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Dr. Reday's Laborateries Lid.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Bacidi,
Distt, Salan, H.P, 173 205, 1N DIA

Tel: 4892 98166 56001-02

CERTIFICATE OF ANALYSIS e dradchve. com
CEPTU®HUKAT AHAJIM3A ‘

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoxyxr: Ketopon® (keToponak) pacTBOp [ulsl BHYTPHBEHHOTO ¥ BHYTPHMBILIEUHOTO BBeieHUs, 30 Mr/mi
Batch No / 1 V240277 Batch Quantity / : 272727 ampules /
CepHa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001732352 Date of Analysis / : 17.05.2024
AHajJuTHYecKHi oTueT Ne JlaTta anaiusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
Jlara npou3BoacTBa T'oxen no
Analysis performed according ND / Anann3 nposenen no HJI: JIT1-001365-170222

Page 1 of 5/ Cxp. 1835

1}? Test / [lokasaTennb Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to pale yellow solution.
[Tpo3pauHblii GecLBETHHIH pacTBOp. /  TlpospayHslii OeCLBETHBIN UK
CBETJIO-)KENTHIH pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoauHHOCTL peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard sohution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIOEPKUBAHUS OCHOBHBIX NHMKOB Ha | YNEpPXKMBaHUS OCHOBHBIX ITMKOB Ha
Xpomarorpamme UCTILITYEMOTO | XpoMmarorpamme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM | pacTBOpa MAOJDKHBI COOTBETCTBOBAThH
YIEPXKUBAHHA OCHOBHBIX NHKOB Ha | BpeMeHaM YIEPKMBAHHA OCHOBHBIX
Xpomarorpamme CTaHJApTHOTO | THMKOB Ha XpoMaTorpaMmme
pacTBoOpa KeTOpojlaka TpOMETaAMMHA | CTAHAAPTHOTO pacTBOpa KETopoJsaka
7} HanpoKceHa (pazmen | TpoMeTaMKHa M HalpokceHa (pasjen
«KonuuecTBEHHOE ONpeIeeHHe») «KonmuecTBeHHOE OTPE/ICNEHUEY)

3 Clarity / Ilpo3pauHocTh Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHuus
nperapara He JOJDKHA MPEBbILIATh
ONANECIEHIMIO 3TATIOHA CpaBHEHHA .

4 Color / IlBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu [UIMHE BOJIHEI
430 M.
5 pH 7.34 From 6.9t07.9./016,9 no 7,9.
6 Particulate matter / Mexann4yecKue BK/IIOYEHHSA

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykr coorBercTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmwuenune: OAOBPEHO

Jara: 17.05.2024

Hara: 17.05.2024

Prepared by / ) Checked by / Approved by: Manager/Executive /

IMoarorosneHo: Ranjeet ITporepeno: Rama Kant Ono6peHo: MeHemxkep / PykoBozurentt
W Manoj kumar

Reprint Date / Reprint Date / L Reprint Date /

Jara: 17.05.2024
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Dr. Reddy's Laboratoiies Lid.
Formulaticn Unit-6

Pe
Dr Reddy’s ".. Vill, Khol, Malagarh Road, Bacidi,
. . Diste. Solan, H.P, 173 205, INDIA

Tl +81 88166 56001-02

CERTIFICATE OF ANALYSIS AW ARt dus corn
CEPTUDUKAT AHAJIN3A ‘

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keroponak) pacTBop JUisi BHyTPUBEHHOT'O M BHYTPHMBIIIEYHOTO BBeACH!, 30 Mr/Mn
Batch No / 1 V240277 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepru 272727 amnyn
Analytical Report No / : 890001732352 Date of Analysis / : 17.05.2024
AHANHTHYECKHI 0TUeT Ne Jlara aHaan3za
Date of Manufacture / : 04/2024 Date of Expiry / : 0372027
JlaTa npou3BoACTBa I'onen a0
Analysis performed according ND / Anasn3s nposenen no HJI: JI1-001365-170222

