Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHANHU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Pagelof 5/Ctp. 1m35

Product/ Ketorol gel for external use 2 %

MpoaykT Ketopon®, renb i HApYKHOTO IpHMeHeHus 2 %

Batch No / 1 V230902 Batch Quantity / : 32525.00 units /
Cepust Ne Pa3smep cepun 32525.00 enuHmIg
Analytical Report No / : 040002292257 Date of Analysis/ : 30.11.2023
AHaauTHYECKHH oTyeT No JlaTa anajausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025

Jlata npoH3BOACTBA Toaen g0 (BKJ/L)

Analysis performed according to ND / Ananus nposenen no HJL: JITI-Ne(001119)-(PT"-RU)-110822

Ne Test / [loxa3aTennb

| Result / PesyabTaThl

Specification / Hopma

1 Descri_pti_on / Onucanune

Homogeneous transparent gel with
characteristic odor / OgHOpOAHBIH

Npo3pauHblii TeJIb C XapaKTEPHBIM

3aMaXxoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnmHOPOIHBIM TPO3payHbIH WITH
TI0JTYTIPO3PaYHbIf Tefib ¢ XapaKTEPHBIM
3araxoM.

2 | Identification / MaenTudukauus

Ketorolac tromethamine /
KeToponaka TpoMeTaMuH

Complies as prescribed /
CoO0TBETCTBYET

The retention time of the main peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpewms
yIEepX HBaHHS OCHOBHOIO IMKa Ha
XpOMAaTorpaMMe HCIBITYEMOr0 pacTBopa
IOJDKHO  COOTBETCTBOBaTb  BPEMEHH
yOep)KMBaHUA OCHOBHOIO IIMKa Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHOTO
o6pa3ia KeToponaka TpOMETaMUHa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosarmim HJL 3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoarortosieHo: Santosh Kumar Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoauresb
Maurya Manoj Kumar ;

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.11.2023 Hara: 30.11.2023 Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IIpoaykTt KeTtopon®, resib 11l HApYKHOTO MpHMeHenua 2 %

Batch No / 1 V230902 Batch Quantity / : 32525.00 units /
Cepusi Ne Pasmep cepun 32525.00 exunum
Analytical Report No / : 040002292257 Date of Analysis / + 30.11.2023
AHAJNTHYECKHIT oTHeT Ne JlaTta ananusa

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025

JlaTa npoM3BOACTBa I'ogen no (BKJ.)

Analysis performed according to ND / Ananu3s nposegen no HJ: JITI-Ne(001119)-(PT-RU)-110822

Specification / Hopma

Ne Test / IlokasaTenb Result / PesyabTaTsl

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBeTcTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
| MeTtunnaparuipokcubeH30at chromatogram of the sample preparation
HaTpHs U NpONHINaparuIpoKCH- corresponds to that in the chromatogram
OeH30aT HaTpUs of the standard preparation under assay /
BpemeHa  yaepKuUBaHUS ~ OCHOBHBIX
NMKOB Ha XpOMaTOrpaMMe HCIIbITY€MOTO
pacTBopa JOJKHEI  COOTBETCTBOBATh
BpeMeHaM  YICPXKHBaHUA  OCHOBHBIX
MKOB Ha XpOMarorpaMMe pacTBopa
CTaHAAPTHBIX 06pasuoB
MeTHIaparuapokcubeH3oara u

nponuinnaparuapokcubensoara.

3 | Weight of package content / 30.5g/305r In according to EAEU Ph. or Rus. Ph. /
Macca coaepKuMOro B cooTBeTcTBMM ¢ TpeOGOBaHHUAMHU
YNaKOBKH OEADC unu I'® PO.

