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DDA  |Department of Drug Administration (afrofer egaear foamT)
GMP  |Good manufacturing practices (FYTeT JeUIGH S¥IATH)
MedRS |Medicines Risk-based Surveillance
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QC  |Quality control (AUTEaR FHa==vT)
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TWG  |Technical working group (wfater ri aHE)
USP  |United States Pharmacopeial Convention
WHO

World Health Organization (fergr Tameey G&H)
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Phar ical sector

Informs development of post-
marketing surveillance program/
plan and provides insights on
potential priority areas for
sampling and testing activities.

Sampling antd testing priovities

Based on the pharmaceutical assessment

and country needs, develop national post-
rmarketing survetilance priorities that then
drive the sampling and g activities to
be conducted.

drioritize

Metional post-marketing
survaillance planning
National-level program
planning and coordination,
often through a yearly
workshop/forum, ensure that
sampling and testing activities
are designed and
Implemented in ways that
support the country’s needs
and program objectives., /

A =y R, TS S —
Communicate, Implement
and Act

' Monitering and
evaluation
Measures performance
| of post-marketing
| surveillance program to
allow adjustment of :
i country’s PMS approach
to meet country needs,

post-marketing
surveillance

Date analysls, dissamination, snd
ragulatory action

Data from sampling and testing activities
should be collected, analyzed, and
disseminated appropriately. Proper
management of data enables evidence-
based declsion-making and regulatory action.

pl i ling and

tIsing a risk-based methodology to guide both
sampling and testing ensures each activity
contributes to program objectives and
generates data that can be used to drive
effective decision-making.

e A BT Guidance for Implementing Risk-Based Post-Marketing Quality Surveillance
in Low-and Middle-Income Countries. 2018. United States Pharmacopeia (USP) Promoting

the Quality of Medicines (PQM). Rockville, Maryland €T €|MHTT RueT 8|
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RfFeaer (clinics), T4T T AHEE |
i SiEH qearg wERl ol O WoAd qedl witew (RufRor Wy, s
ATER A1 TEH I=9 G g7 W AW T8 HH AAH 57 |
qrTIqar wesie T S gd dEwr Au gl R Wy T amEvd
IfGUAT AT U BT T AE ST A TG (outlets) & THT THEL
g1 T gile T wEg | geesl AR Ea et Sdemen aofe

TRGHT FIIEE |

forrfiens sirafer skt T wwer T A fmdrEe Rrgud AT Qs
faeor T swerer Rafaer W e gerer wedr st e e
e AR fedr Yot geg | A e ey uredfed wrEeer @

L Y
3T 9iehg |

Y.3.3 T gHile TIee
TR T Wl Ao Se geeEr gd OMied TIeEE  (all
facilities)T &IAT Fuffia TRu#T g7 adg | il THA gHle R TeEEd
ST T HEN YHRBT &A1 a7 €0 (facility) &1 TE IR | TIHT T
A W REST g a9 A vafE SEE g vy | e, a9 s
AUHRATAEEH TedNT Hcd=d Hecaqui g |
AT Gl EaeEES! HafRuT TaT It FUEEHT e B W
o I IUCTEHATHT AHTET,
® W Eﬁﬁ YAl (adverse drug event) AL E’ﬁ uﬁ%mr,
o TGH IEEETer AT T/ RHTIIAE a SR,
o VAT TACHT SADT TEH g T T GHET T dad S,
o I WREMWEH AIIISEE |

¥.3 T e g/ eaaeed! gl
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q.  FF ANCIH T T FA A TG (outlet) AT THA GAE T
R, wioder Wiiferd TAFEE A1 AN WS THAEEAe A gAle T
3. Hfdaer THAT FEAT T2

K.Y T RER/gResT YeRee:
T o T e T v dieee W T afEe) w ake
AYAIA W HU FALRT JLITAT W G4 |

€.¥.9 gi%aw THAT E‘"ﬁ&" (Convenience Sampling)
I WA GAAEHD! TAAAd AT TTAT TG AT Gl AT
glaSEE A gHle Wieg | gedTSEE A gAean WAnT et a€en
grile fafd, Hed bR T T SAgATTH A W g TIAEE (outlets) I
YAl WObT § = AT aaaTH1 Joold g T4 |

Y.¥.R aHafie AT E""ﬂa' (Simple Random Sampling)
AAHT THAT GHAIE U EWIEATHT ST THAT GAlad! diHT B Al
A WA Y W qEA EREA Ay S T qgeeesr e
yiaffee® T wér saae i e |

