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CEPTUDOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product/ : Ketorol gel for external use 2 %

IMpoaykT KeTtopon®, renb 11t HapyKHOTO NpHMEHEHHA 2 %

Batch No / 1 V230374 Batch Quantity / : 32348 units /
Cepust Ne Pazmep cepun 32348 ennnnn
Analytical Report No / : 040001829595 Date of Analysis / : 22-05-2023

AHaauTH4YecKHii otyeT Ne

JlaTa aHaJiu3a

Date of Manufacture / : May.202
JlaTa npou3BOACTBA

3 Date of Expiry / ¢ Apr.2025
INogeH no (BKJ1.)

Analysis performed according to ND / An

aau3 nposegen no H: JITI-Ne(001119)-(PI'-RU)-110822

|
Ne Test / [Toka3atenb Result / PesyabTaThl | Specification / Hopma
1 |Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnHopoaHblii MoNynpo3padHblii reab | ONHOPOAHBIH NPO3paUuHbIi WK
C XapaKTepHbIM 3aMaxoM. TIOJIYTPO3PauHblif FeNb C XapaKTepHbIM
| 3armaxoMm.
| 2 | Identification / UpeHTHdHKALMSA o |
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
KeToponaka TpomeTaMHH CooTBETCTBYET chromatogram of the sample preparation

| corresponds to that in the chromatogram
of the standard preparation of ketorolac
tromethamine under assay / Bpems
yAEpPXKHBaHUS OCHOBHOTO IMKa Ha
XpOMAaTorpamMmme UCIbITYEMOTO pacTBOpa
JOJDKHO ~ COOTBETCTBOBAaTh ~ BPEMEHU
YIOEPXXHUBAHUS OCHOBHOIO TMNMKa Ha
XpoMaTorpamMMe pacTBopa CTaHAapTHOTO
obpasia KkeToposaka TPOMETAMHHA |

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ipumeuanne: [IponykT cooTBETCTBYET TpeboBanuAM HJL 3akawyenne: OJOBPEHO

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

IonroropneHo: Ankit - TIposepero; Himesh Kumar Onobpeno: Menemxkep / Pykosoantenb

il : f

ﬁ i c___&____———-—-‘-‘\ Mananj Kumar x {Lt‘-(f

Reprint Date / & Reprint Date / Reprint Date /

Hara: 22-05-2023 Iara: 22-05-2023 Hara: 22-05-2023

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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www.drreddys.com
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Page2 of 4/ Ctp. 2u3 4

Product/ : Ketorol gel for external use 2 %

MNpoaykr Ketopon®, renb 4jis HApYKHOro npHmenenus 2 %

Batch No / : V230374 Batch Quantity / " : 32348 units /
Cepusn Ne Pazmep cepun 32348 enuuun
Analytical Report No / : 040001829595 Date of Analysis / : 22-05-2023
AHaluTHyecKHuii oTueT Ne JlaTta aHanun3a

Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025
|JlaTa npon3BoACTBA ) T'open mo (BKJI.)

Analysis performed according to ND / Ananus nposeaex no HJ: JITI-Ne(001119)-(PI-RU)-110822

Ne Test / [Toka3zareab Result / PesyabTaThl Specification / Hopma

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
MerwinaparuapokcubeHzoar chromatogram of the sample preparation
HaTpHUs ¥ IPONKNaparuapoKCH- | corresponds to that in the chromatogram

of the standard preparation under assay /
Bpemena  ynepXuBaHHA ~ OCHOBHBIX
NMKOB Ha XpOMAaTOrpaMMe UCHILITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMEHaM  YIep)KMBaHUA  OCHOBHBIX
NMKOB Ha XpOMAaTOrpaMMe€ pacTBopa
CTaHAAPTHBIX o6pa3LoB
MeTHIINaparuapoKkcudeH3oaTa u
nponunaparufApoKcHOeH30aTa.

6eHzoat HaTpHs |

& iIWeight of package content / 30.5g/305r In according to EAEU Ph. or Rus. Ph. /
Macca coaepxumoro B cooTBercTBUM ¢ TpebOBaHHAMM
| ynakoBKH \®EADC unu I'd PO.
4 pH of aqueous suspension / 6.4 6.0-7.8/0716,0 107,8

pH BoaHoii cycriensnu

5 | Viscosity / BazkocTb | 7.649 poise / 7.649 rl)7a3 Between 5 and 12 poise /
Ot 5 no 12 nyas

6 Related subst_an_ces / PoacTBEeHHbIE IPUMECH

Ketorolac 1-keto analogue / 0.02 % Not more than 1.0 % /He Gonee 1,0 %

1-KeToaHaNor KeTopoJjaka
Below LOQ (LOQ = 0.020 %) / Huxe

Ketorolac 1-hydroxy analogue / | npenena komnuectsensoro onpencnenns | Not more than 0.5 % / He Gonee 0,5 %

| 1-runpokcHaHanor KeTopoaaxka (TIKO = 0.020 %)

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ipumeuanue: ITpoxykt cootsercTBYeT Tpeboranusam HJI 3aknroyenue: OJJOBPEHO

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

[MoarorosneHo: Ankit [Tposepeno: Himesh Kumar Onobpeno: Menemxep / PyKOB{},ELI-!'FCJIL

: Manoj Kumar 7 e s

m P ~ Jonfglt=

Reprint Date / L Reprint Date / Reprint Date /

JHara: 22-05-2023 Jata: 22-05-2023 Hara: 22-05-2023
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIN3A

Page 3 of 4/ Ctp. 3 uz 4

Product/ Ketorol gel for external use 2 %

[Mpoaykt KeTopon®, renp st HAPYKHOTO MpHMeHeEHHs 2 %

Batch No / 1 V230374 Batch Quantity / : 32348 units /
Cepus No Pazmep cepun 32348 eannAu
Analytical Report No / : 040001829595 Date of Analysis / 1 22-05-2023
AHanuTH4YeCcKHii oTyeT Ne JlaTa ananusa

Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025
JaTa npou3BoacTBa I'oaeH no (BKJ1.)

