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Product / Ketorol gel for external use 2 %

Iponykr Ketopoa®, renb mis Hapy»XHOTO NTPUMEHEHH 2 Yo

Batch No / T V211251 Batch Quantity / : 14392 units /
|Cepus Ne Pazmep cepun 14392 eauHuy
Analytical Report No / : 890001558596 Date of Analysis / 26.11.2021
AHanuTHYecKHii oTueT Ne Jara ananu3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JaTa npousBoicTBa Ionen g0 (BKJ.)

Analysis performed according to ND / Anaans nposeaen no HJ/: JIN-001080-160621

Ne Test / I[loxkazaTennb

1| Description / Onucanue

Result / Pe3yaibTaThl

Homogeneous semi-transparent gel

with characteristic odor /

OnHopoaHbIit OMYNpo3pauHblii resib | OAHOPOIHBIN NPO3PAYHLIA UITH

C XapaKTCPHBIM 3aIlaxoM.

Specification / Hopma

'Ho;nogeneous transparen_t or semi-
transparent gel with characteristic odor /

| -
| IOJIYNPO3pa4HbIi TNk C XapaKTePHbIM
3alaxoM.

2 Identification / l'I_otm HHHOCTD

- |

2a |Ketorolac tromethamine /
Keroponaka TpoMeTaMHH

Complies_as prescribed /
CooTBETCTBYET

| 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 / Bpems
VOEepKHUBaHUA OCHOBHOIO THKa Ha
XpPOMATOTpaMMe HCIBITYEMOIO pacTBopa
IOJDKHO  COOTBETCTBOBAaTb  BpPEMEHM
YOepKHBAaHUA OCHOBHOIO NMKa Ha
XpOMaTOrpamMMe pacTBOpa CTaHIApTHOTO
o0pa3siia KeTopojiaka TPOMETaMHUHA

Remarks : The Product conforms to ND /
IMprimeuanue: [TpoayKT cOOTBETCTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3akmwuyenue: OJJOBPEHO

Prepared by / Checked by / .
TofroOTORNEHO: % IIpoBepeHo: QI;/
Suman Kumar Pardeep Kumar

Approved by: Manager / Executive /
OpnobpeHo: Menemxep / PyKOBOAUTENb
Pawan Kumar

-~

Reprint Date /
Hata: 26.11.2021

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hara: 26.11.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: £85195AP1984PLC004507
www.drreddys.com
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Product/ : Ketorol gel for external use 2 %

IlpoaykTt Ketopon®, renb st Hapy»HOTro npumenenus 2 %

Batch No / T V211251 Batch Quantity / : 14392 units /
Cepnst Ne Pasmep cepun 14392 eaviHnig
Analytical Report No / : 890001558596 Date of Analysis / 1 26.11.2021

AHanuTH4eckHii oTyet No

JlaTa ananu3a

Date of Manufacture / ¢ Nov.2021 Date of Expiry / : Oct.2023

Jara npousBoacTsea

T'ogen oo (BKJ1.)

Analysis performed according to ND / Ananaus nposeaen no HJI: JITI-001080-160621

No Test / ITokazarenb

|
2b | Sodium methyl parahydroxy- ‘
benzoate and sodium propyl

[ parahydroxybenzoate / |
MeTtuinaparuapokcubensoar |
HATpHs M [IPONUNNAPAruIPOKCH- |
6eH30aT HaTpuUs |
|

|

|

Result / PesynabTaThl Specification / Hopma
~ Complies as prescribed / The retention time of the sodium methyl I
CooTBeTCTBYET parahydroxybenzoate and sodium propyl

parahydroxyberizoate peak in the
chromatogram of the sample preparation
corresponds to that in the chron‘rlatogramI
of the standard preparation under assay /
BpemeHa ynepXUBaHHI OCHOBHBIX MHUKOB
Ha  XpomarorpaMme  HCHBITYEMOro
pacTBOpa  HOJDKHBI ~ COOTBETCTBOBAThH
BpEeMEHaM  yOEpXHBaHUS  OCHOBHBIX
MMKOB Ha XpOMAarorpaMMe DacTBOpa
CTaHIapTHBIX 06pa3Los |
MeTHIIaparuapokcubeHzoara u|
NpONHINaparuipoKcHGeH30aTa.