L.¥.3 TeId THAr E‘ﬂt" (Stratified Random Sampling)
A AN GWEATET STERG Ugel A9 ge Ay eriaw e sify
THABEATS AW JU-GHEHT TRIBA T fawiforg Titegy T 9t SU-wwgare
B T THA G U ATIRAT GAIAE S AT GAE MG |
(Stratification) HT sample size TR e (adjustment) HATITIH ‘ﬁﬂ' T
Confidence Interval, Prevalence T Error [ value ®T T q_ff?,q'l

Y.Y.X W T SO UG GRA T TG GAE (Lot, Batch Quality Assurance
Sampling )

e, AEEH TR GEEG T T gHle T YA A T
Eﬁ,"i\‘ic‘.d;l awfous fafa &, 1 9 T HH @l gt qrr TGH sampling
size U WET WA ATAIF Tdg | 9 fAfddT wanmEne FE @@ (threshold)
Va1 A S THeEEel Ui ATEEeE! - T 9 T

T ST |iehee |
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Y.Y.% AFeTa eaeeed! A (Sentiidi SHE

Monitoring)

YT TIEEHT A ATl B YISl (AT TATAT Bie dab A
AT PR ATEA T BEAAE GHAGEG | AW WA Foel@d AT
faftreemr AT PN HEAD! UEE (variables) STEC: U T WEL &7,
Freft a1 T WHE AiRers STUR W o eEEE WA THIY e
frareEe ] &4 |
Y. Y AT GHiedt A
T WA UHT U A AgE S el AT Gt AT
TR T g T A A R WErHH Jediiad gy Ty | a6y S
AT TETIHT FUEE € ! g T4

YAF TIEE VA AU Gyl TAEE aged TEg (GPS
coordinates BT facility I FHIX T SN,

gy A E18 1) (AP, Sl Bea gqrde, ‘v%fﬂ (strength) T ATAITER
e i BRI CARC EE S

qgAT T U AU FgAGH GRHETT (Minimum number of dosage units

to be collected per sample),

giersemge T Gl AT AT AT (substitutions)®T THT T
AMHUHT ST T T g FHATH] Bl G |

T GAlCH! AT AGAT AgeHEed A foega e o e
WUHT §T UEE | WEd P Aluien! arcAr e e, T ager B s e

e |

Y4 W T O SrefeeT afETT ar g
HeEg | AUy, Wedd FEATHT Wger WG U HUAT A1 SIS LA T
A W T GHEUEhl 9EYd, SMEw] WHR, T @ied qhEn, T
ﬁﬂ% ‘F‘ﬂ?_d specification HT HI 'Cléﬂ‘l ?l%'%’l?f _"l'ﬂﬂﬁ\l' TUEAHT =ld
AqT3q AfaT ﬂ*‘l’lﬁ'ﬁl’lﬁ' IGREQ primary d9T secondary wifdTaTe ﬁw

g

T GHAHT TEIBEH 4 Gger G U s of o dear Jeord
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e
/ :

9%



LN

'FE?

o T @NUH ThevEE

® out of specification YTSUHT '('lﬁ;'q ?rﬁ‘ilﬁT GARTIEATRT out of specification
WA HER I T,

A AEIHAEES! Wbl AN GFFd AHH Joa@ WY ATER G

AT GE AANT g T TG T W BT FANEIARAT e HUBT T

qraf-ad I YErHaar quid DN FIIaE |

Y.4.R AAEAUEHT ATUREE (Substitution criteria)

A G GIEHATH Joeld HUHT outlet AT HRUEI THAT g T+

THHAT ABT TIFAE YA TH Whd cHATAT AR | T/ GET/ETS

(facility) WierEaTa=a6T AT e TAGHHT SMIREE wWHl G

#. Randomization TATYETE GAlE TRUHT B (outlet) T+T TehT FAET,

@, MY Uy AUHT daEd] A1 AR B HROEE A6 ey
TS AT,

T, ST YANT T Hed ¥ATE () W@ ST W WU SEe,

o, SNl Wiard w49 el dEed, T awd At SHEEE W
SAET,

g, SIS ATETH FAATH AATT TS AT T

W AT GFE T GHEEHT T outlet T |l FAEAT THUHT |

JEETT: FHA “Gsvldsmi AT (S random fafersme Fate iusr B
YEATHT WSl Aochebl AT TLH! AH UEATAE THAT qgAT T HFae |
T AUl TAHT GEATATS TG TAhT bl GedTel Yiaedms T 99 |

