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CBHUIETEJILCTBO O COOTBETCTBHH
TPEBOBAHMWSIM I'OCY JAPCTBEHHOM PETUCTPALIMU

Hactoawum OO0 «[p. Penau’c JlaGopaTopuc» yaocToBEpseT, YTO
JleKapC'I‘BCHHbIn npenapart ond MEAHUHHCKOro NpHMEHEHHA!

Haumenosanue JII1:
MHH.

Jlexapcmeennas gopma,
hopma seinyecxa:

PY Ne, oama.

H. usmenenue Ne:

lTpoussodumens, cinpana:

Adpec npouzeodcmea:

Cepus Ne:
Konuuecnigo.

Hama uzzomoenenus:
Cpok eodnocmu:

Koo OKII[2:
Koo TH B3/J]:
Konmpaxm Ne:
Hnaotic Ne: '

Ketopoa®'
Keroponax -

pacTBOp AN BHYTPHBEHHOrO W BHYTPHMBILLEYHOTO
seenienna 30 mr/ma (amnyna) 1 M x 10 (6nuctep)
x 1 (nauka KkapToHHas)

JI1-001365 0ot 16.12.2011 (naTa nepeogopmierus
PY 24.08.2020)

JIT1-001365-231118 nam. 1-2

H-p Pennu’c Jlaboparopuc Jlta., Uunus
Formulations Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan (HP) 173205, India
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Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml '
IIpoayKT: Ketopon® (KETOpO/aK) pacTsop Ans BHYTPHBEHHOrO H BHYTPUMBILIEUHOTO BBecHUA, 30 Mr/MA_|
Batch No / : V210612 Batch Quantity / : 2,30,000 ampules / !
Cepun Ne Obbem CEpHH 2,30,000 ammyn |
Analytical Report No/ : 890001531990 Date of Analysis/ : 26.06.2021
Auanutuueckuli otuer No T4 AHANH3E
Date of Manufacture / : May-2021 Date of Expiry / + Apr-2024
JlaTa MPOH3BOACTBA Copen a0
Analysis performed according ND / Asanu3 nposeaex no HJ1: JITT-001365-231118 (amend Ne 1 from
14.01.2020 /uam.Ne 1 ot 14.01.2020, amend Ne 2 from 24.08.2020 /usm.Ne 2 ot 24.08.2020)

Page1of4/Crp.1ma4

[MoanunnocTL

chromatogram of
tromethamine  and

OCHOBHBIX
XpoMatorpaMMe
PACTBOPA COOTBETCTEYIOT
YHSPAKMBAHHA OCHOBHBIX
XpOMATOTPaMMe

NHKOB

peaks in the chromatogram of tcst
solution correspond to thosc in the

ketorolac
naproxen

reference standards solution (Assay
section) / Bpesens YACpKHBAHUL

HCTLTYeMOre

BpeMEHEM
NUKOB HA

pacTeopa

CTAHAAPTHRIX 0GPA3U0B KeTOpONaKa
TPOMETaMINHA K HAMPOKCEH (pasaen
«KONHECTHEHHOS ONPEACACHHER)

r [;: ] Test / TlokazaTens Results / PesyantaTsl Specification / Hopma
1 Deser iplivi / Ouncanne Tlom culoless . solutivn, 7 | Clewr, colorless W pule  yellow
Mpuspaunsii, GecuserHsiA pacisop. solution. / Tpoapusns A, Gecierin@

WIK CBETNO-XENTol pacTsop.
1 Identification / The retention times "of the main | The retention times of the main peaks

in the chromatogram of tcst solution

should correspond to those in the |

chromatogram of ketoralac
tromethamine and naproxen reference
standards solution (Assay section) /
BpemeHa YNSPXKHBAHHA OCHOBHLIX
NHKOB Ha XPOMATOrpaMMe
HCMWITYSMOr0  PAacTROPa  AOAXKHbI
COOTBETCTROBATE BpeMEHaM
YASPXKHBAHHA OCHOBHBIX [MKOB Ha
XpOMBTOTPAMME pacTeopa
cTAHAAPTHRIX OGPaIUOE KETOPONAKA
TPOMETAMHHA H HAMpOkCeHa (paznen
«KoniecTBEHHOE ONPEAEneHHEN)

Clarity / [Ipoapa4socTs

Complies / CoorseTcTyeT

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecUeHIMR
MpenapatTa He ACMKHA NPeBsILATL
ONANOCUEHUMIO ITATIOHA OPABHEHHS L.

