g i _ CAPPENDIX-II

STANDARD OPERATING PROCEDURES (SOP’S)
FORI V. ELUIDS PROCUREMENT HANDLING,

, TESTING, ADVERSE REPORTS.

’In casm annual dcnts to'GMSD for .supply of TV fluids, the
iriual $t'b& placed 10 GMSD at least 3 months in
advance nd gwen proper schedulmg of supply dates.

: GMSD thc conccrned store kccper}phannac:st should initiate
. .. the demand when helshe has a stock of at least 3 months in
g ... hand, keeping mind the cxtemal and jnternal lead times, to
F‘ S AV0Id, 1ts stock ou;. {H B

E’ | ni):
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v)

vi)

3, RECEIPTCOFIVFLUIDS :—

)|

i)

i)

)

. mentioned in point Number2 (v),

The Purchase Section will initiate the purchase process and -

place the supply ordery at least two months before the total
exhaust of stores ofth_at variety of IV fluid.

The procurement of IV fluids should be done from the firms
approved by the Ministry of Health & Family Welfare and a
comparative statement of the rates may be prepared to facilitate
the issue of supply order. o '

Emergency pul_:chziscs of IV fluid should also be restricted to
IV fluids manufactured by these approved firms only.

The pttarmacisl!store keeper witl feceivc goods against a
proper indent/supply order and with the permission of officer

I/c stores/store officer only.

The goods should be purehased Trom manufacturers
approved by the Ministry of Health & Family Welfare as

The goods rf;ccivcd {rom MSD are pre-tested by the GMSD
angt g proper statement lo this effect should be recorded on
the body of the delivery challan. Only tested goods and

declared of standard quality are 10 be accepted by the siore
keeper/pharmacist,

In case ol supply received Irom other sources, the samples for
tesling of goods are t be sent in all cases (o the Government
approved testing laboratories before taking them into stock
!ssuc.and passing of bills, The samples for testing shnuld‘
invariably be sent immédiately but not later than 4 working
days, to the labs approved by the hospital for this purposc
The samples should be taken on a random sampling baui‘a‘-'
Each batch should be got accordingly tested scparalc!y.h I-r;
case, due 10 some unforeseen circumsiances, emergency
procurement of limited supply is resorted o when there is
totad stock aut of particular items, it may not be feasible to ge‘l
lhf: nmt.cria] pre-tested before issuc. In such circumstances
officer in charge (Store) may use his discretion (o issue suc.l;
store without test ol the hospital level as the manufacturing
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¥)

vi)

fiem before marketing has already tested these materials.

However, every effort should be done 1o avoid such situation.

The quantity of stores received should be tatlied with the
indenU/supply order, delivery challan. The batch number, date
of manufacturing, date of expiry should be thoroughly checked
and recorded in the respective ledgers/inspection registers.
The inspecting officer should also check the quantity, batch
number, DOM, DOE, etc., before giving clearance for
acceplance of goods. The inspections should be completed
immediately but not later than 4 working days after the receipt
of gonds'.

4, STORAGE:

)

¥)

wi)

All the IV fluids should be stored at a dry, cool place. free from
humidity and moisture,

The fluids should be stored in proper shelves, batch wise,
and away from direct sunlight and arranged according to the
principle of FIFQ. :

The IV fluids cartons should be placed in upright direction
with easily visible batch number, DOM, DOE. The number of
cartons should not be more than three over the bottom most
layer to avoid development of minor cracks due to pressure,
Proper pesticide contro! and anti rodent measures should be
taken to avoid destruction/damage of IV fluid bottles.

TV fluids, which are under test, should be stored separately.

The expired items/1V fluids declared not of standard quality/
items reported to have adverse reaction or having particulate

“ matter, defective and deformed bottles should be kept in a

separate enclosure. Labelling them accordingly ensures a
proper identification of such material to avoid its use for
patients. -

vi() An expiry date register of all items should be maintained.
5. 1SSUE: o

D)

Only items declared of standard qu'alily on l:ésling should be
issued except in case of emergency and with the approval of
officer In charge store (Reference point Number3 (iv).
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) Each and every bottle should be checked against light with
white and black background, for any particulate malter present
in the bottle before issue. No bottle, havin g such matter should
be issued in any circumstances. This should be properly
recorded on the issue vouchers by the storekeepers/
pharmacists,

i}
i) All the issue of material should be made against a proper
indent from the concerned department with relevant entries of
batch number, DOM, DOE, quantity issued, made in each
indent,

6. TRANSPORTATION OF BOTTLES ;

i}

‘ iii)

iv)

The indentor will ensure that cartons of IV fluids are
transported in proper position and carefully to avoid any
breakage/cracks due to fall/overpressure.