L& FHAT qgAA
YA WAETHT SEYAFT ATARAT AT PR SIS A g
fafer (sampling technique) qﬁﬁl’ﬁ THT N ml

Y.&.q TTHAT GFAHEeH Nl qiferd
AT GyHEE A gAle B T YHAET A uRiEE uE gIues,
TEd AT AFATHT NN B Teed T, ATABT THA HEE o T @ty
Joor@ TRUF! gAY T AT Ao Gar S e Fms
AT HETE T 95 |
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FAGHT  AISHAHT A %‘T% 8 weromEr,  SgEEdTaE
HEIYmEl, <dl HenmEr, fauneT S/l euadse T Ehe
= FriwuET aEitged wikts gede & geeg |

.8 FHATH HUSRW T gart

THAD] SATCATIT TET WA AIAST Tog | AfT AT o S qfahrT

VISR T GaAMl TRUA WA SRR (URARHT WeaEl A€ UEg T IadH A€E
i AfdAes AHERICHE el WWITEd U ddeg | A W &H [EwrauEr
(stability) WUT Siofer T ofie WSRO AT YA YFET (cold chain) PT ATALTAHAT E
AT AT GET GHA AL AW A g | THAEEAS sqaedae E e
AATEEED] AT T U8

QAT HHAT AcANdE AM-4%F HFIT (mechanical vibration) AT TATI |

JqeTsd YUGEH, TGH! AT HSTHT (original container) WUSRIT T T éliﬁl
TS |

Weddh THATD] TICTHT THAD A9 (Brand [ Generic), TSI THATHT ID T
TFAHH! BEATER Jool@ TH 94 |

YT AT AT GAGAINA THAGEH! AN (9T GbRab! vefer, gard aar
HUSRUTHT ATEYTHdl Uig | afe W WISRST AEeTHdar WOAT fid WIER
HAH F SIIH HISTHT TERX GaATHIHT HHAT AUH! ATHAD! AT T 1S
TR T4 |

el wEfera TUEE THY AT T qdy, T gar TE A 9 gehe ar
M geTe TS UEg | Y RusT WISHr H Ui hRw @l o
WUHT TATATS JUh UaTH (material) STEd BTSN a1 HUSTe Wi wdeg |
AT GaEee SNy g W S @ gWd e SOHT AT
ATIAFHT AT e data loggers Ealpin Tl'j ‘EFE',

THATRT |IEAAT Tk AT YA (cover letter), T THAT HEATHT TART TI'P('Q?:T
HRABT Yde® T AqgH I Gold g U8 g |

TSl FHADT AT T TANTINCATHT WUSRYT THeb! AT THAT Tgerd T aredt
T yARTTEET o T seen g vl gl
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Y.5.9 WANTIIET ThEvr

Teford THAEE AT A6l G ey WAty Wewe SR

THIH Qe T G E R AT THIEE | GAEET qed IEvad

ATAAT REATH yhR iR Eg | ader fEfawr ewar w9 @@ ar wifses

pharmacopeial (compendial) monograph ﬁﬁT, FARTIATST WA TabT ﬁfﬁ’, Ell

non-pharmacopeial products Bl AN SN sadedr AWETSr gHivE T

fafer! WG 98 T Wihrg | WANRIET ggferd THAT T Tat

e g UHAT (relevant standard procedures) Eal AT Tl_jp q?fa'l

qQETERT  ATdSTeTs  TANeArRT SR YR (Laboratory Certificate of

Analysis) (e 3) SER AfIgsRr TR Uy T Avfy saeaer Fvmm

U9 ] Y| A Eiord THAEES! A JERTTene A Tl et

g W HEIA U TIE APIs (STUEAT WehT G qcae®) WUSHT THARES

TS AN GhE T sqaedn sy vy |

Ay AP FA AT GQENT T GSISAI  wEedr  SgAr @

FANTETET G Tl | G g g e (G e,

THAT QT MRga waty, i smEe o) @ affes B e

Wﬁﬂﬂ@@ﬁ@'

o e AR SufereRr AW, AR GEdT T AEIE GRET (Federr
Jeold WU AFUR) | A UF WRET A WARNITdT gAe WOl Y
YARTNETT ST ITelreel Weldhe qar) T4 9Ee

o  TALATHT YANTINETH! forFHardy

o TNUHIIAT WFERHT FARTITT I S

o  WANTET®! TG audit, WARTITATHT Afier@ T UREUHT THAREHT
it it , wEwd

AIAATAT, FANEICAT U3E APl WUHT ATVl &9 THARE WH WY uieg

HA THEAT GRA T WUBIST THAT GSTEwa Afan ffd afeer T e udw,

T 3 Al B e e wEy |

4.5 Tige gderreT feRm

T eford EAEEST qhen, Uemd FgER 4 URG TEE T AGERE
Greegd JANTIERAT qEAfd MUHI & Tag | THAEeH! G TEvar

