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Product / Ketorol gel for external use 2 %

Ipoaykr Ketopon®, rens 11 Hapy)KHOTO puMeHeHus 2 %

Batch No / : V211253 Batch Quantity / : 14412 units /
Cepus No Pasmep cepun 14412 ennHnn
Analytical Report No / : 890001558593 Date of Analysis / 26.11.2021
AHanuTHyeckuii oTyer Ne Jarta ananamsa

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JaTa npousBoacTsa T'ogen g0 (BKJ.)

Analysis performed according to ND / Anaau3s nposeaen mo HJI: JII1-001080-160621

Ne Test / [loka3aTenan

Result / PesyabTaThl

Specification / Hopma

[ 1

Description / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OmHOPOIHBIH MOTYNPO3payYHbIi refb
C XapaKTepPHbIM 3aIaX0OM.

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHopoAHbI NpO3pauHbIi UITH
[OIYNPO3PadHbIN Iejb ¢ XapaKTEPHBIM
3a[axOoM.

2 | Identification / IlogTHHHOCTD

2a |Ketorolac tromethamine /
Keroponaka TpoMeTaMuH

—Co;nplies as prescribed_/
CoOOTBETCTBYET

| 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
yAEpKHBAHHS OCHOBHOTO TMHKAa Ha|
XpoMaTorpaMme HCIBITYEMOTO pacTBopa
IOJUKHO ~ COOTBETCTBOBAaTb  BpPEMEHH
yOEp)KUBaHHA OCHOBHOTO TIMKa Ha
XpoMaTorpaMMme pacTBopa CTaHAApTHOTO
obpazua KeTopoJaka TPOMETaMHHa

Remarks : The Product conforms to ND /
ITpumeyanue: ITpomykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /
IToxgrorosneno:
Suman Kumar

<

Checked by /

Pardeep Kumar < —

—_

Approved by: Manager / Executive /
IIposepeno: J OnobpeHo: Mene nzjyxomnmenb

Pawan Kumar

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hata: 26.11.2021

Reprint Date /
Hata: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2355, Email: mail@drreddys.com

CIN: L85195AP1284PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IMpoaykTt Ketopon®, renb nis HapyKHOro IpuMeHeHUs 2 %

Batch No / T V211253 Batch Quantity / : 14412 units /
Cepus Ne Pasmep cepuu 14412 eamnaniy
Analytical Report No / : 890001558593 Date of Analysis / 26.11.2021
AHanuTu4deckuit oryet No Jdara ananuza

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npousBoacTBa I'oaen go (BKJ1.)

Analysis performed according to ND / Ananu3 nposeaed mo HJI: JITI-001080-160621

| Ne Test / [lokazaTennb Result / Pe3yabTaTbl 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
MertunnaparugpokcubeH3oaT chromatogram of the sample preparation
HaTpHs U NPONUINaparuipoKCu- corresponds to that in the chromatogram
6eHzoaT HaTpuUs of the standard preparation under assay /
BpemeHa ynepKUBaHUS OCHOBHBIX NHKOB
Ha  XpOMaTorpaMMe  HCIBITYEMOIO
pacTBopa  IOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  YAEPXHBaHHA  OCHOBHBIX
NHKOB Ha XpOMarorpaMMe pacTBOpa
CTaHAaPTHBIX 06pas3ios
MeTUNaparuapokcubeHzoara u
MponuInaparupokcudeH3oara.
3 | Average fill weight / Macca 512g/512r In according to Rus. Ph..Not less than
COJIEP5>KMMOr0 YNIaKOBKH 50.0 g/ B cooTBeTCTBHH € TpeOOBaHIAMHI
N ['® P®. He menee 50,0 r
4 |pH of aqueous suspension / 6.9 6.0-7.8/0t16,0 10 7,8
pH BoaHo#i cycneH3umn
5 | Viscosity / BaskocTb © 6.392 poise / 6.392 mya3 Between 5 and 12 poise /
Ot 5 no 12 myas
6 |Related substances / PoacTBeHHBIC COeAUHCHHA
Ketorolac 1-keto analogue / 0.03% Not more than 1.0 % /He 6oxee 1,0 %
1-keToaHaJIOT KETOpOJIaKa
II{etorolac 1-hydroxy analogue / Less than LOQ (0.020%) Not more than 0.5 % / He 6onee 0,5 %
-TUIPOKCUAHAJIOT KETOPOIIaKa
Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanue: Ipoaykr cooTBeTcTBYET TpeboBanusam HI

