Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ikcnpece (keroposax) TabaeTkH, AHCNEPrUpyeMble B 1010¢TH pTa, 10 mr

| Market / Poinok :Russia / Poccus -
Batch No / ) Batch Quantity / 3600000 tab /
Cepns Ne V2500161 Oo0nbem cepun " 3600000 Tab
Analytical Repo:‘t No/ - 040002807319 Date of Analysis / . 07.02.2025
AHanuTHYyecKHii oTueT No Jlara ananuza
Date of Manufacture / - 01/2025 Date of Expiry / . 122026
Jara npousBoacTea I'ogen o
Mfg. License No. / . .
IIpousBojacTBeHHAS : MNB/05/263 NS mumber/ g ENE(004662)=(Bl=

Homep PY RU)

Jumen3uss No

Analysis performed according ND:

/ Auanus nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page10of9/Crp.1 139

No " .
No Test / [lokazarens Results / Pe3yabTaThl Specification / Hopma
1 Description / OnMcanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyrnsie
side. / Kpyrable nnockue njnockue Tabnetkn c Qackoil, ceerno-
TabneTku ¢ (ackoii, cBeTNO- JKEJITOro IijBeTa C IpaBHPOBKOH «I» Ha
KEJITOro LBETa C [PABUPOBKOI oJHOit cTOpOHE.
«I» Ha 0RO CTOpOHE.
2 Identification / UaenTuduxaumus - o

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnekTpb! TOINOIIEHUS
HCIBITYEMOTO  pacTBopa M pacTBOpa
cTaHpaptHoro  obpasla  KeTopoJjaka
TpOMETaMHHA JIOJKHBI HUMETh
MaKCHMYMbI [IpH OJHOH U TOH ke IITuHe
BOJIHbI (£ 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: ITpomykT cooTBETCTBYET TpeboBanmusam HJI

3akmouenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Rama kant

o

Checked by /
[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pylquonmenb
Pavan Kumar Sharma _ﬁxﬁ,:_ﬂ

3

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Hara: 07.02.2025
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopoa® kenpecc (keropoJiak) TabieTKH, JACHePrupyemMble B I0JOCTH PTa, 10 mr

Market / PoiHOK :Russia / Poccus

Batch No / - V2500161 Batch Quantity / 3600000 tab /
_Cepus Ne ‘ O6bem cepun " 3600000 Tab

Analytical Repovrt No/ - 040002807319 Date of Analysis / . 07.02.2025

AHanuTHYecKHH oT4yeT No Jlara anajn3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JlaTta npon3BoAcTBa T'ogen no

Mfg. License No./ ] .

IIponssoacTBeHHAA : MNB/05/263 MA number: / f JHE-Ne(004669)-(PT -

Homep PY RU)
Jauuen3us Ne

 Analysis performed according ND:

/ Ananus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page2of 9/ Crp. 2 m39

No

Test / [Toka3aTeb
Ne

Results / PesyabTaThbl

Specification / Hopma

Complies / COOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / BpeMs yaep)xdBaHus
OCHOBHOTO TMHKa Ha Xpomarorpamme
HCTIBITYEMOTO pacrsopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YNEPXKHBAHUA
OCHOBHOTO TMMKa Ha XpomaTorpamme
pacTtBopa CTaHapTHOTO obpazia
KeTopoJiaka  TpoMeTaMHHa  (pazgen
«KonnyecTBeHHOE ONpPEeNIeHHE).

Remarks : The Product conforms to

[Tpumeuanue: IIpoaykT cooTseTcTBYeT TpeboBanHsamM HJI

ND/

Conclusion : APPROVED /
3akmouenne: OIOEPEHO

Prepared by /
IToarorosneso: Rama kant

2

Checked by /
[TpoeepeHo: Pardeep Kumar

ol -

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyxosoaurerns

Pavan Kumar Sharma _V

o

Reprint Date /
Jara: 07.02.2025

Reprint Date /
Jara: 07.02.2025

>

Reprint Date /
Jata: 07.02.2025




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa™ Jxcenpece (keTopoaak) Tabierku, AnCneprapyemsie B oJocTu pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2500161 Batch Quantity / 3600000 tab /
_Cepus Ne ' O6beM cepuH " 3600000 Tab

