﬂed by the suppller if any variation)

Custom built direct drive type AC fan that should be statically and dynam|cally baianced

electromcally ¥

- To be enhanced v;uth fanexecutaon andunlque suspenSirtV)nmrrraﬂorurr;élﬁVQ ernsnﬁll"es“ I("Jwﬁ\nbratlon
low noise levels. * |
The equlpment ol be pr;w,ded o f0||owmg e e )
| » LED lights*
» Manual regulator for adjusting the speed of the fan*

~ Digital Pressure Monitor with high and low alarm*

e 0 - 25 mm to indicate differential pressure across HEPA filter with respect to

ambient*®

» Electro-Magnetic Interlocking arrangement with adjustable timer setting for delay in

door movement#
» Audio-visual alarm for motor blower tripping*

» POA test port at the upstream side of the HEPA filter.*

* To be specified and confirm by the supplier as per their equipment design and requirement

CONSULTANT : M/S. KNACK TECHNOCRATS

o
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Phone : 477 2258012

Office:Pathirappally

Pin-688 521

Website : www.homcokerala.com | Email : homecokerala@gamail.com

ANNEXURE - IV : ORERATIONAL FEATURES

Reactive Filters

DESCRIPTION
( To be specified by the supplier, if any variation)

 Pre filter i ' Grade  :EU-6 rating*

' HEPA Filter

Efficiency : 60 — 85%%

Type i Separatorless Minipleat*
:  Grade  :EU14%
Efficiency : 99.999 %*

It should comprise:

»

Y/

L A

v

b 74

v v

Doubled walled pass box with base - For wall mounted. *

Doubled walled pass box without base - For floor mounted. *

SS 304 door with tempered glass view panel and SS handles and hinges. *

5SS 304 support stand up to 800mm. *

S5 304 cladding below the pass box so as to cover the panel openings. *

Removable SS 304 flange to cover the hide, the panel cut-outs on both entry and exit
side. *

Re circulatory plenum.*

Return air grills with inbuilt pre filters on side wall.*
Coving at internal workspace. *

Direct drive AC fan with impellers. *

477 2258665
Fax  :0477 2258012

CONSULTANT : M/S. KNACK TECHNOCRATS \
42, AVINASH, 7 BUNGALOWS, 1.0, ROAD, ANDHERI (W), MUMBAL - 400 053 (1—&

TEL. NO. : 0222636 1629 / 2631 4010, Emall @ infoknack®@omail.com
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ANNEXURE -V

Email : homcokerala@gmail com

: ELECTRICAL DETAILS

 DESCRIPTION

( To be specmed by the suppher if any vanatlon)

Standard Operatmg Freq uency

Standard Operating Voltage - :
WTotaI power consumptlon - -

Motor/Biower Details W|th lrpm 3
”-PLC and HMI detalls - 77 :
WVFD -~ (If any) e
Tower Iamp

Starter/ Socket :
' Major Cabllng details
:‘"‘For Main supply (In chent s scope) +

For Main drive motor 5
-End connection detans. N X
quarthlng requwement :

- An Isolator Circuit breaker

Cable length with eguipment owm

s

50 Hz

230 / 415Vv#*

- MCB or Socket should be with equipment

Arrangement should be with system

. To be supphed with machine at power supply in |

point of appropriate capacity by vendor. *

K

Any other detail not mentioned above, also to be included.

Client will provide & connect the required cable in to vendor’s panel. From machine panel to

mach.r'ne and its other accessorfes to be suppﬁed and connected by vendor at site.

* To be specified and confirm by the supplier as per their equipment desugn

"‘*E*H%Q\
7 NG

Mupe. \ s 3

CONSULTANT

42, AVINASH, 7 BUNGALOWS

24

= Yy AR TNETA NG F
El. NG - 922-2036 1629 /

: M/S. KNACK TECHNOCRATS

.!xg’,% ¥l ps;

1P, ROAD, ANDHERT (W)

2631 4019, Emal :

, MUMBAIL ~ 400 058

mfoknackdgmal.com
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DESCRIPTION
( To be specified by the supplier, if any variation)

. Miscellaneous :

*# Wiring between Panel and the Machine should be in the Scope of Vendor. The exact

measurements shall be taken by visiting the site. *

% The Incomer to the Operating Panel shall be provided by HOMCO, however any Cable
Trays or SS 304 Condults requlred for the same shall be prowded by the Vendor. * '

< Cable routlng from Operatmg Panel to the Machine shall be done as per cGMP i.e.
routing through Cable Trays outside Clean Room Areas and SS 304 Conduits mSIde
Clean Room Areas. * '

% All the Component Makes should match the Approved Makes list provided. *
¥ Any deviation from this should be documented and communicated to HOMCO. *

% All Calibration Certificates are to he produced during Installation of Machine, without
which the Installation is deemed incomplete. All the Certificates should be Traceable to

