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CBHIETEJILCTBO O COOTBETCTBHH
TPEEOBAHMAM ﬂon<§wm.._._._0$ PETACTPALIMH

Hacroaupm 000 «JIp. Pemmt’c JlaGoparopHe» YAOCTOBEPRET, 410
nexapcTBeHREUA APCNBpET MId MEAHLHIICEON0 IPHMEHEHHE:

Hauwenosanue JIIT: Keropor®

MHH: Keroponax

Jlexapcmeennas ¢opa,

popma gunycra: PacTBOP AUl BHYTPHBCHHOIO H BHYTPHMBSILIEHHOTO

peenelus 30 mr/mn (ammyna) | M1 X 10 (6nucTep)
x | (nawxa xaprounas)

PV M, dama: JI1-001365 ot 16.12.2011 (neTa 3aMedsl PY
24.08.2020)

HA, wimenenue Ne: JII-001365-231118 wam. 1-2

Mpousgodumess, cmpana: Ji-p Pean’c JlaGopatopic Jitn, Minana

Aopec npoussodcmea: Formulations Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan (HP) 173205, India

Cepua M: V210225

Koauvecmso: 16536 ynaxosoxk

Jlama uz20moanerua; 02.2021

Cpox 200n0cmu: 01.2024

Kod OKIIA2: 21.20.10221

Koo TH BI: : 3004900002

Konmpaxm Ne: DRL 01,2020 ot 26.10.2020

Hueoiic Me: 185030640 ot 03.04.2021
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erciea s f T Kaorol (Returolsc) solutiad Toa i as aod Tar i, cctions, 30 mg/erd u
s

Ny e Keropon ™ (xetapatax) pasieop, A pHyIpIECIEIIO K a1y apaucaord ascaenns. 30 et
-latch No/ : V210225 {Batch Qunotity / T 2,30,000 amputes /
_.m.hE.l.... ! IR e Qe CcCPUR___ 2,30,000 axnysn
TAmalytical ieport Na/ : §50001516310 Date of Analysis/ : 3103.2021
‘Aumaniecknliayner be N Jlave ananazk .

Daic of Maoufacture / : Fck-202) Date of Expiry/ : Jan-2014

iru wpossoncTRs___ sToacuao S
Aaalytls peformed accor ding D 7 Anana3 npascnea vo HIl: TN001365-231118 (umend M | from

14.C1 2020 hea Ne | o7 14.01.2020, emend N 2 from 24.08 200 ilo 24.08.2C201

Pape 1004/ Crp. 1 34

H.._ ! Tt f Hoxaorens Results / Peryauramd Specification / Hapmn i
1| Description TOnucanne Oear,  cooticss skt / Clear, colazkan w0 pake  yelow ”
Mpapa=mull, Sccurcnd@ pacTsop. satution. / Tporpanui, Gecmemrsll
i sk CRETRO-MeNTUA pacTenp. _
] — =8 i
L, Z enlificativa f The wdcubivn bues o the mna e roxcntion tmes of that i pass
_ Noatusnotn peaks 1 the chromaozam ef tem | I lhe cliopsdugrone ol teal sutulival
' soluton comespond © Woss @ 1he spoald enmepuad w duse o e
! chunadigeenie o Kotaroles | luuuatog, o of seigrobe
. troaxthaciine and pegroxen | Uomethamine anz maproven clerne
_ reference standards solsuor (Assay sandards soluleod (Assay seetion) £
scction) 7 Up mcpx Bpenein  yaop x
“ CCROIIS 1Mx08. @ | nexos Ha SPINATOMPIMME
1 ApAMATOIPAM M prouTymenm | HCITYEHOro patvoOpa  AOAEDM
PACTIOPA COTTDETCTVYIOT BpemEday COOTBLTCTRONSTS specman
M%QB-—SD 03 HODHME RwFne -3 uq:d«ﬁl-bl-l OtRODLR MO -1
_ SpOMATOTPIMME prrpa | E[RmEi MM pacTecps
CrarARaTHUX O6(EIL (ETOR ORI cTuLupTHax OCPIILDA KETOPORZED
ilnaxuilun_iogg TposscTaMKME H smpostend (poac
wKoaw peat ) oKoaw e TP )
— 3| Clarity F Npopassicc Comglies | Coorprmasyet he opalescence of tie vampic shovid
- o1 exceed opalacence of refercoce
suspeeson L/ Omaccurxuns
i %! A0meHd -E:Ea
g o - s LT L
~| 5 . Color / UurymbcTe (L4 Abs o moce than 0.20 a1 430 am ?
¢ Goec 0,20 mpe ATwc LoARM
] <3 rMa
_ H pH _1 .-...m Be.ween &5 2l 79/69-29