Page2 of 5/C1p. 2 u3 5

1;.:) Test / [loka3zaTennb Results / Pe3yabTath! Specification / Hopma
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuaumMble 4acTULb B cooTBeTcTBUY € TpeOOBAHUSIMMU.
6B Invisible particles /
HeBupumbie yacTULIBI:
i. Particles> 10 pm/ 27 not more than 6000 per ampoule /
YacTtui, pasMepom > He 6onee 6000 Ha aMmITyIy;
10 MxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUl, pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / nHe 6onee
0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014%) / Hinxe not more than 0.50 % / He 6onee
npeaena ooHapyxenuns (ITO = 0.014 %) 0,50 %:;
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Huxe npepena KoJM4ECTBEHHOIO 0,50 %;
onpeaenenus (ITKO = 0.033%)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He 6onee
Hwxe npenena obuapyxenus (I10 0,20 %.
=0.014%)
Any unspecified impurity / Not more than 0.20 % / He 6onee
- 0,
EnnaudHas HempeHtuduun 0.06% 0,20 %.
pOBaHHas MPUMECh
Total impurities / Cymma 0.22% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJI 3axauyenne: OJJOGPEHO
Prepared by / ( ,_‘) 1 Checked by / Approved by: Manager/Executive /
IMonrorosneHo: Ranjeet IIpoeepeno: Rama Kant Onobpeno: Menemkep / PykoBoauresns W
LLJ/ Manoj kumar
Reprint Date / Reprint Date / - Reprint Date /
Hara: 17.05.2024 Hara: 17.05.2024 Hara: 17.05.2024
iz, Hyderabad - 500024, Telangana, indis

Eimail: mail@drraddys.com
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

D1 Reddy's Laboratories Lid
Formulaticn Unit-0

Vil Khol, Nalagarh Road, Bacidi,
Distt. Salan, H.P, 173 205, INDJA
Tel: +91 98166 56001-02

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ilpoayxr: Ketopon® (keToposak) pacTBOp Juist BHYTPMBEHHOI'O ¥ BHYTPHMBILIEYHOTO BBE/ICHHS, 30 Mr/mi
Batch No / : V240277 Batch Quantity / : 272727 ampules /
Cepna Ne O0bem cepun 272727 amnyn
Analytical Report No / + 890001732352 Date of Analysis / : 17.05.2024
AHaluTHYEeCKHH oTyeT No JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027

JaTa npoH3BOACTBA I'onen o

Analysis performed according ND / Anasun3 nposexen no HJI: JI[1-001365-170222

Page3 of S/Crp.3u3 5

i)o Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma

8 Extractable velume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
N3pnexaemslii 00beM He menee HoMuHansHoro (1,0 mi)

9 Bacterial endotoxins / <=(.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHble <=0.725 EQ/mr tromethamine. / He 6onee 5,8 E3/Mr
H/IO0TOKCHUHBI KeTOpoJlaka TPOMETaMMHa.

10 Sterility (every 15th batch) /
CTepHabHOCTD (NI KaXIOH
15-0ii cepmn)

NA

Must be sterile. / JlomkeH OBITH
CTEPHIBHbIM.

No Test / IlokaszaTens Results / PesyabTaThl Specification / Hopma

Ne

11 Assay / KonnuecTBeHHoe 29.71 mg/29.71 mr From 27.0mg to 33.0mg of

omnpeaesieHHe CisH;sNOj C4H 1 NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 Mmr
pi(e] 33,0 MT C15H13NO3'C4H11N03
(keTopoJsiaka TPOMETaMHH) B 1 MIL

12 Alcohol content / 3Tanon 11.97 % From 10.60 % to 12.60 %. /

Ot 10,60 % 1o 12,60 %.

Remarks : The Product confirms

to ND/

Ipumeuanne: [IpoaykT cooTReTcTRYET Tpehoranuam HJT

Conclusion : APPROVED /
Raxmwuenue: QJIORPEHO
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Prepared by /| pY% Checked by / Approved by: Manager/Executive /

[Nonrororneno=KRanjeet [IpoBepeno: Rama Kant Ono6peno: Menemkep / PykoBoaurens EQ é
Rulutt_~ | Manoj kumar

Reprint Date / Reprint Date/ Reprint Date /

Jara: 17.05.2024 JHara: 17.05.2024 Hara: 17.05.2024

4, Telangana, india
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Dr.Reddy’s €3¢

o Reddy's Laboratories Lid,
Farmulation Unit-6

Vill, ikhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol: +91 98166 56001-02

AHaJuTHYeckHii oTyeT Ne

JaTa anajanza

CERTIFICATE OF ANALYSIS j £ R e, co
CEPTUOPHUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykTr: Keropon® (keToponak) pacTBop [Uisi BHyTPUBEHHOIO M BHYTPHMBILIEYHOrO BBeACHUS, 30 mr/mn
Batch No / 1 V240277 Batch Quantity / : 272727 ampules /
Cepnsa Ne O0bem cepHH 272727 amnys
Analytical Report No / : 890001732352 Date of Analysis / : 17.05.2024

