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Product /
Mpoaykr

Ketorol gel for external use 2 %
Keropon®, rens misg Hapy:kHoro ripivenenns 2 %

Batch No / 1 V2202

Cepusn Ne

11

Batch Quantity /
Pa3smep cepun

: 19200.000 units /
19200.000 e aunHuIr

Analytical Report No /
AHaMUTHYECKHIT oTueT No

1 890001584793

Date of Analysis /
Jarta anaaunsa

: 13.04.2022

Date of Manufacture /
Jata npousBojacrea

: Mar-2022

Date of Expiry /
I'onen mo (BKJI.)

: Feb-2024

Analysis performed according to ND / Auasus nposenen mo HJ1; JIT1-001080-160621

Ne Test / IToxa3aresb

Result / PesyabsTaTnl

Specification / Hopma

1 | Description / Onucanue

Homogeneous semi-transparent gel
with characteristic odor /
OnHOpoaHBII MONYNPO3pauHEIi rens
C XapaKTEpHBIM 3aMaxoM.

Homogeneous transparent or semi-
transparent gel with characteristic odor / |
OnHOpoaHbIH MPO3pavYHbIf HITH
TIOJTyNpO3paYHbIi Iellb C XapaKTEPHBIM
3amaxom.

Identification / IMoamuuHocTL

Ketorolac tromethamine /
Ketoponaxa tpomeTamun

Complies as prescribed /
CootBercTByeT

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
YIEpXHMBaHHA OCHOBHOTO MHKa Ha
XpOMaTorpaMMe HCHLITYEMOTO PaCTBOpPa
JOIDKHO  COOTBETCTBOBATH  BpPEMEHH
YIOEP)KUBAHHSA OCHOBHOTO THMKa Ha
XpOMaTOrpaMMe pacTBopa CTaHAAPTHOTO
| obpaslia KeTopoJiaka TPOMETAMHHA |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: IIpoaykr cooTBeTcTBYET TpeGoBauusM HJI 3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosieHo: ITposepeno: Himesh Kumar Ounobpeno: Menemkep ;" Pykosoaurens
Rajeev Gandhi Kusum Lata g }(g o 5
Reprint Date / Reprint Date / Reprint Date /

Hara:14.04.2022 Hata:14.04.2022 Jara:14.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product/ : Ketorol gel for external use 2 %

IIpoaykTr KeTopon®, rens 11 HapyxHoro npumeseHus 2 %

Batch No / 1 V220211 Batch Quantity / : 19200.000 units /
Cepus Ne Pasmep cepun 19200.000 eaunuiy
Analytical Report No / : 890001584793 Date of Analysis / : 13.04.2022
AHaIUTHYECKHIi oTyeT No JlaTa anannsa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024

JlaTa npouseojicTea TI'omen no (BKJ1.)

Analysis performed according to ND / Auanus nponenen no HJI: JITI-001080-160621 g‘

Ne Test / Iloka3zarens

Result / PesynbTaTsl

2b | Sodium methyl parahydroxy-

Complies as prescribed /

Specification / Hopma —‘

The retention time of the sodium methyl

pH BoaHO# cycnien3un

benzoate and sodium propyl CooTtBercTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MerTtunnaparunpokcubeHsoat chromatogram of the sample preparation
HATPUSA W NPONHINAparuApoKCcH- corresponds to that in the chromatogram
OeH30aT HaTpHA of the standard preparation under assay /
Bpemena  ymepxuBaHHA ~ OCHOBHBIX
NHMKOB Ha XpOMAaTOIpaMMe HCIBITYEMOro
[ pacTBopa JOJDKHBI  COOTBETCTBOBATH
BpEMEHAM  YAEPXMBAHUS  OCHOBHBIX
NMKOB Ha XpoMaTorpaMMe pacTBopa
CTaHOAPTHBIX o6pa3noB
MeTHInaparugpokcrubenszoara U
NponunaparuapokcubeH3oara.
3 | Average fill weight / Macca 513g/513r In according to Rus. Ph..Not less than
COAEPKUMOro YNaKoBKH 500 g / B COOTBETCTBHH ¢
rpeboBanuamu '@ PO. He menee 50,0 r
4 | pH of aqueous suspension / 6.8 6.0-7.8/0T16,0 mo 7,8