Conclusion ; APPROVED/
nian HJ1 Jaueienne: OOEPEHO
Agprovad by: MemagevExcculive /

Pkt : The Product confirmw 1o NTH -
Ipissieszine: ([poayT coOOTRETCTRYCT
Pregrarad by / Chocked by /

Meanomoancnt M...Hmﬂv Kumar © Mposzpenc: Anil Kunar Oacbpenc: Menenmep / Pyrosomyreat,
‘Repriet Date/ Pt Cate/ Prirx Date/
iz 31.03.2021 Jara- 31.03.2021 Jara: 31432021
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. Prodduct .7 Kctoro (Ke:oroluc) solatioa for Travenous and intazmscular injections, 30 mgfml
Mpoaysi: __ Kzropoa™ {(Ke:0709:K) pACTROD Ane BIYRnomiorD o DUV £4-E00 BAES 30 wefean

{hatch Nu/ : V210215 Batch Quantity / : 2,30,000 ampules /
{Cepuy Mo O6uen copun 2,30,00) sunya
Anglytical Report No/ : 890001516310 Date of Analysis / : 31.03.2021
Angnuvuseesmil oTeer M o ananog .
Date of Manafscture/ : Feb-2021 Date of Expiry / s Jan-2034

laTa npomeoncina [Conex mo
Analyais perfurmed sccording ND / Anaasg opopeuen na HiL: JIN-001365-231118 (smend M 1 fronn

114.01.2020 /u3uta | or 14.00.2020 omend Na 2 from 24.08.2020 hau N 2 ot 24.08.2020) .
- —_ PagedofdiCipimd _

§ | Partitulsic sunier / McIainyccese exaacnnd

e __ Vinblc satitica 7 Complits / CourscrcrmyeT Should correspond 1o requbemcat /|
- ' Branvue 9acTHiod 8 ¢ 1pcb 0
oo Lawsble panzcks /
i §canaroaut ACTHULL
' ¢ Proiche 10 pmd kal Nt mope than 6000 por ampoule /
i HizETIm pIIMEPCM ¥ He Gance G000 ma aunyny;
m 10 mxe
1ii Paurclmz Spm/ 1 Not more thas 600 per angpoile /
YTl PAINEPOM 2 He Goree 630 1 cunyay.
| 23 pxn ;
{777 | Related subslances | PUBCTOnAM O Hpmstcn
i T Imaurity A; (lpasect A 0.15% Not more than 020 % 7 He Gaxee
0,20%
Tty V7 lpisees B Not Detected Not moc than 0.50 % / liz Gance
0,50 %
|.||||||'I-u - ll||_
Trapunry C i Fpaszar C Less than LOQ (0.033%) Not ore tez 0.10% / e Gonee
. 0,30 %
._n_v.id_u.l-_l__..ﬁnrd Mot more tans 0.20% / He Some
ADL (Diarcgad Area 1771} 020%
Any urspecifiod impusity / Not wore thas 020% / He Sonce
I Zammreran PEICHTHQ RN 0.03% 020%
| POU3ID TA LpIReECs
Totad regundics ] Cyaama T o =T ot ooc thaa 1.50% 7 Tie Goice
nipHuece R 1,50% —
Rarurks ; The Product confirms o NDYJ Coodusion : APPROVED /
Mpuucuanse: TIpner cOOTRETCTRYET ypebonanuaw HI Zacaoarnue: QORFERO el
Preparsd by ! Cheched by ! )aieﬁzﬁu%aqn\
Rinz e Patlecp Kimar | Nposepesia: Anil Runor Onobpeno: Menemep i/ PyxoscanTem.
H £~ Tawen Kumar m
Kepriet Dated Prit Date/ Priat Date/
Rera: 31.03.2C20 Jlara: 31.€3.2021 Jlova: 31.03.2021