4 Color / LlgeTnocTs

0.040 Abs

Not more than 0.20 at 430 am /
He 6onee 0,20 npx LIHHE BORHALL
430 um

5 pH

7.28

Between 6.9 and 7.9/6,9- 7.8

S e iU i —

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumenanne; [TPOAYKT COOTBETCTRYST BAHUAM Zakawteane: ogospmo
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Pardeep Kumar | Nposepeng: Himesh Kumar offpEi: MeHekep / PyxosoaxTens
; — - —{Peweniupndr, \
c»L—- (R N
Reprint Date / Print Date / /J L ¥ R
JlaTa: 26.06.2021 ara: 26.06.2021 {5 21 |\
. Hh a7 ‘{l
o i) o
Registered Office: 8-2-337, Road No. 3, Banjara 40034, AP, fi
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, ddys.com:
CIN: LE3 1YS AP 1YE4MLLY g ;
www, ys.com R - o
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTAIA

Product:/  Ketorol (Ketorolac) solution Tor intravenous and intramuscular injections, 30 mg/ml |
Ipoaykr: Ketopon® (keToponax) pacTsop Anf BHYTPHEEHHOTO ¥ BHYTPHMbILIEHOTO grenenug, 30 Mr/mn
Batch No/ : V210612 Batch Quantity / : 2,30,000 ampules /
Cepusn N OfLem ceprE 2,30,000 amnyn
Analytical Report No / : §90001531990 Date of Analysis/ : 26.06.2021
AnanuTnueckuil oraer Ne AHANH3A
'Date of Manufacture / . May-2021 Date of Expiry / : Apr-2024

JIaTa npOH3IBOACTBA Topen A0

Analysis performed according ND / Aganus
14.01.2020 /wamNe 1 o7 14.01.2020, amend Ne

nposeaen no HI; TI1-001365-231118 (amend Ne 1 from
2 from 24.08.2020 /u3m.Ne 2 ot 24.08.2020)

Page2of4/Crp. 2134

Registered Office: 8-2-337, Rosd Na. 3, Banjan Hill
Tel: 91 40 4500 2900, Fax: 91 40 4900 2999,

CIN: L85195API984PL!
www.drreddys.com

6 Particulate matter / Mexauuueciue BinioveHus _]
€A | Visible particles / Complies / CootaeTcTayeT Should correspond to requirements /
BHAHMbIC YACTHLB B cooTBeTcTRHH © TpeboBAHHAMK
6B | Invisible purticles / ]
HesranMBIE HACTHLBL |
i. Particles 2 10 pm/ 12 Not more than 6000 per ampoule /
YacTHUb! pa3MEpoM 2 He Sonee 6000 Ha aMrmTyny;
10 MKM ‘
ii. Particles > 25 um/ 1.0 Not more than 600 per ampoule /
YacTHIls! PAIMEPOM 2 He Gonee 600 Ha ammyay.
25 MEM |
|7 Related substances / PopcTBeHHBIe ApEMECH
Impurity A / [pumecs A \ 0.15% Not more than 0.20 % /-He Boitee
0,20 %
Impurity B / Ipumecs B Not Detected Not more than 0.50 % / He Gonee
0,50 %
Impurity C / [Tpumecs C s, Not more than 0.50 % / He Gonee
Leas than LOQ (0.033%) 0,50 %
Impurity D / Tlpumecs D Not more than 0.20 % / He Oanee
BDL (Diaregard Areal841) 0,20 %
Any unspecified impurity / Mot more than 0.20 % / He Goiee
EAHIMHEA HERACHTHULH- 0.05% 0,20 %
POBAHHAA NPHMECE : ‘
Remarks : The Product confirms to WD/ Conclusion ;: ATPROVED /
Mpssnviann: TTpARYIET AMYTRNTATOYNT pofinaniiias HJT Fnemnenus NINRPFHO
Prepared by / Checked by / Approved by: Maneger/Exccutive /
Monrotooneio: Pardeep Kumar | [Npoaepenio; Himesh K};;m pENn; Mesegican | PyxornuTenk
2 BT,
- )
Reprint Date/ Print Date / ’ / &
Hara; 26.06.2021 : 26.06.202] 2 d
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Dr.Reddy's Qf’o’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIV3A
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
TIpoayxT: Kertopon® (keToponax) PACTBOD ANIA BHYTPHBEHHOTO H B piLeqHOro BaeaeHu, 30 Mr/ma
Batch No/ : V210612 TBatch Quantity / : 2,30,000 ampules / |
Cepusa Ne Q6nem cepHn 2,30,000 amnyA
Analytical Report No/ : 890001531990 Date of Analysis/ : 26.06.2021
AusanTHYecKhi oTHer No TA ANANNIE
Datc of Manufacture / : May-2021 Date of Expiry / : Apr-2024
JlaTa nponasoacTBa Toaen Ao
Analysis performed according ND / Auaaus mposeien oa HJ;: 11-001365-231118 (amend Na 1 from
14.01.2020 /wam.Ne | or 14.01 2020, amend Ne 2 from 24.08.2020 /uam.Ne 2 oT 24.08.2020)

Page3of4/Crp.3 u3d

Total impurities / Cymma { 0.26% Tot more than 1,50 % / He Gonee
npumeceh 1,50 %

8 Extractable volume/ 1.1ml/ 1.1 mn ot less than label claim (1.0 mL) /
Hisnexaembiil ofnem He menee HomnruansHoro (1,0 mn)

9 Bacterial endotoxins / <=0,725EU/mg / Not more than 5.8 EU/mg of ketorolac
Caxrepnannibic <0,725CO/mr powcamine / 1e Bonee 5,0 C/mr
AMAOTOIELIILL KOTOPOAA KA TPOMOTAMILIA