Analytical Report No/ - 040002807319 Date of Analysis / . 07.02.2025

AHaJHTHYeCcKHH oTyeT No JlaTa aHaJIH3a

Date of Manufacture / - 01/2025 Date of Expiry / © 12/2026

Jata npon3BoAcTBA Toaen no

Mis. License No. / _ MA number: /  JIII-Ne(004669)~(PT-

ITpousBoacTBeHHAR : MNB/05/263 :

Homep PY RU)
Junen3ns Ne B

Analysis performed according ND:

/ Auanns nposenen no H/L: JIII-Ne(004669)-(PI'-RU)-190224

Page30of9/Crp.3 u39

No

Ne Test / [Toka3zaTennb

Results / PesynabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuson

Complies / CooTBeTCTBYET

The retention times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpemena
yIOCPAKUBAHUA MHKOB
2-0yTHJITHAPOKCHAHU30/1a u
3-0yTHArMApOKCHAHU30.1a Ha

XpoMarorpaMme MCHBITYEMOro pacTBopa

JIOJDKHBI  COOTBETCTBOBATH  BPEMEHaM
YIEpXKHUBAHHS NHKOB
2-0yTUITUAPOKCHAHH30/1a U
3-0yTHATHIPOKCHAHN301a Ha

XpoMaTorpaMMe pacTBOpa CTaHIapTHOrO
obpaszlia OyTUIrHApOKCHaHU30Ma (paszen
«CopaepxaHue
OYTUITHIPOKCHAHU30.J1a»).

Remarks : The Product conforms to

IIpumenanue: [Iponykt cooTeercTBYeT TpeboBanusm HJI

ND/
3aka

Conclusion : APPROVED /

wyenne: OJOBPEHO

Prepared by /
[MToaroroeneno: Rama ka

b

2

Checked by /
IIposepeno: Pardeep Kumar

-

Pavan Kumar Sharma

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pyt:pﬂomrrenb

\

Reprint Date / \

Hara: 07.02.2025

Reprint Date /
JHara: 07.02.2025

Reprint Date /
Jlara:

07.02.2025
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Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Drenpece (keTopoaiak) Tabierk, Aucneprapyemsie B 0oa0cTu pra, 10 mr

Market / PoiHoK :Russia / Poccus
Batch No / - V2500161 Batch Quantity / 3600000 tab /
Cepusa Ne ' OobBem cepHH " 3600000 Tab
Analytical Repourt No/ - 040002807319 Date of Analysis / . 07.02.2025
AHanuTHuecKHH oTyeT No JlaTa anannia
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
Jdara npou3BoicTBa I'open a0
Mg, License No. / | MA number: / . JTIE-Ne(004669)~(PT-
IIpouszBoacTBeHHAA : MNB/05/263 :

Homep PY RU)
JuneH3us Ne —

Analysis performed according ND: / Ananu3s nposefieH 1o _H,I[: JII-Ne(004669)-(PT'-RU)-190224

Page4of 9/ Cip. 4 u3 9

No

No Test / [loka3zaTennb Results / Pe3ynbTaTsi Specification / Hopma
3 Average weight / Cpeausist 69.0 mg / 69.0 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca . Ot 67,2 mr jo 72,8 mr (70,0 Mr = 4,0 %).
Complies / CooTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpOAHOCTb Macchl 2/20 tablets - not more than + 20 %. /
18/20 Tabnetroxk — He Oonee = 10 %,;
2/20 TabneTok — ue 6oJiee £ 20 %.
4 Disintegration time / 00 min 46sec / 00 MmuH 46 cex Not more than 3 min. / He 6onee 3 muH.
Pacnagaemoctb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75% (Q) of
. Ci15H3NO3+C4H | (NO3 (ketorolac
WRIC2Y| Taciss 221 % tromethamine) in 15 min. / He MmeHee
Unit-3 / Ta6n-3 101% | 75% Q) CisHi3NO3*C4H [ 1NOs
. (keToponaka TpOMETaMHUH) uepes 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 97 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

ITonrorosneno: Ram ka%tf
M&L‘/

IIpoeepeHo: Pardeep Kumar

ol =

Approved by: Manager/Executive /
OnobpeHo: MeHnemxkep / PyxoBoanTtesb

Pavan Kumar Sharma . ‘\:_7/

Reprint Date /
Jara: 07.02.2025

Reprint Date / \
Hara: 07.02.2025

Reprint Date / i
Jara: 07.02.2025




Dr.Reddy’s "’:’.