3 | Average fill weight / Macca
COIePIKMMOT0 YNAKOBKH

51.0g/51.0r In according to Rus. Ph..Not less than
50.0 g/ B cooTBeTCTBUH C TpeOOBAHUAMH
['® P®. He menee 50,0

4 | pH of aqueous suspension /
pH BogHoit cycneH3uu

6.8 6.0-7.8/0t16,0 10 7,8

5 |Viscosity / BaskocTb

6.036 poise / 6.036 mya3 Between 5 and 12 poise /
Ot 5 no 12 nmyas

6 Related substances / PoacTBeHHbIe CoeqHHEHHsI

| Ketorolac 1-keto analogue /
| 1-keToaHaJIOT KeTOpoaKa

Ketorolac 1-hydroxy analogue /

0.03% Not more than 1.0 % /He 6o1ee 1,0 %

Not more thdan 0.5 % / He 6onee 0,5 %

1 . Less than LOQ (0.020%)

-THAPOKCHAHATIOT KETOPOJIaKa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanune: [Ipoaykt cooTBeTcTBYET TpeboBaHUAM HJL 3aknwuenune: OOBPEHO

Prépared by / Checked by / Approved by: Manager / Executive /
IMonrororneHo: / Iposepeno: t Ono6peno: Menemxep / PykoBonutenb
Suman Kumar ﬁ" Pardeep Kumar = Pawan Kumar /%/,
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.11.2021 Jara: 26.11.2021 Hara: 26.11.2021

Registered Office: 8-2-337, Road Mo. 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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Product / Ketorol gel for external use 2 %

IpoayxT Ketopon®, resb [jis HapyKHOTO NTpuMeHeHust 2 %o

Batch No / 1 V211251 Batch Quantity / : 14392 units /
Cepus Ne Pa3mvep cepun 14392 enunnig
Analytical Report No / : 890001558596 Date of Analysis / 26.11.2021
AHaauTuyeckuii oTyer Ne Jara ananusa

Date of Manufacture / ¢ Nov.2021 Date of Expiry / Oct.2023
JaTa npousBoacTea TopeH a0 (BKJIL.)

Analysis performed according to ND / Ananu3 nposeaen no HJI: JITT-001080-160621

Ne Test / [lokasaTean Result / PesynbraTsl Specification / Hopma
Any single unidentified Not more than 1.0 % / He 6onee 1,0 %
PSS EIPH M Less than LOQ (0.025%)
HeuAeHTUQULIHpOBaHHAs
MpUMECH
Total impurities / Cymma 0.03 % Not more than 3.0 % / He 6onee 3,0 %
npUMecel

7 | Microbial limits / Muxpo6uosornyeckas Yucrora

Total aerobic microbial

count / Ob1ee yucno
a5pOoOHBIX
MUKPOOPTraHW3MOB

Total combined yeast and molds
count/ Ob1iee yucno
IPOXOKEBBIX U IUIECHEBBIX
rpubos

Staphylococcus aureus

Pseudomonas aeruginosa

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

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

Absent in 1 g/ OtcytcTBYeT B 1T
Absent in 1 g/ OTcyTcTBYET B IT

Not more than 100 CFU/g /
He 6onee 100 KOE/r

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

Should absent in 1 g/ OtcyTcTBUE B 1T

Should absent in 1 g/ OtcyrcTBEE B 1T

Remarks : The Product conforms to ND /
IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHwiM HJI

Conclusion : APPROVED /
3axntouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBneHo: %/ ITpoBepeHo: (:;Ll— Ono6peno: Menemxep / Pykosoautens
Suman Kumar - Pardeep Kumar = Pawan Kumar

Reprint Date / Reprint Date / Reprint Date /

Hata: 26.11.2021 Hara: 26.11.2021 Hara: 26.11.2021

Registered Office: 8-2-337, Road Mo. 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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Product/ : Ketorol gel for external use 2 %

IlpoaykT Ketopon®, renb Al Hapy>XHOTO NpUMeHeHus 2 %

Batch No / : V211251 Batch Quantity / : 14392 units /
Cepus Ne Pa3smep cepun 14392 eanHuy
Analytical Report No / : 890001558596 Date of Analysis / : 26.11.2021
AHanUTHYECKHIT oTyeT No JlaTa ananu3a

Date of Manufacture / : Nov.2021 Date of Expiry / ¢ Oct.2023

JlaTa npou3BOACTBA

I'ogen po (BkJ.)