10 Sterility / CTepuasnocTs Complies / Creprnex Should be sterile / Crepunen

11 Assay / IonutecTneHI0e onpeaenetue -

a) Kelorolac tromethamine / 29.55 mg / 29.55 mr From 27.0mg to 330mg of
Ketoponaka TPOMETAMHH CisH1sNOy CH INOy (ketorolac
e netharine) per 1 mL / OT 27,0 ur |
a0 33,0mr CisHisNOy CHiNOs i
(xeToponaxa TPOMETAMHH) B 1 Ml
b) Sodium chloride / Harpasx 4,28 mg/mL / 4.28 mrimn Between 4.2 mg/mL and 4.5 mg/mL /
XAOPUA Ot 4,2 mr/ma a0 4,5 Mr/un
12 Alcohol content / 3Tason 11.72% Between 10.60 % and 12.60 %/
Or 10,60 % no 12,60 %

Remarks : The Product confirms to NI/ Conclusion : APPROVED /
Mpumeuanue: TIpoRyxT COOTBETCTBYET TpeGorannam HI{ Zaxnoyenne: OJOEPEHO

Prepared by / Checked by / ,A@‘,fed by: Manager/Executive /
Monrotornexo: Pardeep Kumar | Tpoepeno: Himesh Kumar” .0 Sperid: Mepemxep / PyxoBoaMTess

o -
Reprint Date / =

[lata: 26.06.2021




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJHZA
Product:/ _ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Keropon® (keToposiak) pacTsop Vis BHYTPHBEHHOrO ¥ BHYTPHMbILIEHHOND pBeaeHud, 30 Mrimn
Batch No/ : V210612 Batch Quantity / : 2,30,000 ampules /
Cepus Ne Ofnem cepun 2,30,000 amnyn
Analytical Report No/ : 890001531990 Date of Analysis / : 26.06.2021
AuanuTayecknil oTuer No AHANH3A
Date of Manufacture / : May-2021 Date of Expiry / : Apr-2024
JlaTa npoH3BOACTBA Togen ao
Analysis performed according ND / Auanus nposenes 0o HJ1: JTT1-001365-231118 (amend Na 1 from
14.01,2020 /som.Ne 1 ot 14.01.2020, amend Na 2 from 24.08.2020 /vam. Na 2 ot 24.08.2020)

Pagedof4/Crp.4u3d
13 Packaging / Ynaxoseka 1 mL in class 1 amber glass ampoules | 1 mL in class | amber glass ampoules
(USP). A cut ring and point in the | (USP). A cut ring and point in the
upper part of ampoule. A label is upper part of ampoule. A label is
attached to ampoule. attached to ampaule.
10 ampoules and a patent | 10 ampoulcs and a patient information
information leaflet  in a | leafletin a PV(Yaluminum hlister.
I'VC/aluminue bligtor. 1 blisters in a corton pack;
1 Ulintosu i u vaston pack. Fui i pulivat fusilitiov, 2,3, 5 Llistors
m in a carton pack.
Tio 1 MR » WMAYALL W TeMNOTO
crexns xnacca [ (UST). D sepxueft | Tlo 1 Mn B aMmyALl H3 TEMHOrO CTERAA
YACTH GMITYJIBl HAMCCCHBI KOABLO W | Knacca | (USP). D sepxuch unctv
Touxa ana pasnoma. Ha ammyny | aMnyfisi HaHECEHB! KOMUO H TOUKA
HAKNEHBAIOT ITHKETKY. Ana paanoma. Ha aMOyny HAKNEHBAIOT
Mo 10 ammyn ¢ MUCTPYXUMeR N0 | 3ITHKETKY.
OPHMEHOKHIO noMmemaor | [lo 10 ammyn © MHCTpyxuued no
¥ NBX/awom nncuaii Siunswp. HUPHMOIT I NOMELWNT
To 1 Gauctepy B nauxy xaprokuywo. | 8 [IBX/amomunnessift Gaucrep.
o | 6naHcTepy B NBYKY KAPTOHHYIO;
anx  crauWosapos: mo 2, 3, S
GuMCTEpUs B LMYKY KAPTOHRYKO.
14 | Labelling/ Mapxnposka According to ND / B cootsetcraun ¢ HJL,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B saimilesHomM
XpaHeHue 0T CBeTA MeCTe Npy TeMnepatype He sbiwe 25 °C. He 3aMopaxkusats,
16 Shelf-life / Cpok rogHocTH 3 years /3 roaa.

Remarks : The Product confirms to ND/
Tpumeuanne: MpoaykT coorsetcrayer TpeGosanuam HIT

Prepared by /
Moarotoeneno: Pardeep Kumar

. .

. N

Reprint Date /
Jlara: 26.06.2021

T Priot Date /
Ilata: 26.06.2021

Conclusion : APPROVED /
3axaKuenue:

Checked by / Appmv}‘ - jlanagerfExboutive /

TMposepeno: Himesh Kumar | OnoSpesfos MAfigR¥EpHK PykosonmTens
Pawan/fumii 0 o —

' “ b I
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