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JuinNIuezan, Nwdts, Mucngw ©a (081391389 whegIfniiusSntSlngc
Whdue. Juinlos zﬁhzoésﬁumuUzcﬁuguuzwﬂuzsjmzﬁom%u, nazHis
$9953u § 20ndeyiivindfe tosunEufing uax azg‘tﬁ?uéumsuéﬁmﬁsy
MusIN&Y 2996 1iEuen

Suefigiezsyan G thZuaeid jugdudioniy, §9891u0un01ugznon 29368y
Swen.

av 2 2

Tunazl Suamniudta, GSuduua dgyerleordrkwwiniunonnizejwitind

Sn9u90.
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wIany 9 a1599sJV (AL N vauduaa (Complaints and
Product Recals)

v

NNy
nuNnSeIsIu uar 2yudun finjo2efivusdnnziiviisnielinge] 2w tiisy
Ny «ar nongeuniuguneunuutiniitduaiedndngey. Welnnjusid3uyng

L2 ¥ o

Nazl, azfuazitSuniuesncuu dsIndy, 13ty Winwnsuesnainnzgining

v v @ o

Ui Ay Jd=dodity §18 @ dledwzdnnzdiv Jnowwinde).

v

Se

nus9)sjunjonuasdansuiu (PRODUCT COMPLAINTS)

9.1.  muSgIsjunjofivesdnnziiv InnjogejfiuguurwiugslusInnziiv Sy
audutinnunussSwn § srwwesinwdiun. nuéeissy (wwlu war wiwuen)
10103 NsIPuiuLEn oy § snezduaiwdndnasuanGdStun § Synwéu
099N

9.2. YNNWSLISIY W IASUNIUNONIU A UrtIudu. Suneuniudsiinnmgg i
szzﬁuwcﬁjnw%omuﬁuéésmum’l"cﬁajm’ﬂUmui’ménasw waz Ynuad ﬁnja
899tiuurSnn=iiy a:fi97téE195u wax UsGnmuy. Sunsudinioaracudigmio
IFUNIWNONISUTOUTIOUIIUODUOUQUUZWL. dufinfiduaterindnasuesiniy
£99s30 (harSIa ANiutS Tuy Leensgwdinlo SSunugssuurSanziv.

2

9.3. AgythunityynazuIinguNuNIINNWNU2E9ISIU.

9.4. azfigylgunsumudzidonduaiuindngey fesdiuviuitiinud=Gdn fiezdie)
800 RouignaIUIdVlundiazuatInusInay wnaziniwgsisju
Nnjogegiiu aowdutdttnzdnnziiuinoluings).

9.5. MUE9YIsIULNY tinjogoynuaiingegigejuzannziiy awinduindsuiuae
rejnduduiigpln 1y SonwnangsuiilRrein. Gisutingsusduniunounu
QuUUzwIY (JUKOUDLIZeIRLIIL.

9.6. (o3 ldnowwdialaduiin wnuMmlndizdnnzduiigeisIuliy couaz30ns
fiuzejn 9 Usu.

Y

9.7. t1ednuezsurdnnziiy mauly § Jfls 2wtissiniuiinazyr nonssugndy
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9.8.

9.9.

9.10.

9.11.

9.12.

2
°

ednaruinantdEudunsihudid Enua“cwﬂvmjman fonnIniuEnsg f0S0n
t199 2093 dSuNWSusoumO.

NWANSY ez UIN0eNIVEigeln HHnSunmussIsIu winduiin way $1989
(fsdudingndingoge:.

menesjn"l‘USSJSjU msj‘(’,nsumumnasuﬂﬂjguma“czm enudusnnsofiv
UiJU’I’IUWﬁ“EUJ’I“C’%’I“'%jlﬂ.UﬂEﬂO?lJZﬂ‘j (33899 tGEUn01UdLTa KAy 9INsINAY
weSonsdy fornzmo.

fudvmidicingugan degilncualiiu savyeinusyfidututdTuazlu.
Ao9tin IS uasnIzn mismmmvam MFgUaazu nudsddo nw
mvmueumsjmwu‘cu‘cnmuwwmj, nde ugzurueeluzSnnzgiiu § Hunigy

USUJ’IUSIJS ZﬂS’IEJEESjJ’]UCJSR]OC’ISUJU.

SIMudunejunizan way §89Isju wwhieylinscyuniofiuniudztidnuniofiu
mus tenIugsIsJu.

niusjnivusdonsuiv (PRODUCT RECALLS)

9.13.

9.14.

9.15.

9.16.