Regpaercd Ufiax B-2-307, ol Mo ). Bagjos 1D, Hdotated - 3000H. A ¥ Ludu
Ted: O 41) 393U 2900, Fasz V1 40 6900 299, Frand: ou Kidueddm com
CIN: LA31952 PIOSHPLOD 97
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T Peoductz i

Hpnaywr: Ketopoa” (keTopmne) pocTag,
1 V210225

DBatch No/

ELIIAOIT W B

Kaora, (X clorelac) salation for iaimvenoas and intrumsculag injections, 30 mg/ml

MMLIIESHOND E8eacHAR, 30 MTiva
+ 230,000 empules /
230,000 samiva

Cepmm X

: 31.03.2021

“Analytical Ieport No/ : §90201516310
Anamyamecsull orer Xo
‘Date of Manufacture/ 1 Feb-2021 Date of Expiry / : Jun2024

Faxtn go

HaTa npoinIHoACYes
Analysis performed ac

14.01.2020 fau Nz | ot 14,0:.2020, trmend N 2 from 24.08.2020 How

cording ND / Acast) wposegen oo Hjl: TIN001365-231118 (eme=d M | rom
N 2 or 24.08.2020)

1

Pogedofd/Crpmsd

No: fesx thas labed chim (1.0 mL} 7

..<|.ﬂ

i B Estractaule volume/ TOml/1.0ma
| ! Hamsucsesssl nffnesy He menee mosouia” sworo (1,0 ea)
{7 9 77 Desterist endstoxina = >0.725FUreg! Teot more tEan 5 8 EWVmg of ketorolac
= BaKTYpHAneOMT <0 T25EWNr tromtthamine / He Gozcc 5.8 E3ur
' HUIOToATHIA ! sciopoasos 1porsTOnWR
WG| Siesilily { CreprsknocTL Complioal Crapsrea Showd be arei ic / Creprmen
BT |H=|-_M.—...F_E1-1Jibtla§ napepcTERRAL
i 3} Ketorols: cometaamine / 79.70 g/ 29. 70 war From 770mg w 330pg of
Kelopasi i TROMCTau N CuHMNO Gy NU;
tenseilaniine) per 1l / O7 270 ur
no M0ur  CuliNOy GHulNDy
(xeTopanikd TPAMETAY i) B | ma
b) Sadium cllenide £ oy 436 mp/ml /435 uiwn Jetweend 2 mp/ml azd 4.5 mg/ml /
RT LY 0743 urfxa 5045w un
12 | Alcehel content/ Arwnon 1345% Retwren 11 R % aret 17 60) % ¢
O INA0% 20 1260 %

(ketorolac

* Ramarks : The Product confirms to NI/ Cooclusion : APPROVED/
Viprsscraanme: 14 Jarmovenne: OJIOGPEHO
Preporcd by Checked by / Approved by: MassgerfExerutive/ B
{lo:p oronneno; Pardeep Kumar | Mposcpona: Anil Kucar Oupbpesto; Mew / PyRo3onnTe:ms
i & Pawan Kumar y
Reprint Jate Print Datz/ Print Date
dara: 3..052021 Jlatac 11.03 2021 Rara: 31.01.2021