National / International Standards. *

% The Validity of Calibration shall be minimum 9 months and maximum 12 months from

the date of Installation. *
* All the Signal Cables should be shielded to avoid interference. *

% Complete Earthing of Equipment. *

# Complete covering of Electrical Cables and Other Connections. *

* To be specified and confirm by the supplier as per their equipment design and requirement

CONSULTANT : M/S. KNACK TECHNOCRATS (>

42, AVINASH, 7 BUNGALOWS, 1P, ROAD, ANDHERL (W), MUMBA] ~ 400 053
TEL. NO. : 022-2636 1629 / 2631 4010, Emall ¢ infoknack@gmail.com
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ANNEXURE - VI . SAFETY FEATURES

( To be specified by the suppller if any varlatlon)

Safety of umt operatlon is of utmost |mportance To ensure safety, aII guards to be ﬁtted with |
;nterlock sw:tches ¥

The un|t to be prov:ded wrth motor overload safety reiay &

In the event of machlne maifunctlon or stoppage of utlhtles the unlt must contaln ali
necessary protectlon devrces to ensure that mach;ne and product remaln m safe condltron *

Machine settings should not get disturbed due to power failure. Machine should not restart
W|thout human mtervention %

Machme shouid mdlcate fault through audlo / vlsual 5|gnal W|th detalls on Control panel/PLC %
i (Falture mode detectlon) #

An ea5|ly accessrble emergency stop to be prowded on maln control panel door *

_ Wherever p055|b1e, warnlng symbols should be provided. *

Electncal wmng must be concealed*

Safety of machine operatlon is of utmost :mportance To ensure safety, aH guards to be fltted
with interlock switches. *

* To be specified and confirm by the supplier as per their equipment design and

requirement
FANNEXLIRE - Vil H UTILITY REQUIREMENT
DESCRIPTION i
(To be specified by the supplier, if any variation)
Co—npressed Air Lz | * f
- Water L™
s

Any other utiiity

=
* To be specified and confirm by the supplier as per their equipment’s desgn

requirement with pressure and flow rate along with any valve, pipe / ‘DZZ|ES mze
required and scope of supply. %%{ziéﬁﬁ,k“ '
= Yoy

CONSULTANT :

12 AVINASH,

. ROAD, ANDHERI (W), MUMBAL - 400 053 ~§

TEL. NO. | 022-2036 1624 f 263] 4010, Email 1 infoknackdemall.com (' S :
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ANNEXLURE - Vi : CLEANING TECHNIQUE

DESCRIPTION
( To be specnfred by the supplier, if any variation) -

Mode of machine cleamng T

Use of Lubmcants o %
All contact parts shoufd be easuly dlsmantled and cfeanable
Easy washlng and cleanmg facmty should be avallable ]

Dram points: Vendor should specify the pipe size and location of drain points if required as

per their system’s drain requirement with pipe /nozzle size, valve etc.*
* To be specnfled and confirm bv the suppller per their equipment design and
requirement

| ANNEXURE - IX :  PHYSISCAL DETAILS
:
DESCRIPTION
(To be specified by the supplier, if any variation)

 Dimension (In mm) R
‘ Net Welght (In Kgs.) P *

Type of Packlng ‘ - *
; Case Dimension (In mm) i *

Gross Wenght (In Kgs.) - *

Foundatlon details (lf requrred) Lo &

* To be specified and confirm by the supplier as per their equipment design: an_‘
requirement

"
CONSULTANT : M/S. KNACK TECHNOCRATS Nty

42, AVINASH, 7 BUNGALOWS, J.P. ROAD, ANDHER] (W), MUMBAL - 400 053 j i)
TEL. NO. : 022-2636 1629 / 2631 4010, Email © Infoknack@gmail.com (é— -,‘
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ANNEXLUIRE - X : LIST OF ANCILLARY / ACCESSUORIES / OPTIONAL ITEMS

. DESCRIPTION

( To be specified by the supplier, if any variation)

Vendors should provide the following with estimate

> Recommended Spares list to be provided *
» Change parts list with estimate tc be provided*
» Optional items (if any , list with estimate to be provided ) *
Details of Bought out components to be specified. *
Any other ancillary or accessories or optional items not mentioned above also to be guoted.
* To be specified and confirm by the supplier as per their equipment design and
requirement
-  ANNEXURE - XI :  TRAINING REGQUIREMENT

Training to all concern of M/s. HOMCO, Kerala for Installation, Operation, Maintenance andé
Cleaning of Dynamic Pass Box should be provided by vendor and training record will be?

documented.