CERTIFICATE OF ANALYSIS T

Or. Reddy's Laboratories iid.
Formuiation Unit-6

Vill, Kho!, Malagarh Road, Badidj,
LR, 172205, INDIA

CEPTUOUKAT AHAJIM3A

91 88166 56001-02

e diun coi

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpecc (keToposiak) Tab/IeTKH, IHCHEPrHPYeMbIe B IHOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2500161 Batch Quantity / 3600000 tab /

Cepna Ne T O0nbem cepuH 3600000 Tab

Analytical Repourt No/ . 040002807319 Date of Analysis / - 07.02.2025

AHanuTHdecKHi oTyeT Ne Jara anananza

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026

Jara npou3BoacTBa I'ogen go

Mfg. License No. / . .

IponsBoxcTBennas : MNB/05/263 e g JI-NE(004659)~(PI=
Homep PY RU)

Jnnenzug Ne

Analysis performed according ND: / Anain3 nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5m39

Results / PesyabTaTe!

Specification / Hopma

[
s Test / Iloka3zaTenb
Ne
6 Particle size distribution /

JAucnepcHocTh

Complies / CooTBeTCTRYCT

A uniform suspension passing through a
710 pm sieve is formed. / Ofpa3yetcs
OMIHOpPOJIHAs ~CYCTEH3Us, NPOXOIAIasi
CKBO3bL CHUTO C pa3sMepoM OTBEPCTUH
710 MKM.

7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /

Below LOD (LOD = 0.0010 %) /
Huxe npenena obnapyxenus (110

not more than 0.5 %; / He 6onee 0,5 %;

Conep:raHne BOABI

1-ruapokcuaHanor = 0.0010 %)
KeTOpoJaKa 0.03%
1-keto analog of ketorolac / not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHanor KeToponaka
unidentified impurity / 0.02% not more than 0.5 %; / e 6onee 0,5 %;
eAUHHYHAsA
HeuaeHTHGUIMPOBaHHAA
IpHMECh
total impurities / 0.1% not more than 1.0 %. / e 6onee 1,0 %.
cymma npumeceit
8 Water content / 23 % Not more than 7.0 %. /

He Gonee 7,0 %.

Remarks : The Product conforms to ND/

IMpumeuanue: IIpoaykT cooTBeTcTBYET TpeOoBaHuam HJI

Conclusion : APPROVED /
3akmouyenne: OJJOGPEHO

Prepared by /
INoarorosneno: Rama kant \‘

P

Checked by /
[Ipoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / P)-'KE?KBOI[HTGJ'II:
Pavan Kumar Sharma

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Jata: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Ins

opistered Qffice: §-2-33
Tef, =91 40 4200 2804, Fax

7, Bead Mo 2, Bar

3024, Telanganeg, indic
eddys,com
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
\Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Ipoaykr: Keropoa® Jxcnpece (keToposak) Ta61eTKH, JHCIEprupyemble B M0J10¢TH pra, 10 Mr
_Market / Poinok - : Russia / Poccust
Batch No / - V2500161 Batch Quantity / 3600000 tab /
Cepns Ne ' O0beM cepun " 3600000 Tab
Analytical Repourt No/ - 040002807319 Date of Analysis / - 07.02.2025
AHajquTHYecKHil oTueT Ne JlaTta aHa/u3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jara npou3BoacTea T'ogen no
Mfg. License No. / . .
IlponsBoacTBeHHAst : MNB/05/263 G U Crg . JI-Ne(004669)~(PT-
Homep PY RU)
JHHIeH3Hs Ne - -
Analysis performed according ND: / Anaaus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 9/ Crp. 6 u39

1;.:) Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
9 Residual solvents / OcTarouyHble opraHMyecKue pacTBOPHTENN
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 6 MKr B TabieTke He Gonee 350 mkr B TabneTke,

10 Microbiological purity*/ Mukpo6uoJsioruueckas yucrora*

Total Aerobic Microbial
Count / ob1uee 4ucio

not more than 10* CFU/g; /
He 6osee 103 KOE/r;