Analysis performed according to ND / Anaans nposeaed mo H/: JITI-Ne(001119)-(PI'-RU)-110822

.Ngi

Test / [Toka3aTennb

Result / Pe3yabTaThl

Specification / Hopma

NpUMech

npumecei

Any single unidentified
impurity/ EquHuunas
HeuaeHTHHLHPOBaHHas

Total impurities / Cymma

0.03%

0.1%

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

Not more than 3.0 % / He 6onee 3,0 %

7 | Microbial limits / Mukpo6uonoruueckas 4mcrora

Total aerobic microbial count

Not more than 100 CFU/g /

/  OOluee YUCIO a3POOHBIX
MHKPOOPTaHU3MOB

Total combined yeast and molds
count / Ob1iee YUcI0
NPOMOKEBBIX U IUIECHEBBIX FPUOOB

Staphylococcus aureus

Pscudomonas aeruginosa
|

Less than 10 CFU/g /
Mesee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 g/ OtcyTcTBYeT B 11

Absent in 1 g/ OtcytcTBYeT B 11

He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B IT

Should absent in 1 g/ OTcyTcTBHE B 1T

8 | Assay/KouaundecTBeHHOe onipefie/ieHuUE:

Ethanol / Dtanon 973 % NLT 85% and NMT 115% of the
labeled amount /
Or 8 nmo 115% oT 3asiBIEHHOrO
KOJIMYeCTBa

Dimethyl sulfoxide / 100.7 % NLT 90% and NMT 110% of the

HduMeTtuncyibQoKcua labeled amount / Ot 90 no 110 % ot

3d4BJICHHOTI'O KOJIHYECTBA

Remarks : The Product conforms to ND /
Ipumeyanne: [1ponykT cooTseTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3aknwuenue: QJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Hoarorosnexo: Ankit _ I[Mposepeno: Himesh Kumar OnobpeHo: Menemxep / PyKoBOOHTE b
\' c}g—/’—’: Meanoj Kumar 7
A | bt
Reprint Date / L Reprint Date / Reprint Date /
Hata: 22-05-2023 Hara: 22-05-2023 Jara: 22-05-2023

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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CEPTUO®UKAT AHAJIU3IA
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Page4 of4/Crp.4u3 4

Product/ Ketorol gel for external use 2 %

IlpoaykT KeTopon®, renb ans HapyKHOTO ipuMeHeHus 2 %

Batch No / 1 V230374 Batch Quantity / : 32348 units /
Cepust Ne Pasmep cepun 32348 enunuly
Analytical Report No / : 040001829595 Date of Analysis / 1 22-05-2023
AHanuTHYecKHii oTuer Ne JlaTa anaiusa

Date of Manufacture / : May.2023 Date of Expiry / : Apr.2025
JlaTa npoM3BOACTBA Iopen o (BKJL.)

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

KeToponaka TpoMeTaMHH

Sodium methyl parahydroxy- 99.8 % NLT 90% and NMT 110% of the
benzoate / MeTunnapa- labeled amount / Ot 90 nmo 110 % ot
ruapokcubeH30aT HaTpHs 3asiBJICHHOTO KOJIMY€ECTBA

Sodium propyl parahydroxy- 98.4 % NLT 90% and NMT 110% of the
benzoate / [Tponunnapa- labeled amount / Ot 90 no 110 % or
rUapoKCHOeH30aT HATPHs 3asBJIEHHOTO KOJIMYECTBA

Ketorolac tromethamine / 100.3 % NLT 90 % and NMT 110 % of the

labeled amount / OT 90 no 110 % ot
3asBJICHHOIO KOJIMYECTBA

9 | Package/ YnakoBka

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 r

B Ty0y W3 JaMHHHPOBAaHHOIO ATOMHHMUs, CHAGXEHHYIO MeMOpaboi s |
KOHTpOJIL MepBOro BCKpbiTMs. [lo 1 Tybe BMecTe ¢ MHCTpYKUHeH IO |
MEIMLKHCKOMY NPUMEHEHUIO (IMCTKOM-BKIIAJIBIIIEM) B Ta4Ky KapTOHHYIO.

API name / HaumenoBauue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMUH

INN/ MHH:

Ketorolac / Ketoponak

Homep cepuu cyGCTaHIIUU
npounspoautess [JI®:

' API manufacturer batch number / | ABPHO010274
Homep cepun npoussoautess AOC: |
FP Manufacturer API Batch number / |FEQA00039

'API Manufactured by & country /
Ipouszsoautens AQC, crpana:

Dr. Reddy's Laboratories Ltd., India / JI-p Peqi’c JlaGoparopuc JITa., Unaus

Remarks : The Product conforms to ND /
Tpumeyanue: IIpOAYKT cooTBeTCTBYET TpeboBanuaM HJ

Conclusion : APPROVED /
3aknioyenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Ankit :

/»

Checked by /
[MTposepeno: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemkep / PYKoBOANTE R
Manoj Kumar <. 4

byt

Reprint Date / L
Jarta: 22-05-2023

Reprint Date /
Hara: 22-05-2023

Reprint Date /
Jara: 22-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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