4 | pH of aqueous suspension / 6.7 6.0-7.8/016,0 107,8
pH BoaHo# cycnensuu

5 | Viscosity / Bsaskoctb 6.768 poise / 6.768 mya3 | Between 5 and 12 poise / ]

Ot 5 no 12 myas

—e

6 Related substances / PoacTBenH

b€ IPHMCCH

Ketorolac 1-keto analogue /
1-KeToaHaor KeTopoJaKa

Below LOQ (LOQ = 0.020 %) / Hixe

npenecina KOMMICCTBCHHOr O OlpeACICHUSA

(IIKO = 0.020 %)

Not more than 1.0 % /He 6onee 1,0 %

Remarks : The Product conforms to ND /
ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
Zaxsouenue: OJOBPEHO

Prepared by /
Tlonrorosneno: Santosh Kumar

Maurya @

Checked by /
Iposepeno: Pardeep Kumar

o

Approved by: Manager / Executive /
Ono6peHo: Menemxep / Pykosoaurensb
Manoj Kumar

o,

Reprint Date /
Hara: 30.11.2023

Reprint Date /
Hara: 30.11.2023

Reprint Date /
Ilata: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %
IIpoaykt Ketopon®, renb Wit HAPYXKHOTO NpumeHeHns 2 %
Batch No / 1 V230902 Batch Quantity / : 32525.00 units /
Cepus Ne Pasmep cepuu 32525.00 equHuMn
Analytical Report No / : 040002292257 Date of Analysis / : 30.11.2023
AHajauTHdecknii oTyet Ne JlaTa ananusa
Date of Manufacture / : 1172023 Date of Expiry / : 1072025
JlaTa npou3BOACTBA I'ogeH 00 (BKJI.)
Analysis performed according to ND / Ananus nposegen no HJI: JII-Ne(001119)-(PT-RU)-110822

No Test / IlokasaTesb Result / PesyabTaTsl Specification / Hopma

~ |Ketorolac 1-hydroxy analogue / | Below LOQ (LOQ =0.020 %)/ Huxe | Not more than 0.5 % / He 6onee 0,5 %

1-rHAPOKCMAHANIOT KETOpoJiaka | PEAENa KOMMIECTBEHHOTO ONPEACICHUA
(TTIKO = 0.020 %)

Any single unidentified Below LOQ (LOQ = 0.025 %) / Hivke Not more than 1.0 % / He 6onee 1,0 %
impurity/ EnnHurdnas npenena KOJM4CCTBEHHOTO OnpeaeNeH s

HeuJeHTH(OHUIHPOBAHHASL (TIKO = 0.025 %)

IpUMECh

Total impurities / Cymma Below LOQ / Hixe npenena Not more than 3.0 % / He 6o1ee 3,0 %
npHMeceit KONHYECTBEHHOTO OTIPEACICHHUS

7 | Microbial limits / Muxpobuosoruyeckas 4ucrora

Total aerobic microbial count

/  Obuiee 4ucno aspoOHbIX Less than 10 CFU/g / Not more than 100 CFU/g /
MHUKpPOOPraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r

Total combined yeast and molds

count / Ob1iee yucno Less than 10 CFU/g / Not more than 10 CFU/g /
IPOAOKEBBIX U TUIECHEBBIX TPUOOB Menee 10 KOE/r He 6onee 10 KOE/r

Staphylococcus aureus Absent in 1 g/ OtcyretByeT B 1r | Should absent in 1 g/ OTcyTcTBEE B 1T
Pseudomonas aeruginosa Absent in 1 g/ OtcyretByeT B Ir | Should absent in 1 g/ OtcyTcTBHE B 1T

8 | Assay/ KosnyecTBEeHHOE onpelesieHHe:

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeyanne: ITponykt coorseTcTByeT TpeGopanmaM HJT Zaxmouenue: OJOBPEHO

Prepared by / ' Checked by / Approved by: Manager / Executive /
MoarororneHo: Santosh Kumar | I[Iposepero: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurens
Maurya ) Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jata: 30.11.2023 Jara: 30.11.2023 Hara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %
HpoaykTt KeTopoa®, renb 4jist HapyKHOTO PUMEHeHUs 2 %
Batch No / 1 V230902 Batch Quantity / : 32525.00 units /
Cepus Ne Pa3mep cepun 32525.00 ennHuUn
Analytical Report No / + 040002292257 Date of Analysis / : 30.11.2023
AHanuTHdeckuii oTyer No JlaTa aHaansa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
JlaTa npou3BOACTBA I'open a0 (BKJI.)
Analysis performed according to ND / Ananu3s nposeaen no H/I: JIN-Ne(001119)-(PT'-RU)-110822