OaHopoaHOCTH
AO3UPOBAHHBIX €AHHHL

- NA
a3pOOHBIX MUKpO-
OpraHU3MOB
Total Combined Yeast and not more than 10> CFU/g; /
mold count / o61mee uncno NA He 6onee 10 KOE/T;
JPOMOKEBBIX U TJIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T.
11 Uniformity of dosage units / 23 Acceptance value (4V) not more than

15.0 Tokasarens npremiuemocts (AV)
JoJikeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooreeTcTBYET TpeOoBaHusaM HJJ

Conclusion : APPROVED /
3akmouenne;: OJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Rama kaafﬁ

| 1}\.»\& J

|

ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PyKi%OJlHTE‘Hh

Pavan Kumar Sharma 2 7

Reprint Date /
Jlara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

=

Reprint Date /
JHata: 07.02.2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg )
Ipoaykr: Keropoa® Ikenpece (Keroposak) TaGIeTKH, ANCNEPrUpyemMble B M0JI0CTH pra, 10 mr
Market / PoiHok :Russia / Poccus -
Batch No / ; Batch Quantity / 3600000 tab/
Cepus Ne i V22001l O6bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002807319 Date of Analysis / . 07.02.2025
AHaJHTHYECKHHA oTyeT No JlaTa anaan3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2026
Jara npousBoicTBa I'ogen ao
Mig. License No. / . o
IlpouszBoacreeHHas : MNB/05/263 Sliynumbens/ : JII-Ne(004669)-(PT-
Homep PY RU)
Junen3usa Ne

[ Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page 7 of 9/ Cxp. 7n3 9

i.oo Test / IlokazaTens Results / PesyabTaTsi Specification / Hopma
12 Assay / KoinuecTBeHHOE 10.0 mg / 10.0 mr From 9.0 mg to 11.0 mg of
onpejejieHue (99.7 %) CisHi3NO3*C4H 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
11,0 Mr Ci1sH13NO3°C4H11NO;
(ketoponaka TpomeTamuH) (ot 90,0 mo
110,0 % OT 3asBNICHHOrO0 KOJWYECTRBA) B
TabneTke.
13 Butylhydroxyanisole 0.0959 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0959 mr B TabneTke He menee 0,042 mr B TabneTke,
OyTHIrMAPOKCHAHU30.1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

desiccant/HDPE) foil // (PE/AL)
with patient
information leaflet in a carton
10 Tabnetox B

foil. 2 blisters

pack. / Tlo
onucrepe u3z  (I[TA/AJU/IID
Braronornorurenem/I[19BIT)

¢donwru // (II13/AJT) donsru. Ilo
2 6nucTepa BMeCTE C JTUCTKOM-
nayKy

BKJIAIbIIIEM B
KapTOHHYIO.

2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabmeTok B
6nucrepe n3 (TTA/AJVIID c
pnaronornotutenem/I12BIT) donbru //
¢ | (II3/AN1) donbru. Mo 1 unu 2 6auctepa
BMECTE C JINCTKOM-BKJIAJIbILIEM B MauKy
KapTOHHY!O.

Remarks : The Product conforms to ND/

[Mpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuaM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
INToarorosneHo: Rama kant -

Bt

Checked by /
[Ipoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoautens
Pavan Kumar Sharma i__,_

Reprint Date / \
Mara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Jata: 07.02.2025
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxenpece (keTopoaak) Tabierku, ANcneprupyembie B nojgoctu pra, 10 mr
Market / PoiHoK :Russia / Poccus -

Batch No / ; Batch Quantity / 3600000 tab /
 Cepus Ne { V2500161 O6beM cepuH " 3600000 Tab
Analytical Repovrt No/ - 040002807319 Date of Analysis / - 07.02.2025

AHanuTuuecKui oTdyer Ne Jarta anannsa

Date of Manufacture / - 01/2025 Date of Expiry/ . 12/2026

Jlara npon3BoAcTBA T'open o

Mfg. License No./ . .

Ilpon3BoacTBeHHAS : MNB/05/263 S5 numbel: : SN 002 (ET=
Homep PY RU)

JuueH3nst Ne

Analysis performed according ND: / Anasin3 nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page8 of 9/ Ctp. 8 u3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.
* IIpu BBIMYCKE JIEKAPCTBEHHOTO MpenapaTa KOHTPOJb Ka4ecTBa Mo NoKa3aTeslo «MukpoGuonoruveckas

YUCTOTA» NPOBOANTCH VIS Kaxaoit 20-oii CepuH, WIH AJis OAHOM CEpHH B rof, B 3aBUCUMOCTH OT TOI'O, HTO
HACTYNHUT paHbLUE.