TS
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GAEH IL¥A, THEAV TGS AN T gUCEd Gl ATHRE e

TR Tlf_f LEEGT

o gt (Identity)

@ Gﬁ'ﬁlﬁm' YT 4T HMAT (Assay) T d-d Pharmacopeial 9T ﬁg‘mﬂa At
YUET (Endotoxin, sterility) TAT 30 THEUEE,

frgraa: T FTaRET TQavEE gEE T Gy (q0 gl g e

SITEHAT AT FEH ST ATHRHA T 94

. Ele ey @EY, ATGRR (appearance, visual inspection),

o  WHT qcABT UREHH (API),

o Wmmﬂ%mﬂﬁﬁmmwwswy)

° Related substance 4T W Qﬁ'&’WT,

o T SMIECHT A (Solid dosage forms) T FRT, — Solid dosage forms —
dissolution or disintegration, uniformity of dosage units (by mass or content),
fineness of dispersion for dispersible tablets, afe

o TR AATACHT AT (Liquid dosage forms) T AT — pH value, volume in

containers or extractable volume, microbial limit test; T

3
° géaru arfer: (Parenteral products) BT S sterility T bacterial

endotoxins tests

T fFfmee Feior @i s e u g dener s T
FeE | FE AGEATAT  visual inspection T assay Qo HgAr AT
TR EaT Gifud g Aihg) | yEAEad IUEEE S content uniformity or
sterility T bacterial endotoxins tests, W HERT T ‘T-fl:\( qUg AN @l g9 T
SHH! AN IR G WATHT AT U, TEAT TOEATEEHT AHT
gt R O st T Suered WA arawar ol T wde | #H Aty
yragfe AT g W qEvEe 7 afEd T #d geg, g
Hiaug saegmr e T Al geuEdEn e AE (GMp) €T e
frgraee®! T WU THUHT Ui T uf gl T afEe |

Ay cqaedr faumrer gaaes Fufa fomedr et s S wae
FHBNIATHT Joolidd  Agar v Tifd bl &g wan T ude)
gy, F=T YPRHT FavEE uf+ g1 ST | G8E, non-destructive
fafer (Trl"tjcf, Raman T infrared spectroscopy, Minilab fafa  snfx), ereEm
FATERE e ffee (ST non-pharmacopeial  3TIET ﬁﬁ% qqET
foramTer Tiepa T ST Wbt fafteE)®T sEerreaT W AN T A7 dead
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HGT, W TEH IUH WCHAeEHT WA g0 AIEHEE] AT

qé?il P TRIZT WHHT UcdF THA @S{ HIATHT (few dosage units) "Hgeld
T UM YT AWl ABIZET WAl G WATRT TS e iR
(Pharmacopoeia) W TUTEAT 'ﬂﬁ%ﬁ RiE 'ﬂﬁ'ﬁ_*l, (Fed oY PEIRES
(tablets) AT API @1 HIAT fHEfOT 9 pharmacopeial criteria SEer 30 F&T swaT
FHATE THATAT B L) | AGHRIT, FAARE [ R
W A YBRST qQenr THeT W TahT S (standard

operating procedure- SOP) &H13] e g9 |

IfT ufge Forsr St T fafeeea! (screening techniques) TARTETE AHATHT
YT Tcd (API) TWUHT a AT APl WUH! URH WUHT F&al IRUTHATE
T THIU (verify) TRA 9Eg | AT screening AT We aRomH {99
WTHT 37 99 GO TRRE 93 |

ad A R W pEaT AT AT 99T flow diagram S@EUHT G |
TEACHT A7 UGEEH! AT e 7] 9d THAT hadhd Ih AL
MM@WTWW%(&xpiwdate)W%ﬁ
i T Udg | AfE gl wWusT a1 wanTsT Wfd wfmusr sy e wer
Flgdreed aHT AT BRET SHETE TS UdY | Aeaansl Ied
AR, W SATBT A 99 HEm qears T 6t |