7. STORAGE IN WARDS/OTHER USER AREAS : _
i) The user department should stock the optimum quantity of

stores only at a time and in any case not more than the
estimated consumption in 2 weeks.

v)'
vi)
i) The storage should be done in racks in upright position, in a
cool and dark place, away from sunlight and having minimum
moisture/humidity. The cartons should not have more than

three layers on top of the bottom most layers to avoid
development of pressure cracks.

Before using IV fluid on patients, each and every botdle of 1V
fluid should be re-checked against light by the user and no
bottles should be used for patients if it contains any particulate
matter/fungus/the shape of bottle is deformed.

The sister in charges of the ward should keep a record of ail
the IV fluids received in their wards with details of batch
Number, DOM, DOE, Name of manufacturer, etc,

8. REPORTING AND FOLLOW UP ACTIONS ON REPORTS OF
POOR QUALITY OF IV FLUIDS, IFANY,

i} Any user, if finds any particulate matter in a botile while
' rechecking it before infusion, the use of that batch of bottles
 should be stopped immediately and a written complaint, ic. the

ii} 0]

{ii)

iv)

iti)

{iv)
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i

prescribed proforma, along with the unused bottles having
particulate matter, should be sent to the officer in charge store,
immediately; without any delay. :

The store in charge will get a circular issued for return of the
IV fluid of that batch number from all the users for exchange of
flyids of other batch.

All the bottles received back should be got rechecked

physically against light for any particulate matter. The number
of bottles found defective should be noted down.

The officer in charge store will inform the Drug Controller
authorities o draw the samples out of defective baich 10 test
for suitability of use. The information will also be sent to the
manufacturing firm and DGHS for information and necessary
action at theirend, *

The furthe_r usefdisbosal of this material wiil be based upon
the advise of the Drug Controller Authorities. -

In case of replacement from supplier, the fresh batch should
be taken.

9. FOLLOW UP ACTION ONREPORTS OF ADVERSE REACTION/
POOR QUALITY OFL.V.FLUIDS. . )

The following procedure is to be adopted by all concerned when an
adverse reaction is reported due to administration of 1.V, Fluids/other drugs
in the wards/other arcas of the hospital.

The usc of LV, Fluid (or any drug) which has caused adverse
reaction in a patent.should be stopped forthwith and the
Doctor In charge should be informed immediatety!

Immediate steps should be taken to mange the patient agains
the observed drug reaction.

After noting the label details of I.V. Fluid/ drug which has/
have caused adverse reaction, empty/unused bottle and used
vial/ampoule, etc.)should be sealed and kept in safe custody.
A proforma attached should be filled by the reporting
physician and sent to the Head of the Department of the ward.
This should be sent immediately to the A.M.S. Office
Cyclostyled proforma can be obtained from his office.

167

1481 DGHS/2002—12



| o APPENDIX-11]
STANDARD OPERATIN G PR_O'CEDUIR_E_S (SOP’S)
soilh FOR MATERIALS_M_ANA_GEMENT-!’ s

) H‘EMS_COVEREDUNDER'I‘I-IESESOP‘_Si

) " Disposable & Rubber googllsf.:I_.ﬁ.s:'_rurr:ignlt:s',' Equipments,

{v) The Medical Superintendent/Store.In;charge should issue -
- immediate instruction to various, wards-s0.as to recall the
unused stock of dru_g;;.i_tf:,gnyi,-.-;:lx_in_g;:-;v_i;l_‘hﬁl,.l}g;.},\_"a[d_;qnd_. order..
immediate stoppage of tlgcgrugfropa cxrc.uﬂlaqop ini the hospital. .

(vi) Immediate sleps,s.hb;_ild_,!}'é.,;gkpn;(_ ;;;grffg‘rt ithe matter to _ll?c
State Drug Control Authorities along with the information in

the Proforma for fu_rthqrf_inyqs;ig:ati_pqs}_lgy’,-_ll.}gn_ e  Fumniture. . 1 e .
10 PROFORMA FOR LV, FLUID ADVERSEREACTION REPORT: - Injections - A
D“lc: I . 'I_) . i :. (illi)- TﬂbICts& c‘apsules I, l I \'I.‘I:‘.; e ' “.. Il:.‘. > ’
") Surgica.lfssl;!:gfﬁ?,_l . _rr‘_' N G
R 0 (Y Syrups & Ointments %" " oy
Name of Officer reporting : "¢ o (V) Linep:__if@)ggl;riéé 8;_:Coﬁﬁﬁééﬂ%ﬁtpﬁqi L
Designation ! NG - (vif) Stationary Items . - '