5 | Viscosity / BaskocTh

7.331 poise / 7.331 mya3

Between 5 and 12 poise /
Ot 5 mo 12 myas

6 Related substances / Pozlcn;egﬂble coeHHEHHA

Ketorolac 1-keto analogue /
1-keToaHANOr KETOpOJaKa

1 rmaporonalaiIor kCTopoaara

0.03 %

Below LOQ (LOQ = 0.020 %) / Husxe
Ketorolac l—hydroxy analogue /L [Ipeacna KOMWICCTBEHHOTO OTNPECICHUS Not more than 0.5 % / He boree 0,5 %

(ITIKO — 0.020 %6)

Not more than 1.0 % /He Gonee 1,0 %

Remarks : The Product conforms to ND /

ITpumeuanne: TlpoaykT cootBeTCTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3akniouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: IIposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosonutensb
Rajeev Gandhi C_L/Q- Kusum Lata QN o
Reprint Date / Reprint Date / Reprint Date /

Hata:14.04.2022 Hata:14.04.2022 Jata:14.04.2022
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Product / Ketorol gel for external use 2 %
Ipoaykr KeTtopoa®, rens mis HapykHoro npumeHerns 2 %
Batch No / 1 V220211 Batch Quantity / : 19200.000 units /
Cepusi Ne Paimep cepun 19200.000 exunmi
Analytical Report No / : 890001584793 Date of Analysis / : 13.04.2022
AHaJUTHYecKHii oTyeT No Jata ananuza
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024
Jarta npousBoacTea Fogen no (Bxn.)
Analysis performed according to ND / Auasnus nposeaen no HJI; JITT-001080-160621
Ne Test / Iloka3zaresn Result / Pe3yabTarni Specification / Hopma
Any single unidentified Not more than 1.0 % / He Gonee 1,0 % |
impurity/ ExunuyHas 0.03%
HEHACHTUUITHPOBaHHAS
npuMech
Total impurities / Cymma 0.05 % Not more than 3.0 % / He 6onee 3,0 %
npuMecei |'
7 | Microbial limits / MukpoGuonorudeckas Yncrora

Total aerobic microbial

count / Ob6uwee yucno
A3POOHBIX

MHKPOOPTaHH3MOB

Total combined yeast arid molds
count / ObGuiee yucno
TPOYIKEBLIX U TUTECHEBBIX
[rpuGos

Staphylococcus aureus

IPsendomonas aeruginosa

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

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

Absent in 1 g/ OtcyrctByer B 11
Absent in [ g/ OTcyTcTByeT B 1Ir

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/ Ot¢yTcTBUHE B 1T

Should absent in 1 g/ OrcyrcTBHE B 1T

Remarks : The Product conforms to ND /

Ilpumeyanue: TIpoaykT cooTBETCTBYET TpeGoBanuam HJT

Conclusion : APPROVED /
3aknwoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarororneno: ] ITposepeno: Himesh Kumar OnoGpeno: Menemkep / Pykosomirens
Rajeev Gandhi /'/r’ \_3_’,/J Kusum Lata \ AN\ e- -
Reprint Date / Reprint Date / Reprint Date /

Hata:14.04.2022 Hara:14.04.2022 Hara:14.04.2022
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Product/ Ketorol gel for external use 2 %

IMpoaykTr Ketopon®, rens mis Hapy:kHoro npuMenenna 2 %

Batch No / 1 V220211 Batch Quantity / : 19200.000 units /
Cepust Ne Pazmep cepuu 19200.000 equuuy
Analytical Report No / : 890001584793 Date of Analysis / ¢ 13.04.2022
AHannTuyecKnii oTyet Ne JlaTa ananusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024

JaTta npousBojacTra Togen no (BKJI.)