o R W gfem R smfuwr weR, T d weEad sideE, whE
Fr=l @ T wiiafas fcear gHdae! HATHTTHT compendial THEAT T T
YT T ST (scheme) & Tﬁ@ gl TG AT pharmacopeial
fafer ar sifer saawer fvmer whea e g R w@m g
TG |
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oAl
¥.5.3 99@ fafeEe (Test methods) T AME % (Specifications )
AR ILY qa Eef T whE g T ame e (speciﬁcations)'a";T

gl T Udg | SUAH & STSHT pharmacopeial T A iUt frEwor
YA TRATEE | A wfe e gde e wwewEr wuinitmr
JUCSY THUHT FATITAT TRl TEipa fate Wi e wdyg | weds @ferd
fewn it THe e adeE, wie gl wf Bfvee T e
foramTeE AR IR e err oo T 96 |

Y5 TANTERTAT AT Tifer T qEror
THATEE UTH WUUley FARTIIre

TAA U dd AN AgAd BRAA QSR GEART Al
TEETET I W A Hednedl g % ge ated T veds
T FhEw ] udy| agwr @i Gud qeny 96 (e
AR B RIaT) HT YA TH b |

AMADT AT Fooi@ WY ATENH] AACIH THAEE WIS T
UEE WA Bleg-IHB! el 0T ATAYAHAT F W Gl B Tl T
T |

TYATET GAIHT HHAT IUITH HISRUT TRUHT T o, Al T T4 |
THEAT FEEHT WEre T YANENATH! HTAEe (SOP) ATER I0TEdah!
e T ude |

wheel qof faEmmers gfdaed TR YRy T adgEr 3 W faEy
3@1’(7*:[ Report of Analysis I Wﬁ;‘ﬁﬁ.

THATHT W YH AUHT FROAEE, Jodd THAT TUEATHT ANEse T
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wEhr AT S FRr e T

il

&. T ﬁrﬁw AR T HIER! (Data Analysis, Communication and
Action) . L

aﬂwﬁw

qeAEH! ARl TH GAH THAD! WHCld  qLAHAS GG dBTer
ERAd T W TR T g aw wEW AN g ded qd-gae
?-m‘—lw—jqéqu ﬁmmﬁﬁqmﬁmmww%ﬂsoﬂwareﬁmﬁ
94g | AR FLIT ATET AMH] URUTHEEH! SUATH [HRAHC ATedr TR
9SG | I IROTHrS Bid e WA T B wldenr (SRl aeeiel) w9, caem
GreTeeRT ©ITHT A& e | ﬁwqﬁ@ﬁ@revalence)ﬁmﬁﬁw
Ferear agem qur qfenr TRusT THERE T MR @@ (surveillance design)
THCHT & WiaHHa® g 9Ee |

o AT gsa R et wiiafee w5 defer g At wdenaE
AfAST T qed FHEY T UPeT Wdaed qar T qde | Aar yfdaear sy syeer
frmmet ARt e it aasvn o WRi T geEEE 9Ha wHE gy
U | e, B S qAR R Yidaee sty saeer e weiHana
HE TAUEI®A T 0 ATEAYTF HIATRIBICNT 99T T T4 |

&.} IR (Communication)

R [FRiaT AregHare uTe aiomd T a9t SATERAT ST HaHaEH!
AT FEEad TNHRATAEE T G AERIAE U FEHE TS 968 | TaHT
T fafe SrAees! Wi T "y | g et Fe e e e ad:
o IR WRAER A ANy TET @ ww aRomsr aer B

HHEEHT ST T3
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HEeST®9YHT  online database '*:IT'f'Trf JUASH  WUHT (WS Medicines Quality
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system) TEATE T FETO@E 9N ged T R FeReiEr ofomr 1
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TR R Ww qeary, Sudty T a9 W9 e r o e

AT FHABT ATUAT STy e e P SR w0 3

eleTd THAH! 99 G8err (sravas 2iauar)

Market authorization holders (F¥af=erd 3ﬁ'ﬁf\‘§' JAEE 9 G B T
WITE ) T a9 FBE qT TR HOT HAT T

I A TAT G SAEE aRETe fhdt T gt FERET ar s
AU T e awRare feat | iy et T B S
A JeareE T AraEdieE frg wde |

st forshY-Rraeer wwmore frewae T

AN JeaEH /AN AR SE W AR5 (market authorization
holder) ¥TS #TAYAH WUAT TdrE=T I AT T