Date of Manufacture /
Jata npon3soacrea

: 04/2024

T'omen no

Date of Expiry /

: 03/2027

Analysis performed according ND / Auann3s nposeaen mo HJL: JI1-001365-170222

Page4 of 5/ Crp. 4u3 5

i.f Test / [lokazaTenn Results / PesyabTaThbl Specification / Hopma
13 Packaging / Ynakoeka 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.
10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
[lo 1 wMn B ammynrsl wu3 | ina carton pack./
CBETO3aLUTHOIO crekna | ITo 1 ™Mm B aMOoydasl U3
xopuyHeBoro knacca [ (USP). B | cBeTO3alMTHOrO CTEKJIa KOPUYHEBOTO
BEPXHEM 4aCTH aMmIlyJibl HaHeCeHbl | WIM  TEMHO-KOPHMYHEBOIO  IBETA
KOJNBIO W Touyka ans pasioma. Ha | kmacca I (USP). B BepxHeil 4actu
aMITyJly HaKIE€HBAIOT STHKETKY. aMIynbl HaHECEHbl KOJNBLO M TOYKA
Mo 10 ammyn c¢ uHCTpykuWei mo | A7s pasioma. Ha ammnyny HakjeuBaroT
NPHUMEHEHHUIO MOMEIIAIOT | 3TUKETKY.
B [IBX/anmoMiuHUEBBIH OHCTED. IIo 10 amnyn ¢ HWHCTPYKLUEH I10
[To 1 6iucTepy B MaYKy KApTOHHYIO. | HPUMEHEHHIO MOMENIAIOT
B [IBX/antoMurmeBbIit O1uCTED.
ITo 1 6mucTepy B MauKy KapTOHHYIO;
UL CcTalMoHapoB: mo 2, 3, 5
611CTEPOB B NaUKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBerctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuniessoM
XpaHenue OT cBeTa MecTe IpH TeMiieparype He Boiuie 25 °C. He 3amopaxuBarts.
16 Shelf-life / Cpok rogHocTn 3 years. / 3 roza.

| API name / Haumenosanne ADC:

| Ketorolac tromethamine / KeToponiaka TpoMeTaMuH |

Remarks : The Product confirms to ND/
IMpumeyanne: [Ipgnykr cootsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akiawuenue: OJJOBPEHO

Prepared by / >_4} Checked by / Approved by: Manager/Executive /

[Toaroroeneno: Ranjeet [Iposepeno: Rama Kant Onobpeno: Menemxep / Pyxosoumens@
QM Manoj kumar

Reprint Date / Reprint Date/ = -t Reprint Date /

Hara: 17.05.2024 Jata: 17.05.2024 Hara: 17.05.2024
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

i

Reddy's Laboratories Ltd,
Formulation Unit-0

Vill. Xhol, Nalagarh Road, Bacidj,
Distt. Solan, H.P.,, 173 205, INDJA

el 1 +51 98186 56001-02

s drredays.com

CEPTU®UKAT AHAJIM3A

Product : /

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon® (keToponak) pacTsop A1 BHYTPUBEHHOIO M BHYTPHMbILIEUHOr0 BBe/IeHHs, 30 Mr/mn
Batch No / : V240277 Batch Quantity / : 272727 ampules /
Cepusa Ne O0beM cepuu 272727 amnyn
Analytical Report No / : 890001732352 Date of Analysis / : 17.05.2024
AHagurHyeckHi oTdyeT No Jara ananusza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JaTa npousBoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen mo HJI: JII1-001365-170222

PageSof S/ Crp. Su3 5

Homep cepuu cybcTaHuM 1o

uspoautTens I'JID:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /

Homep cepun npoussoauresiss AQC: s

FP Manufacturer API Batch number / FEQA00569

Ipoussoaurens A®C, crpaHa

API Manufactured by & country /

.
.

Dr. Reddy's Laboratories Ltd., India /
II-p Pennw'c Jlaboparopuc JIta., Hunns

ITpumeuanue: [1pegyxT cooTB

Remarks : The Product confirms to ND/

ercTBYyeT Tpebosanusm HJ{

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno:-Ranjeet [TpoBepeno: Rama Kant Ono6peno: Menemxep / PykoBoaurtens 6@ {
M Manoj kumar
Reprint Date / Reprint Date / = Reprint Date /
Jara: 17.05.2024 Hara: 17.05.2024 Hara: 17.05.2024
Ragistered Office: $-2-337, Road o Hilic, Hyderabad - 500034, Telanzana, incia
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