3akarwuenue: OJOBPEHO

Prepared by /
IToarorosnexo:
Suman Kumar

-

Checked by /
[TporepeHo:
Pardeep Kumar

(>
3

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykoBoauTe b
Pawan Kumar

Reprint Date /
Hara: 26.11.2021

Reprint Date /
Hata: 26.11.2021

Reprint Date /
Hara: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP12984PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

IMpoaykr Ketopon®, renb 11 HApY>KHOro npumMeHeHus 2 %

Batch No / 1 V211253 Batch Quantity / : 14412 units /
Cepus Ne Pasmep cepuu 14412 enuHuiy
Analytical Report No / : 890001558593 Date of Analysis / 26.11.2021
AHanuTHyecKnii oryer Ne JlaTa ananusa

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npou3BOACTBA T'ogen no (BKIL.)

Analysis performed according to ND / Anasqus nposeaed nmo H/L: JIT1-001080-160621

No Test / [TokasaTens

i Result / Pe3yabTaTs!

Specification / Hopma

Any single unidentified
impurity/ ExuHndHas
HeueHTHUIMPOBaHHAS
npHMech

Total impurities / Cymma
npuMecei

Less than LOQ (0.025%)

0.03 %

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

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

7 | Microbial limits / MukpoGuosornyeckast 4ucrora

j Total aerobic microbial

count / OOLIEE YUCTIO
IPOXOKEBBIX U IIECHEBBIX
rpubor

Staphylococcus aureus

Pseudomonas aeruginosa

count / Oburee Yucio
a3pOOHBIX
MUKPOOPIaHHU3MOB

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

Total combined yeast and molds | Less than 10 CFU/g /

Meuee 10 KOE/r

Absent in 1 g/ OtcyTcTBYeT B 1T

Absent in 1 g/ OrcyTcTBYET B 1T

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

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

Should absent in 1 g/ OrcyrcTBHE B 1T

Should absent in 1 g/ OtcyrcTBHE B 1T

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3aknuenue: OJJOGPEHO

Hara: 26.11.2021

Jata: 26.11.2021

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroBneHo: IIpoBepeHo: OnobpeHo: Meuremxep / PykoBoauTe b
Suman Kumar . Pardeep Kumar Z Pawan Kumar L

=
Reprint Date / Reprint Date / Reprint Date / !

Hata: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4300 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

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

IpoaykTt KeTtopon®, reab ais Hapy»KHOTO NnpuMeHeHus 2 %

Batch No / T V211253 Batch Quantity / : 14412 units /
Cepusi Ne Pazmep cepun 14412 epnnun
Analytical Report No / 1 890001558593 Date of Analysis / 26.11.2021
Ananuru4yeckuii oTuet Ne JaTa aHanu3a

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JaTa npou3BOACTBA I'oneH 0o (BKJL.)

Analysis performed according to ND / Ananaus nposeaen mo HJ: JII1-001080-160621

8 | Assay/KoaunuecTBeHHOe onpenesicHuUe:

Keroposaxa TpoMeTaMUH

Ethanol / DtaHon 97.7% [NLT 85% and NMT 115% of the
labeled amount of C,H¢O (ethanol) /
Or 85 mo 115% ot 3ai1BIEeHHOrO
konudectBa Co;HgO (3TaHomN)

Dimethyl sulfoxide / 101.3 % NLT 90% and NMT 110% of the

dumMeTtuncynbhokcun labeled amount of C:HgOS (dimethyl
sulphoxide) / Ot 90 po 110% ot
3asiBieHHoro  konmuuectsa  CHgOS
(mumeruncynshokcun)

Sodium methyl parahydroxy- 98.5 % NLT 90% and NMT 110% of the

benzoate / MeTuinnapa- labeled amount of CgHsNaOs (sodium

I'HAPOKCHOEH30aT HAaTpHA methyl parahydroxybenzoate) / Ot 90 no
110 % oT 3asBIEHHOr0 KOJIMYeCTBa
CsH7NaOs (MeTunnaparuapoKcHu-
6eHzoar HaTpu)