Analysis performed according to ND / Anasn3 nposeaen no HJI: JIT1-001080-160621

8 | Assay/KonnuecreenHoe onpenenenue:

Ethanol / DTason

NLT 85% and NMT 115% of the
labeled amount of C,H¢O (ethanol) /

2,
98.1% Or 85 nmo 115% or 3asBiIeHHOTO
xonuuectBa C2HgO (3Tanon)
Dimethy! sulfoxide / NLT 90% and NMT 110% of the
Aumetuncynbdokcun |labeled amount of C,HeOS (dimethyl
10831 % sulphoxide) / Ot 90 mo 110% ot
3adBJicHHOTO  konmyecTBa  CoHgOS
(numetuncynbQokcun)
| Sodium methyl parahydroxy- - NLT 90% and NMT 110% of the
benzoate / Merunmapa- labeled amount of CgH7NaOs; (sodium
THAPOKCUOEH30aT HaTpUs 99.2Y methyl parahydroxybenzoate) / Ot 90 no
ks 110 % ot 3asBAEHHOrO KOJIUYECTBA
CsHyNaOs (MeTUNNaparuAPOKCH-
6eH30aT HaTpHA)
Sodium propyl parahydroxy- NLT 90% and NMT 110% of the
benzoate / [Iponmwimapa- labeled amount of CjoH;;NaO; (sodium
THAPOKCHOEH30aT HATpHs 101.7 % propyl parahydroxybenzoate) / Ot 90 no
e [110% oT 3asBIEHHOrO KONMYECTBA
CjoH11NaO; (nponunnaparuApoKCcu-
6eH30aT HaTpus)
Ketorolac tromethamine / NLT 90 % and NMT 110 % of the
KeToponaxa TpomeraMun labeled amount of C9H24N204
99.5 % (Ketorolac tromethamine) / Ot 90 1o

110 % oT 3asABJIEHHOTO KOJMYECTBA
CanHa N2 (vrTonamara TpAMeTAMITH)

Remarks : The Product conforms to ND /

Tlpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBaHAM HJT

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by / -~ Checked by / Approved by: Manager / Executive /
IogroTosnexo: 1\ IMpogrepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBOAHTEIb
Rajeev Gandhi 7) ——= Kusum Lata (___%_S\ér-, .
Reprint Date / Reprint Date / Reprint Date /

Hata:14.04.2022 Hata:14.04.2022 Hata:14.04.2022
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Product / Ketorol gel for external use 2 %

Ipoaykr Keropon®, rens mist HapyHOTO npuMeHerus 2 %

Batch No / 1 V220211 Batch Quantity / : 19200.000 units /
Cepus Ne Pasmep cepun 19200.000 egqunuy
Analytical Report No / : 890001584793 Date of Analysis / : 13.04.2022
AHaJuTHYecKHH oTyeT Ne NaTta ananusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb-2024

JaTa npou3BoacTBa I'onen g0 (BKA.)

Analysis performed according to ND / Ananns nposeaen nmo HJ;: JITT-001080-160621

[

9 | Package / YnakoBka

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Io
50 r B Ty0y U3 J@MHUHHPOBAHHOIO
ANFOMHUHHA, CHaOXEHHYIO
MeMOpaHO! AMsl KOHTPOJS IEPBOTrO
BCKpHITUA. Kaxayio TyOy BMecTe ¢
HHCTPYKIMEH 10 NPUMEHEHHIO B
Na4yKy KapTOHHYIO.

30 g or 50 g in a laminated aluminum

tube

membrane. Each tube and a patient
information leaflet in a carton. / ITo 30 ¢
win 50 r B Ty0y M3 NaMHHUPOBAHHOTO
IIOMHHHUSA, cHabXeHHYI0 MeMOpaHoit
JUTs1 KOHTPOJIS TIEPBOTC BCKPBITHAL.

Kaxnyro Ty6y BMecTe ¢ HHCTpYKLineii o
NPUMEHEHHUIO B TAYKY KAPTOHHYIO. '

equipped with tamper-evident

10

Labeling / Mapkupogka

Complies as prescribed /
CooTBercTBYET TpeGOBaHUAM

According to ND /
B cooteTcTBUM ¢ H]T

11 | Storage conditions / I| Below 25 °C. Do not freeze. /
XpaHeHue Ilpu TemnepaType He Boiile 25 °C. He 3aMOpaxuBats.
12 | Shelf life / Cpok roasocru 2 years /2 roga

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cootBercTBYeT TpeboBanmsiM HJI

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
oarorosneHo: /'] [Mposepeno; Himesh Kumar Onobpeno: Meremxep / Pykosoaureis
Rajeev Gandhi d,;/ C___;S_‘_/D Kusum Lata L_::Q,Q/—-—
Reprint Date / Reprint Date / Reprint Date /

Hata:14.04.2022

Hara:14.04.2022

Jara:14.04.2022
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