C .';'l:{‘ b
Details of IV Fluid, which caused

2 (vikd). X-ray films & Chemicals. .-, . -
Name of IVFluid  Batch NumbeP;

() - 'Fhere is a Separate SOP for IV Fluid Store (Appendix 11).
2 “DEMAND FORECASTING 5™ st e .
Y@ """ The demand*éhbald be plated as perbattern of past
cdnsump;ioﬁ'and_ based upon d'emands‘givcn by user
depaitment /store keeper/pharmacists duly approved by the
 officér in charge stores: All the-demands of the user department
should be routed'through concerned store keeper/pharmacists
it ;.and;ofﬁcer'-_in%,charge.storcs.-}.;A’nnu_al,\_l.damand should be
- prepared by each store keeper and put up to officer in charge
g :stores at-least;four months before the.start:of new financial
¥ year so. that;the, annual, indents may be placed (o GMSD at
t Ty least }J"arc_e;momhs.-_in,:adyanc_,e by, the purchase scction and
o ”_'ﬁ given proper; seheduling of sy pply dates...., ... -
G Inrest of the cases derhandshould be put up at least 3 months
-+ - in advance, kecpipg.in._miurrjsd; the time lq!_(gn:fo_,r,_ placémem of

e, .
r

S P
Date of adverse reaction :
Reg. Number

il
Type ol reaction noticed

How the adverse reaction was man
State of the patient now ;=
Further details of the IV Fluid u

Nameof IV Qty. indented "
Fluid .

©; . ipurchase order.and supply of goo_d_s._,,lq..;a}fpiudi__ils stock out.

- (iiy  The pu’rchase:»se’cti_on---‘shouldf-iniu'al'c -.;hﬂ;'putchasc..pmcess
" well in time and place the supply orders at least,two months -

st 1.1, Dofore the to_t,al;.e_xhaus} of stores. R

Ve ey R LRI AL R TRy ¢

A1), The slore I,-k_g_gpe;:- will gi ve urgent rcmmdé{ fto-the purchase

b1, - Section when he is left with'stock of one month consumption

Feertify that use of the abd
in my department and quantity I
custody. L _:

Y r!
Signature of Head of Departme
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%2

3. RECEIPT OF STORES

(i)

(i1}

(iif)

(iv)

(v)

(vi)

4. TESTINGOFGOODS

{®

- only. They should check the Quantity, Quality, Batch number,>

sy 9f GMSD Dnly ws;edgooc;is and dcularcd of standard quality
b qm to. bg aCFepl?d by thg s\;ore keepers!pharm.lusls

= (u); In case of.all, dmgs suppjymewcd irom other sources, the

and also bring it to the knowledge of CMO Stores lor iol[ :
up with.the Officer in charge purchase.

Each slorckecper will maintain a list of essential and critica
items stocked by them and will make every effort 10 make itd
avatlablc withaut interruption by keeping constant liaison wil
the purchase section, user department and suppl:er:.

F T CRb 010 invariab y 'c' tlmmedmlely but not later than four
' workmg da;’s. 10 ‘the labs approved by the hospital for this

. 14 purpose. - The samples should be taken on a random sampling
il bas;a Each‘batchshoulgbq gotaccordmgiy tested separatcly.
g "Gy ? Tncase, di o 10 S6me ﬁhf'_’r‘cseen ‘circumstances, emergency
The store keepers/pharmacists will receive goods' hgam b rocurement of fifhi'f a8l ply is resorted to or local purchases
proper indent/supply orders and Wllh the authorization o i ert ¢ ‘er_é'!s total_stoc dutofapamt,ul.lr items, itmay not be
CMO stores. - ge.j,"{hi:""5 atehaT Bre-tested before issue. In such
The quantity of stores recéived should be tallied with th MO ltbres miay use his discretion 10 allow
indent/supply orders and delivery challans. The batch numbe - stofé without getting tested at the hospital level
date of manufacturing, date of expiry should be thoroughl ‘

“as’ these "'rn ter}al are! already " got fested once by the
checked and recorded in the respective ledgars/inspectio ' manufactaring ficr Before marketing. However, every eftort
registers.

v . tgnshonld be-made to,avoid such:situations.

The inspecting officer detailed for each store, should be’; =N VE.RIHCA'I‘IONOFBILIS PRI

informed in writing about the receipt of goods at the earliest! 0] "Thc bills oflhe Soods teceived, shall be received divectly by
but not Tater than two working days. " the LDC of stores, who {otild enter them in a register & will
putupto the Officeri in-charga stores, who would then forward

'thcse to the s re keepcrs!phannacma for veritication.
nacist wﬁuld verify the bills and put up
c M__Q_ nchar ¢ stgres fbr signatures as carly as possible
o put not Iqter ghaq pgvgn wor‘kmg day:. from the date of receipt
of billsfrecetpt ot‘ test Teports, which ever the case may be,
> would: the%d ‘émered:m the: master register and sent to the
o accoupt section: bPr the !.DC
“ (m) Thosc bllls for whsch fg al sam.uon have not been issued.
should bc sent to purchase section for sanctions/re-val idation.