9.17.

no1USUtingaU (ay 2unsuUzfindduniusInauezannziy 22 thiSunuiio
8u lnudurda edwovnorusznontiunwdriiionusindiugaurda (gfiniiu
fiutgN&dgegniuiant e (dsmindginieuadunaruandy.

sunguUzAlnnIusINaY A9l UT) ALhU €Az SU29INWSINAY (83693
senngifueniinesdinivgunsjdiae.

nwaduntos) esinduusSanziiniidla § 0 sm.uzzmmsj 0] CUlelJmuEU’IEJ
20990V UNIWAVA 1z gjsmasmuccmnm‘mmunnsmmw Suneutigg &
Ueiidn 2efiglRvyiluaiedndngsy ccaﬁmmnaumn;oemsw.

Aegtiusunnunoiusutingeuliiunazaingy Tunwarduniy was Jesauuly
NWsINAY ez whegtdSuniussoivgroyudiguyjdanusingu wssnniuyn

A TuniusIndy HuaztunaIumwIzdu 293001USUNDY.

qzfigylzunsuniudzGiniduaedndngey, nunangsuddudnned way
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9.18.

9.19.

9.20.

9.21.

9.22.

9.23.

Juyy cioadu disdntiyfinesniisynéu.
nATUNIUSINAY UINEUAUIANUA 1z YN,

Sinuduaejunigan Hijplingsjynuzinn Huzdonzdutdincangwtdiiy awdio)
Gne3aSusiiva Hronmnezdnnziiy ciutddnuszdxdosnau isjnuciu §
Jflaorleineos.

JuRnnaucang e awfieitddieuig w'“jsctzﬁzgmzmnsuz"’néuﬁogsu‘tumnsm
fu way wdioydeyuiivgibesytiwine / Gindl / derwdsy / Gewdy was
3118 00y (Beudigiie, omuantnardutisin: aouiintnacduiitod & oue
neunwislu war ventursnogn Hfintiey) aswucf) Suveeguingou furdnn:
Huttidgeen.

welonsiiviisnéiu degtdSuniuacy, Judin way fiucundlmn wlvdididso
tw Tuezuziatinwindy njofiugznmnigejwondy.

Ao3tiSanwuduiinao1uiiusingeI2ruduNIUS INEU €L NIWWPUFONIWHNCE
(8099N DUFHINUNERULNALNDYYLAUWNUSUEY ez UNiuu1lElolesy

00T,

Aeqttiuzclugapdudnned njofiudzdnfin1ues)innIunIugIRuNIVISJNEL.

NIUS9)sjUNJaNuNwGuasuiIau2998a (COMPLAINTS ON ADVERSE PRODUCT
REACTIONS)

9.24.

Sugediou NUiYed) Mmnnuliguzannziy i) iiSunudugoumigimn
€z JUngd1IeeIn. NIWAIWPUEVILNoU NUlijdsSinswns) dogthdjntddy
SINugunegunIzantiug Toudiui.
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Jou 10 n1unaaaguducgy (Self Inspection)

uInNNn1u

Aegtadaluniunangsutiue) wafinmuniuinijuzaon way nwd=adn

20029M1UCUNMIINIUUZATONIUEZANNG (e Wegzluinnsniueiiteniys) Hady.

10.1.

10.2.

10.3.

JumidauynaraIngy, 9IFL TV, gUznoy, (9NLRI, NIUUEIN, NUOUOU
VWY, MUCAINBIzIN0LTY, NMUIONIU SI[FUNWSSISIY, NUSINEY, (L
niunangeuiiuie) GegtiSununonniduthariauy 0IUCEUNIURNENIUEA0]
ol cﬁemoasuaawasosﬁsjﬁuzjjnnmzejmu%wxﬁusgumww.

nunangsufiute) Ao tiSuniudaluddusngarye way AwAeI0 1nadnd
oS thSuusunILINTIIZN. NIUNDNIDULUUSNILYY LOUHSJOZ1UWe
vennainudslnunEungoniu.

2
Q0 a '

niunongeudiueIdiplo wwinduAnts. nawpuesteusneuisdnaagy &
(50 WarndMIuNong9oy Ay g:widdunuaaduniecite cay Ny
nudlelfiv KAy nouaItingoses. éaa’nu:hjaﬁUmuUzﬁi’mzﬁcﬁnéuwwajj%ﬁn
JuAntS0a.