API name / Haumenoranue APC: Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN/ MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABRE007885

Homep cepun npounssogureys APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIHH NMPOH3BOAUTENS FERA00489

IJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouszsoauTtens APC, cTpana: J-p Pennu'c Jlaboparopuc Jlta., Uaous

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHMe, agpec, JHIECH3HS JJIA H-p Pennu’c JNaboparopuc JIta., Uuaus, [IponssoacTeeHHOe
IMpouszpoacTBennasn miomaaka / Ilnomanka noapasneneuue-6, Busut. Kxons, Hanarapx Poya, banau, Jiuctpukr
KOHTPOJIA KayecTBa / Ilnomaaka Bpimycka Conan, X.I1., 173205, Uuaus (munensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Tpogykr coorBeTcTBYET Tpebosanusam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Rama kant ‘_ ITposeperno: Pardeep Kumar Onobpeno: Menemkep / P)‘TOIBOJJHTEHI:

') ) Pavan Kumar Sharma /
Reprint Date / ! Reprint Date / Reprint Date /
Hata: 07.02.2025 Jara: 07.02.2025 Jlata: 07.02.2025

2-3537F, Rond Ro. 3, Bamara Hills, Hyderakad - 500034, Telangana, Indis

Rogsionp Qfice; 8-2

T +01 40200 2500 “mail mati@drreddys,com

e drreddys com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxcnpece (keTopoaak) Tabaerku, AMCIeprupyemole B MoJI0CTH pTa, 10 Mr
Market /Potnok ~ :Russia/ Poccus
Batch No / - V2500161 Batch Quantity / 3600000 tab /
Cepus Ne ' O6bem cepun " 3600000 Tab
Analytical RepoE't No/ - 040002807319 Date of Analysis / . 07.02.2025
AHanuTHYecKHH oT4yeT No JaTta ananu3sa
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2026
JaTa npousBoacTBa I'ogen oo
Mfg. License No. / . .
IIpousBoacTBeHHAA : MNB/05/263 Sligynumberg ! ; JHI-Ne(004669)-(PT-
Homep PY RU)
| THnen3us Ne o
| Analysis performed according ND: / Ananu3 nposegen nmo HJI: JII-Ne(004669)-(PT-RU)-190224
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product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akiroueHHe o cooTBeTcTBHM: «HacTosmuM s MOATBEPXIar0, UTO IIPUBEJACHHAS BhINE HHQOpPMAIHs SBIIAETCS
JIOCTOBEPHOM M TOYHOH. DTa Cepus MPOAYKLUM IIpOH3BeZieHa (BKIIOYAs yNaKoBKY (MapKMPOBKY) M KOHTpOJb
KayecTBa) Ha BBINICYKa3aHHOM NPOM3BOJICTBEHHON IUIOIAAKE (IUIOIIAAKAX) B IIOJHOM COOTBETCTBHHM C
TpeboBanusmu [IpaBuI HaJUIeKalllel MPOU3BOJCTBEHHOH NpakTUKH EBpasuicKOro 3KOHOMHYECKOrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs6ps 2022) 1 TpeboBaHUAMEI KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPEICTB,
a TaKXe B COOTBETCTBUHU CO celnUKAIUSIMHU, COACPMAIUMUCA B PETUCTPAMOHHOM OChE CTPAHBI-UMIIOPTEPA.
3anycH 110 POU3BOICTBY, yIIAKOBKE H aHAIM3Y TPOBEPEHBI, ¥ YyCTAHOBIIEHO HX COOTBETCTBHE TpeboBanmaM I Ipasui
HaJJIeXKalled TPOor3BOACTBEHHON IPaKTUKU EBPasuiicKOro 3KOHOMHYECKOTO COI03am.

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

ITpumevanue: IIpoaykT cooTBeTCTBYET TpeboBanusaM HJT 3akawuenne: OJJOBPEHO

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

[Tonroroeneno: Rama kant ITposepeno: Pardeep Kumar | Opo6peno: Menemxep / Pyrcoao,umenb
W rj/—- Pavan Kumar Sharma

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025