TETd BT e w SRAEMuET wreuer SR T wHEaiE 7vg A
UIda= (sanctions), EUE AT, T HET TS TMadeT &1 7, Ue

o WU TUHRATARETS WHHH TRIIT

©. AT FORA PV A A AP e
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fopmrer R FARel wErdl damear SO 9REe (outpur, AR T
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I. WHO Guideline on the Conduct of Surveys of the Quality of Medicines (WHO-TRS number
996, 2016, Annex 7). World Health Organization: http:/www.who.int/ medicines/publications/
pharmprep/WHO_TRS_996 web.pdf

2. Promoting the Quality of Medicines (PQM) Program: Guidance for implementing Risk-Based
Post-Marketing  Quality ~ Surveillance in Low-and -Middle -Income -Countries:
https:ff’www.usp—pqm.org/sitesfdefaultfﬁlesqums!articlcfrisk-based—post-marketing-
surveillance-feb-2018.pdf

3. WHO Guidelines for Sampling of Pharmaceutical Products and Related Materials (WHO 631
Technical Report Series, No. 929, 2005, Annex 4). World Health Organization:
http://apps.who.int/medicinedocs/en/d/Js2 1440en/.

4. Good practices for pharmaceutical quality control laboratories. In: WHO Expert Committee on
Specifications for Pharmaceutical Preparations: forty-fourth report. Geneva: World Health
Organization; 2010:  Annex 1 (WHO Technical Report  Series, No. 957
(http://www.who.int/prequal/info_general/documents/TRS957/GPCL TRS957_Annex]1.pdf,
accessed 30 October 2018).

5. A Risk-based Identification of Essential Medicines for Local Manufacturing in Low- and
Middle-Income Countries. World Health Organization: http://www.who.int/
medicines/areas/quality_safety/quality_assurance/Local-manufacturing-risk-QAS16-

682 _24082016.pdf?ua=1

6. A Risk-Based Resource Allocation Framework for Pharmaceutical Quality Assurance for
Medicines Regulatory Authorities in Low- and Middle-Income Countries: https://www.usp-
pgm.org/sites/default/files/pqms/article/risk-
based_resource_allocation_framework_june2018.pdf
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Annex 1:

AT 9: ISP STANBT TSB! U AR T T
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Department of Drug Administration

Planning, Coordination, and Management Division

RB-PMS Sample Collection Form

Sample Unique Code:

Type of collection premise: Private [ Public [ Facility level

Name of facility from which sample was collected:

Name of district: Province:

Physical Address (Town, House #, Street):

Telephone number:

Brand name of the sample:

Generic name of the sample with strength:

Batch/Lot number

Date of manufacturing: Expiry date:

Registration status in Nepal, registration number, if applicable:

Name of Manufacturer:

Address of Manufacturer:

Quantity collected (number of sample units or of multi containers taken):

Storage/ climate conditions at sampling site/ point (temperature and relative humidity, indication of conditions

during daytime only is acceptable):

Comments on suitability of premises where products are stored at sample collection site:

Abnormalities, remarks, or observations that may be considered relevant, if any:

Date of sample collection:

Name & Signature of sample collector(s): Name & Signature of the supervisor:

U




Rel No:

Government of Nepal
Ministry of Health & Population

Depariment of Drug Administration

National Medicine Laboratory
Bijulibazar, Kathmandu

Reportof Anabsis

Fhonge No.: 4-581269
Fax: 4580664

PO, Box.: 13963
Fepmanl: pofodasanl sov.ap

Trade name

Non-proprietary mame and
Composition

NML Sample Registration 1D
Number

Nam¢ and Adidress of Sample sender

Sample sender’s reference and
sample receive date

Tyvpe of container
Description or Presentation

Mig. Licenve Namber

Batch Namber

Mip ~ Exp. Daty

Munsfacturer Name md address

Sample Quaniity Recdvod

Test perform Date

Test Result.

Test Observed Valoe

Standard Value

Idemtification | Positre

Remarks: The Submsitied Sumple “Complies” os per 1P/Bp/USP with respect 1o 1est pesfirmed.

NML Report 1D Number; Name of Signatory:-
Date ef Releaw : Deslgnation -

Signature -
Seal

Note: | The above sesnlt refers aly to the sabmitiof smiple o5 noceived and tasie

performed
2, This repeont caniot be used for any publicity or advertisement without the written oonsen: of this lshoratory.
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