Sodium propyl parahydroxy- 98.7 % NLT 90% and NMT 110% of the"l

benzoate / [Iponunnapa- labeled amount of CioH;NaOs (sodium

TUAPOKCUOEH30aT HATPUSA propyl parahydroxybenzoate) / OT 90 110 |

| 110 % oT 3asBICHHOrO KOJIMYECTBa
CioH11NaO3 (npomwinaparuAPOKCU-
6eH30aT HAaTpHUI)

Ketorolac tromethamine / 101.7 % NLT 90 % and NMT 110 % of the

labeled amount of C9H24N20¢
(Ketorolac tromethamine) / Ot 90 no
110 % oT 3asBJIEHHOTO KOJIMYECTBA
C19H24N»0Op (keTOpONaKa TpOMETaMHUH)

Remarks : The Product conforms to ND /
ITpumeuanue: Ilponykr coorBeTcTBYeT TpeboBaHmsIM H]J

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToarotoBieHo:
Suman Kumar

=~

Checked by /
ITposepeno:
Pardeep Kumar

=)

———

—

Approved by: Manager / Executive /

OnobpeHo: Menemiep / PykoBoauTens
Pawan Kumar /é’;

Reprint Date /
Hata: 26.11.2021

Reprint Date /
Jata: 26.11.2021

Reprint Date /
Jara: 26.11.2021

l

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product/ Ketorol gel for external use 2 %

HponykTt Keropon®, renb mist Hapy»KHOTO MpUMeHeHuUs 2 %

Batch No / 1 V211253 Batch Quantity / : 14412 units /
Cepus No Pasmep cepun 14412 egunuiy,
Analytical Report No / ¢ 890001558593 Date of Analysis / 26.11.2021
AHaJuTHYeCKHii oTueT Ne JlaTa aHanusa

Date of Manufacture / : Nov.2021 Date of Expiry / Oct.2023
JlaTa npousBoacTBA TI'open oo (BkJ1.)

Analysis performed according to ND / Ananus nposegen no HJI: JIT1-001080-160621

9 |Package / YmakoBka

50 g in a laminated aluminum tube
equipped  with  tamper-evident
|membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TyOy W3 NaMUHHPOBAHHOIO
ANIOMHHUA, CHa0XEeHHYIO
MeMOpaHo#l Il KOHTPOJS MEPBOTO
BckphiTHa. Kaxayio Tyby BMmecTe ¢

MayKy KapTOHHYIO.

HHCprKHPIeﬁ Mo MNPUMCHEHHIO B | TMPUMEHCHUIO B MIAYKY KapTOHHYIO.

30 g or 50 g in a laminated aluminum |
tube equipped with tamper-evident
membrane. Fach tube and a patient
information leaflet in a carton. / ITo 30 r
wii 50 r B Ty0y U3 TaMUHUPOBAHHOTO
IIOMHUHUA, CHabXEHHYIO MeMOpaHOM
IUTS1 KOHTPOJISL IEPBOTO BCKPBITHA.

Kaxnyto TyOy BMeCTe ¢ MUHCTpYKIHeH o

10 |Labeling / MapkupoBka

Complies as prescribed /
CootseTcTBYeT TpeOOBaHMAM

According to ND /
B cooreerctBuu ¢ HJ

11 |Storage conditions /
XpaHeHune

Below 25 °C. Do not freeze. /

ITpu Temnepatype He Boiuie 25 °C. He 3aMopaxuBaTh,

12 | Shelf life / Cpok rogHocTu

2 years / 2 roga

Remarks : The Product conforms to ND /
IIpumeuanne: I[poaykr cootseTcTBYET TpeboBaHmsaM HJT

Conclusion : APPROVED /
3akmoyenue: OTOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TToarorosineHo: % I[TpoeepeHo: y Onobpeno: Menemikep / PykoBoaures
Suman Kumar Pardeep Kumar :"t_f Pawan Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.11.2021 Hara: 26.11.2021 Hara: 26.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 299, Email: mail@drreddys.com
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