Analysis performed according to ND / Auanus nposeged no HJI: JII1-001080-160621

8 | Assay/ KosuyecTBeHHOE onmpeae/ieHHe:

NLT 85% and NMT 115% of the

Ethanol / Dtanon 100.0 %
labeled amount of CrH¢O (ethanol) /
Or 85 mo 115% oT 3adBIEHHOrO
konndectsa CoHeO (312HO0M)
Dimethyl sulfoxide / [ 100.8 % NLT 90% and NMT 110 % of the
Jumetuncynbdokeun labeled amount of C,H¢OS (dimethyl
sulphoxide) / Ot 90 mo 110 % or
sasiieHHoro  kommdectBa  CoHgOS
(auMeTuncynphoKcu) '
Sodium methyl parahydroxy- 97.9 % NLT 90% and NMT 110% of the
benzoate / MeTtunmnapa- labeled amount of CgH;NaOs (sodium
ruapokcuben30aT HaTpHA methyl parahydroxybenzoate) / Ot 90 no
! 110 % oT 3asBIEHHOIO KOJHMYECTBa
' CsH7NaOs (MeTUNNAaparuaApPOKCHU-
! 6eH30aT HATPHA)
|
| Sodium propyl parahydroxy- 97.8 % NLT 90% and NMT 110% of the
benzoate / [lponunnapa- labeled amount of C;oH1NaOs (sodium
THAPOKCUOEH30aT HATPHsA propyl parahydroxybenzoate) / OT 90 mo
110 % oT 3adBJCHHOTO KOJW4YECTBA
CioH11NaO3 (nponunnaparuapoKCcH-
| Gen3oaT HAaTpHA)
|
Ketorolac tromethamine / 101.2 % [NLT 90 % and NMT 110 % of the

Keroposaka TpoMeTaMUH

| labeled amount of Ci9H24N206

| (Ketorolac tromethamine) / Ot 90 no

| 110 % oOT 3asBJICHHOT'O KOJIU4€ECTBa
C19H24N>O5 (keTOpOIaKa TPOMETAMHH)

Remarks : The Product conforms to ND /

IMpumeuanue: [IpogykT cooTBETCTBYET TpeboBaHuAM HJI

Conclusion : APPROVED /
3axarouenue; OJOBPEHO

Prepared by /

Checked by /

ITogroToBneHo: / ITpogepeHo: t

Suman Kumar <: e Pardeep Kumar

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

Pawan Kumar 41/

Reprint Date / Reprint Date /
Hara: 26.11.2021 Jara: 26.11.2021

Reprint Date /
Jara: 26.11.2021

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Product / Ketorol gel for external use 2 %

Ilpoaykr Ketopon®, rens st HApy)kHOro npuMmeHeHus 2 %

Batch No / : V211251 Batch Quantity / : 14392 units /
Cepus No Pa3zmep cepun 14392 enununy
Analytical Report No / : 890001558596 Date of Analysis / 26.11.2021
AHanuTH4YecKHii oTuet Neo Jara aHann3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npousBoacTsa Iopen o (BKJI.)

Analysis performed according to ND / Anasau3 nposeaen no HJ: JIT1-001080-160621

tamper-evident

cHabKEHHYIO

9 |Package/ YnakoBka 50 g in a laminated aluminum tube
equipped  with
membrane. Each tube and a patient
information leaflet in a carton. / Tlo
50 r B TyGy M3 JaMHHHPOBaHHOTO
AMOMUHUS,
MeMOpaHOH ISl KOHTPOJIA IIEPBOTO
BCKpbITHs. Kaxaylo TyGy BMmecTe C
UHCTpYKHMEHR 0 TPUMEHEHHIO B
MayKy KapTOHHYIO.

10 |Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYET TpeOGOBaHUAM

11 |Storage conditions / Below 25 °C. Do not freeze. /

XpaHeHue
12 | Shelf life / Cpox rognoctu 2 years / 2 roza

30 g or 50 g in a laminated aluminum |
tube: equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo 30 ¢
uny 50 r B TyOy M3 JaMHHUPOBAHHOTO
AMIOMHUHUA, CHabXeHHY MeMOpaHoH
IUTSL KOHTPOJA TIEPBOTO BCKPBITHA.

Kaxnyro Ty6y BMEcTe ¢ MHCTpYKLUeH 1o
NPYMEHEBHUIO B TAYKY KapTOHHYIO.

o i'z_ﬁccording to ND/

B coorBeTcTBuu ¢ HJ,

ITpu Temnepatype He Brilte 25 °C. He 3aMopaxuBars.

Remarks ;: The Product conforms to ND /
Ipumeuanue; [IpoxyxT cooTBeTCTBYET TpeboBaHmIM HJI

Conclusion : APPROVED /
3aknoyenne: OJJOBPEHO

Prepared by /
IToproToBneHo:
Suman Kumar

=

Checked by /
IIpoBepeHo:
Pardeep Kumar

p

el

Approved by: Manager / Executive /
Onob6peno: Menemxep / PykoBoauTenb

Pawan Kumar Az/

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Jarta: 26.11.2021

Reprint Date /
Jata: 26.11.2021
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