54



81500199 (GROSSARY)

' '
(2" @ °

nusriivwadunngg Qintdl fintwwtSidisvnd=&i2ein il way avufiiduaidumy

9

QIuROoUIY:

GuitdSuazyaaa (Authorised Person) :
CLuGH SSmIndiouzdu ar Wunigniw car S8clunudsdnoindigvwis
Nnyjoge) NudIF0.
Guaszsuesjuzidansiiu (Adverse Product Reactions)
BusvtiougeiusSnniiy counwed § Jr8Rsulomiiiswnsiduy, Urffiaven
9, UrBRavurtidrunsy) & Sruusydniio war Suy Hidlisdy was fintudsSuwils

Co-

Innz@fiviy 13unwideniu, nwdiuzd § nudulowzan.
20 4l 39a (Batch (or Lot))

Jrauwesididiuce) looly fiuzdn TuarndiyssuajusiigsinuuzIniniln s
wr ANNEgntIesiw SINTudngrur war guuzww [SEugnesiganiuuzdn
aljcLunauucionyofivl.

vu18anga (Batch Number)

niwiiy (Muowiean, § 038, § nwusdudigedgéadiv) cijaxggn waz WMo
Uzm5nzﬁ§wgu‘ﬁugnmz§n (ByUznoud YNIBUNSUSSINWLEIN, NWNSUGL,
naucangie e ldigruinnondeudy war nongsutd.

w1 (Bracketing)

Juclunivesnicuunjoiumune13SnN1001U895 c§jﬁwjjccﬁﬁaﬂﬂjb9uﬁgn
Snzegticlanusenuuy fciusuidiiiy (o, aouus), 2ronnwIgzusdul 1s/d
mudul) zﬁ%ﬁnnonz}sumngocam NyolinnuNIUeeNIEUUE1AUSDU.

vzdansdiunsunauiuaviuo (Bulk Product)
welonsdiulns ArdInzunsuniudacduludieln cauoutInudvIgdungy
e,

<20

Sunsu/2zuaunavdigadv (Critical Steps/Process)

Suneu/eruoUNIy zﬁawm:13u;oj‘Zz’ﬁczj'ﬁuéﬂcﬁu/u,;oeejﬁmzﬁmzcww €/ N
cﬁu/u,;o azfunowtitSan § do1nnwdediin clud Wiuesunoruiumo way g0
nounutEaAucUoIndnowwYentw, nowddgn § JrdnfuwwesiusSnnziiv.
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Gy (Crude)
§9¢) TugzwIwnIuegIn way JiGesuouNIVLUSY.

©e¢

4 2

uasda (Date of Manufacture)
Sudidininidsdueaargn Bazylduiuesniuuzda.

suiniadia (Designated Name)
SHttMmidnTdfiudor § awniuszwe WedunaundanSu.

(9N 311 (Documentation)
SunsuNU=Bdndtdegusen, ue €Ay JURNA199 NinJoge iunIutzan
daducos.

duuviliagay (Expiry Date)
Sudidtdinintdney srfucnargn (gigalivacdifisgennsmuemiosinnyniu

o as

9JNIU JIRUOVUSWI.

So-
e

&
E3 ]

[V
v

anzus1tdasy (Finished Product)

daucJogiitdenunuesdntunngunsy.

nanaauqu?uazmmjasuann1u (In-Process Control)

nunongeud thUGicluarnanniuesSo denongsu way mindrdudesiiu
sruoumuiioWinn T Snnsivgsnaelfivgmiogeyv. NIUODUYUILWIVLDNIDU
8 suzney tfordugounijzeniunougslugzuounv.

EY

vzdansiiuca)grcdasy (Intermediate Product)
San a9 § soudrduesidaniidestimugunsuily § yrusunsuesjgzuouNI

ov  ov

wWolhineduurdnnzdunsuniuduuus (Bulk Product).

g9udznauyin (Markers)
goudznsuesldannhiurgin Bitinfilonyal war Wuidulididuandsds
299NIWANDUEL.

N1U9zYYg10d1Y0 LU0 (Marketing Authorization)
(enzwnNIuiisen lousinuaunsiciizin (NRA) eand=d)lunmSoniy
neIn & iSoncangiwezdnnziiy wwdiniudzciu.

Sandu (Material)
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O

210 § goulsnsu & aududnnntneszwiwudni tEdusoudsduTuniy

LI=30.

ccuaygngg (Matrixing)
HucunssnucuuTuniwddunudngnouiisfiv Guagndsuiicienes )i
voufiodigiicdutdidiguniuaouyndals fieefindingeu TuncoRwIL.

daquiausgaa (Natural Materials)
SonnurginiitiSuniuu=du § churlJiJEBj, gk, G303, tedy § divneuas
(e, EJ’IjES%lJ g1979, ey, Drountd wa Sue) fnenjuanndo § wsmo kay N
nunjuzmjaeemumuaummwn auaumumcsm‘tmuaao (ay 2ruouNRENHS
ﬂowcaugu (B30mougoudsneuticun Hinlonyad. gouvsduamtiuzein §ibon
Wuswesndn § gouvsneuiiifinawnmuwdudo A&,
§9nauduagsyuuviyzan (Natonal Regulatory Authority (NRA))
EE.UlJU]JOEJj"lﬂJE].UﬂSj?SquEZHO )] goumjasajangluman caﬂagmznmumzmw?w
nigunegniuids, nwezdn, d3een, dwine, Buds, 118 way gweliuce) (TM) wie
uzsuiendndiingesdn, gruidniiu Senusttinazusun weldicnleor vs3nny
z‘ﬂwuﬁucﬁsaj (TM) zﬁaﬂjmzugﬂo wiwuendndings v ﬁnc’ﬁsmems’wmﬁuéﬁﬂﬁmazuju
nuaUngs.