Regintvrrd OMiee 5-2:337, Rowd No 1, By 1610, Hpdaatad - (O, A 2, Lk
Tal . 91 48 4900 WD, Far: 9] 410 49000 2999, Encat ouiineddys Lo
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CEMTIEICATE OF ANALYSIS
<@ TAE A

i Troduet: 4 Ketorol (Keiorolac) solution for intravenous sud inlramuscular ijections, 30 rmg/ml

| Npsaysr: _ Keopaa” (Weroponax) pocinop A3 ey 1pnBEIIIOND X BNy TPHMMIIEHIOTT BCICHNA 30 mrfay
‘Batch No/ : V210225

(Crpue Xe_

Analvtical Report Neo/ : 690001516310 Date of Analysis/ = 31.03.2021
Ansaaaceknii yrier N suanna

jDateof Mapufaciure !/ : Feb-2021 Date of Expiry/ : Jan-2024

{1 upuInoALTDa Ceaen nw

Analysis performed stcordiug ND [ Anadin apoocatn no (UL a:.s_gu&_:un.aauz;a__
14.61.2020 iy N Lor 14.0) 2020, amend ¢ 2 from 24.08.2020 . 2 av 24.08.2020)

Pagpedof 4/ Cip dmd__

1 L inclan | amber glass emprules
(USP). A cul ring ano point ia the
appcr pant of mrpeulz. A bibel
i mitached o ampoule.

B padent

b 10 amposles and
Wwinmateen  baflm o @

PYClalyminau Uick.

1 blistes i w catan pack.

L)

Ny | wno
crexnd saxen | (1HST) R wpuel
WLCTH ANITYNM HIHTUCUM 04N F
i Touma aaw 3Aswd. Ha swmpay

annyau 1a T

1 mL in class | cmbor glass amposio
?..aS.)."E:saEaea...:_!;n
wpper part of sxpoule. A ladel B
atiscked o sapouk.

30 ampoules £nd & patien: inf
keuflet i 2 PVC/ALaminum bHsRT,

1 hlistery in o rortne povke

For i pacind fasilitie= 2,3, § blisters
in o canoo pack.

M | sus & DAUETM MY TCHUOTD CTENAD
waacss 1 (USP). D scpxuell wacmn
AMPYNM HIKLCEUM E03bLL) W T0MED

: TMRICABUOT JTURLTKY. [ P Ha mnyry

i ! Tlo 10 omnya € WETPYRUACT 60 | JTHEETEY.
i » Mu 10 waigs + suKIpysuel g0
_ & MDX: I} P DeMEs 20T
1

» IBX/n & Garcrep.

Mo | GANCTCPy b MKy K30

Mo 1 Gancsepy b Ky KEITOWNG

pan crupscrepos: mo 2, 3, 5
GANITEPID B MIN Ny KEPTONKYIO.

—Ip-a..;_i—“..r-_mhn= Mapsnpooks

According o ND / B cosmoererean ¢ HIL

gt
15 Slorage cunditvus !
# Xpaicune

Ta & place proteciet. from Bgol bekow 15 *C. Do oot Gecre. /B SLOsUUEINIoN ,

! dml._ Stellllfe / Cpan roawocTn

o7 CETE MECTE NPM TMDCPRTYPS P Bawe 25 *C. He 3asopramieany.
3 years/ Jrona. ’ |—

Vemarky + The. Prdues enr [iroe to ND”

Conelasinn 1 APPROVED/

| Danmemnie: Llpeayxy cooTDeTCTUVY Saxawqenne: ONOEPEHO
Prepaiad by / Crachad by / Approved hy: Manager/Exerntive /
anruvesncno: Pardoep Kunar | Nposepeno: Anil Komar Ozobpenn: Mexenxep / Pyxonoaurens
£ D/._ Pawan Kumer “w
Reprint Dute / Pzinl Dae / Princ Dace / h
Jiae 3).03 2021 Hsvo: 31.03.2021 Jara: 31,03.2021
R DRI 8- 523, howd Nes 3, Do Bl Lpdeslasd < 003 2.1 Intiz

Tet 71 40 4100 20 Foa: §1 104500 IV, bl ity chdys com
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