TEL. NO. : 022 2636 1629 f 2631 4010, Emall : mfoknack@gmail.com
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Kerala State Homoeopathic Co-Operative Pharmacy Ltd.
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| ANNEXL!&EZ = Xl :
i

DOCUMENTATION

Fax

Phone : 477 2258012

477 2258665

1 0477 2258012

Llst of all Documents to be supplied é'i"bﬁ'{:}'ANifﬁnequi;ﬁment [AS APPLICABLE]
s, Document to be supplied Qty | Remarks
_No. | .
1 Desngn and operatlonal quallﬁcatron 2 sets
8 SAT/FAT procedures 2 sets -
3 :"'Operation manual 2 sets
"4 Maintenance manual T 2 sets
= = e Y =
6 | All engineering drawings | 2 sets
Z ‘LIS'C of instruments 2 sets
8 éCaIibration certificates 2 sets
g ng\f\?arranty / Guarantee 2 sets
10 ;"Llst of all component&. with referencmg - 2 sets
11P& I process flow duagrams ' T2sets |
12C|v1l foundatior ; 2 sets
| Pre installation requirements 2 sets
""" 2 sets ~—

14 Installation reqmrements

15 Installation manual

16 ;‘"'Techmcal lrterature, data sheets and equment

catalogues

2 sets

17 DQ, IQ, PQ documents.

J 18 Calibration Report of all sensors, controllers, PLC,

transmitters, indicators etc.

- control / monitoring system.

19 Test Certificates of all material of construction

Test Certificates of the software used in machine

i

CONSULTANT :

42, AVINASH, 7 BUNGALOWS, 1.P. ROAD, ANDHER]T (W), MUMBAIL - 400 053
TEL. NO. : 022-Z636 1629 / 2631 4010, Email :

infoknack@®gmail.com




RKerala State Homoeopathic Co-Operative Pharmacy Ltd.
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ored by government of Kerala & aided by govt. of India)
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TANNEXURE - Xiit  :

Delivery Period

‘Payment Terms

Packagmg and Forwa rdmg

Un- 1oad|ng at site

" As mentioned in tender.
' By Vendor
- 'By vendor /Sup';}l'ier “

Phone : 477 2258012
477 2258665
Fax :0477 2258012

Office:Pathirappally
Alappuzha, India
Pin-688 521

TERME AND CONDITIONS

*

(If required, heip for the arrangements

. of unloading can be done by client)
. Installation in position by the vendor

~ under the client’s supervision

Excise / Taxes /GST

Material for Trial arrangement

Installation and Commissioning

Subm ission 'of doct'lr'ﬁ'entsmauha drlr'aw‘iné's

Response to URS and submission of quotatlon'

SmeISSIOﬂ of detall functlonal de5|gn R

- specification and schematic drawings

- Submission of FAT / SAT specification

 Submission of IQ, PQ, DQ AND 0Q

documents

DraW'”QS / diagrams S

 Within 1 week

* (To be arranged by chent) -
©E By Vendor -

| 2 weeks before FAT

. Within a week after order finalization

| With equipment delivery

leth eqmpment dellvery -

The suppller should notlfy customer 2 weeks in advance of the beglnnmg of FAT

~ Catalogue, Equipment drawing, List of clients and year of establishment to be submitted

- along with quotation.

Any other terms, not mentioned above, also to be specified.

ﬁ%

i
CONSULTANT : M/S KNACK TECHNOCRATS W

42, AVINASH, 7 BU
TEL- HO. : Q2

F_SEIE L0 |
2-2636 1629 /

NGALOWS, 1., ROAD, ANDHERI (W),

303 “?_} Einail %)

MUMBAI

- 400 053 )
Larl
s
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 ANNEXURE - XIV &

ABRREVIATION

Phone : 477 2258012

Fax

477 2258665
. 0477 2258012

i ris i ReqwrementSp S
2 "HoMco  Kerala State Homeopathlc Co operatlve P}
3. DQ a Design Qualification . !
" IQ ) R ~ Installation Qualificatibﬁ ‘
5. 0e | Operational Qualification
6. PQ ~ Performance Quairflcatlon
g gy - e Steel O
8. } i Mnght Hand Side
: 9. * Material of Constructlon
10, KW | Kilo Watt
I T [ Horse Power
! 12 | RPM Rotation Per Mmute
” 13FLP Flame Proof
| {4 cGMP I Current Goodsrrﬁénufactd?:‘ﬁg Practices
15, ”'Plpmg and mstrumentatlon dlagram
160&M o Mamtenance S al Ah
17 | GA General Arrangement
18. SLD "“Smgle Line Diagram
s "Head of Department
200 Quality Analysis
21, ‘Maximum Retail Price

Any other details, not mentioned in Annexure I to XIII, to be specified

the vendor.

“Not more than

£ frequencl:g/ e St B N B

in the quotatlon/spemf

e

CONSULTANT : M/S. KNACK TECHNOCRATS‘“‘»S%
42, AVINASH. 7 BUNGALOWS, J.P, ROAD, ANDHERI (W), MUMBAL ~ 400 0"7_;1

S
%}65&5
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