nAuviuv (Packaging)
nacunawigelo souctiInwdul war nudogzyn, Buzdnnsdiuneuniy
fun (Bulk) Gegtdcmuniudiciuniy e tdhiduesSnnsiivdulnsy.

daylivauium (Packaging Materials)
Son 09, souiIdanRBuii 1 lunwduqgaducey Gu: wegeudua, uido, fiu
ua, 13, Sagzgn, (gxn, Usud war 8u9), fiedn, oy EJuin, n1o way wy

30 o SHe

Q.

niusjnivasdaazdiv (Product Recall)

ctIJ:Un°11JU3Eii’mcﬁsc§ﬂw35mzﬁ’m89n'ﬂmmmm mus;nﬁusmcsuéuioy SNy
aungItIzIn § nwdzidnlnuszoiints Tugouzells|Puuzdn waz (omouniulsIu
W20 (AT Aol cwscsmmmsuwmasu?umuUnUsjaszﬂuzsjUUman e no1uy
YR8 anuedonsdy foorwggdnivuinciu § nwiiladisnenasy § nenaos
éhjé’w‘j.

auduia (Qualification)
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niszydoniudacduniy war nwindcensgiuguzney § azdugouniys Sy
nudnfgdnytindes, (Snojndgfinde) way VAUIEUIOSURnINNSRLACNT).

NAVIANNY (Quarantine)
genUdieeIdnydy, iFrdosy, vrdnnzdiuneunuilun way vrdonzduscdo

[y =]

suU Incunduingou [nInwszdwin louaziy] Wweruztiwonluatnwindulaingo

as [a)

flunoauowrdu S13uNWATUNIY, NIWHUN § naudole.

dagtu (Raw Materials)
Sandgdlin d919reenda & deendn H1gTuesuouniuwrdndiliucie.

0G9281991989 (Reference sample)

ﬁoélmﬁc’ilUﬁoctmwgnﬁmgﬁu/ﬁmgu’juu"ﬁ & orSnnziiviadosu/adosuiivon
Duttfindiy, 8ng1 $13u30U=S128INIU3T9 cé’jazt’ﬁ9jcﬁméu‘iuaajmgmmﬁuénmgmﬁ
Nnjoges.

Uziicga (Rejected)

o o o v o (v

grnuresIdnn iy, digrdosy, vrdonzdunsuniwivydiun § uxdonziuddo

£l

o as o as (=)

sU (8909ryIn 1 183U 1RuNIWELIn § NUHun caz Nl waz wdieIfuly
Ingzuzidsntw.

U989 4} 911 (Released or Passed)
grnresIdandy, vrdnnziivdiBudosy, vrdanziiuneunwdiun HidSu

¥ o as

9xYInli 18 §1Fu2zUoUNIY, NUGUN (AL NI,
2zuaunIuSadu (Reprocessing)

SHnwSafivezuvounwiiysiin 8 vFouesIgn Hguuzwwdiinususuy el
tAatunwdicn § oty neuiivzise.

g2z 9zutl (Sanitation)
NIWNDUOUY2LeULIU2rUdUNILL RN ADUTIYNOLUINSY, ILNWH, sUznsu
war NwaouudaYa1Y [Hladaniy tWifjjurdnnzdiugrdosy]
dayau (Starting Materials) .
U 9 FouUzduesiiu (NsuUrdy) N8 Tunwesldngiducies.

gadiuciiog (Traditional Medicine)
“aducdey omufjurdnnziiveton S1RuusyoiilgsoudsnsuiitGanay s
210 (D0, 0wz / § wsnn) 118 WardugsInud=Gincuudydu. way Juawhiojunal
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(Seiwsnige, Snwg), Ilngiitdurngoueejusyn, tndiicentd way Ingsus
dicannydual.

a1Usfcaa Disclaimer:
falorun1gniu 2g3didivcie) tiduTueiindjsigungofivazdnnziivdadiviie) 2
ing1383mindgsnuey o).

dee

NIUNIOIUVAI TGN (Verification)
ndudy louunnidiginn i, s1emilnddivguneuniudz&dn, 2zuouniy,
surnay, 3ay), finwm § azdutiSuniudeBiomu.

LIST OF INTERNATIONALLY ACCEPTED REFERENCES FOR TEST METHODS
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