6. ISSUE -+ :

G )':- ~'Only items declared of standard quallty on testing should he

 ‘issued except in'case'of emergency and: wnh lhe approval ol
MO storesTaldd referto 4Gy 4. p

A copy of supply order placed by purcha#e section f;houl
invariably be endorsed to the CMO Store who would mark
to the individual store kecpt;r!pharmacu.t '

The inspecting officer should verify the goods in the store

DOM, DOE, comparison with approved sample, if available, *
before giving clearance for acceptance of goods. The
inspection should be completed immediately but not later than
two working days after the receipt of intimation.

A ccpy of deiivery chailans would be sent to'the purchas
section by store keepers/pharmacists through CMO stores, ;
duly recorded by LDC posted in stores, who would maintain a’;
master register for all such records. - '

The goods received from GMSD are got pre-tested by lhe
GMSD before supply td haspitals and a proper staicment to :
this éffect should be recorded on the body of delivery challan 3
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(ii)

7. REPORTING AND FOLLOW UP ACTIONS ON REPORTS OF
POORQUALITYGOODS.

0

{ii)

X RECORDKEEPING.: ' i
Expiry Date Register - ' ¥+

(M

“indent from the conccmed department. duly signed by and §

- the fresh batch should be takéin_ against the defective lot..

.

All the issue of miaterial should bé made against a proper 3

officer working in the stores. The relevant entries of batch
number, DOM, DOE, quantity issued should be made in each.
indent by the store keepers/phariacists.

In case of any complamt from lhc user regarding adverse
reactions by any of the drug items, CMO stores will inform the
Drug Controller Authorities to draw the samples out of the
reported defective batch to test for suitability of use. TI
information will also be sent to the manufacturing firm. The
use of the above said batch of drug will be stopped immediately’
and all issued stocks withdrawn, The further use/disposal of
this material will be based upon the advise of the Drug’
Controller Authorities. In case of replacement from supplier,’

In case of non-drug items the reported poor quality itert
should be:got re-checked by inspecting gfficer/any oth
authority for taking appropriate and relevant decision in it
case, in consultation with O’fﬁcér i_r'l_lchargc purchase seclio

An expiry date regluler should be mamlalnud and periodicall
reviewed by all store kceperfphamaauxls for all items having
life. The format shoyld be as follows, month wise.

Fﬂ@‘.\"‘} 4
MON'I‘HOFEXP]RY e YEAR
Date of Name of Items . Qunnmy _ "Supplier's name?
expiry ' Rcwwed "P.S. 0. Number

Stock Ledger Register

(i)

- The stock-ledgers, should be maintained by all store keeper

pharmacist, All pages should be numbered and certificd fro
the officer in charge of stores in the beginning of the registe

(72

(iii)

{iv)

v

All the entries in this ledger should be initialed by store keeper/
pharmacist and same should be checked and verified by
gazetted officer working in store. All cutting should be qm:hrly
got initialed and attested.

All the bills verified should be entered in the stock ledger
register after making due entries in the relevant,pages,
preferably with red ink. '

No new stock ledger should be opened without prior
permission and approval of officer working in store. Incasea
new register is opened, all entries should be carried forward 1o
the new register and should be certified by store keeper/
pharmacist and countersigned by officer in charge stores.

9 MISCELLANEOQUS

®

(i)

i)

(iv}

(v~

All the individual stores have to be sealed by the individual
seal of store keeper/pharmacists and the main gates 10 be
sealed by the hospital seal in custody of the CMO Stores/
Officer working in stores at the closure time.

Duplicate keys of all the stores are to be Kept (in sealed
envelope) in custody ol: the Additional Medical
Superintendent stores, to be used in exigencies of services.
Such events are to be entered in an Events Register to be
maintained by CMO Store/Officer working in store. In such
¢ase, stores should be opened in the presence of at least two
gazzetted officers

All the administrative matters pertaining to stores wil be
decided by the CMO Stores, who in turn will keep informed
the Additional Medical Superintendent stores about any
important matters.

. Ail leaves will be sanctioned by the CMOQ stores or Additional

Medical Superintendent (stores & purchase}. The record of
leave to be maintained by the LDC (stores),

All correspondence outside the stores should be through the
office of CMO stores only,