—

Ethanol / OtaHon 99.2 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 pmo 115% or 3adBIeHHOIO
KOJIM4eCTBa
Dimethy] sulfoxide / 98.6 % NLT 90% and NMT 110% of the
Humetuncynbpoxcun labeled amount / Ot 90 mo 110 % ot
3aABNIEHHOTO KOJTUYECTBA
Sodium methyl parahydroxy- 96.6 % NLT 90% and NMT 110% of the
benzoate / Metunmnapa- labeled amount / Ot 90 no 110 % ot
TUApOKCUOEH30aT HATPUA 3asABJIEHHOTO KOJIMYECTBa
Sodium propyl parahydroxy- 94.7 % NLT 90% and NMT 110 % of the
benzoate / [Tponunnapa- labeled amount / Ot 90 no 110 % ot
THAPOKCHGEH30aT HATPUA 3afBJIEHHOTO KOJIMYECTBa
Ketorolac tromethamine / 98.5% NLT 90 % and NMT 110 % of the
KeToponaka TpoMeTaMuH labeled amount / Ot 90 mo 110 % ot
3a4BJICHHOTO KOJIM4YECTBa
9 | Package/ YnmakoBKa 30 g in a laminated aluminum tube equipped with tamper-evident membrane.
1 tube together with instruction for medical use (leaflet) in a carton. / ITo 30 ¢
B Ty6y M3 NaMWHHPOBAHHOTO ATIOMMHUSA, CHaOMEeHHYrO MeMmOpaHOW mwis
KOHTpOJIA [epBOro BCKphiTHA. Ilo 1 Tybe BMeCTe ¢ MHCTPYKUHEH 110
MeMIMHCKOMY NPUMEHEHHIO (JINCTKOM-BKIAJBIIIEM) B [TAYKY KaPTOHHYIO.
API name / Haumenoanue A®L: Ketorolac tromethamine / KeTOponaka TpOMeTaMUH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number / ABQHO005537,
Homep cepuu nponssogutenst A®C:

Remarks : The Product conforms to ND /

Npumeuyanue: [ponykt coorsercTBYET TpeboanusM HJI

Conclusion : APPROVED /
3akaruyenue: ONNOBPEHO

Maurya gf._

Prepared by / Checked by /
Moarorosneno: Santosh Kumar [Mposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemkep / Pyxosonuresb

Manoj Kumar M

IMara: 30.11.2023 JaTa:

Reprint Date / Reprint Date /

30.11.2023

Reprint Date /
Hata: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

MMpomykr Ketopon®, resib s HApyKHOro npumenenis 2 %

Batch No / : V230902 Batch Quantity / : 32525.00 units /
Cepus Ne Pazmep cepum 32525.00 enuHuIg
Analytical Report No / : 040002292257 Date of Analysis / : 30.11.2023
AnajauTHuyecknii oTyer Ne Hata anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025

Jata npou3BoacTsa Coaen no (BKN.)

Analysis performed according to ND / Ananus nposenes no HJ: JIII-Ne(001119)-(PI'-RU)-110822

Homep cepuu cyOcTanuuu
npouseoauTesist IJID:

FP Manufacturer API Batch number /

FEQAO00568

Ipoussoautens A®C, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India / JI-p Pennu’c Jlaboparopuc JIta., Munus

Remarks : The Product conforms to ND /
ITpumeuanmue: IIponykT cooTeTCTBYET TpeGoanusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosieno: Santosh Kumar

Maurya @

e

Checked by /
[Mposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ouno6peno: Menemxep / PykoBoauTens
Manoj Kumar

Yo/

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Jlara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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