Do
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Sola, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

vepedrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Drcnpece (kerToposak) Tabierkn, AHCHEpPripyeMbie B MOJ0CTH PTa, 10 mr

| Market / Prmok

:Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne 25 Ob6bem cepuu " 3600000 Tab

Analytical Repog’t No/ . 040002767637 Date of Analysis / . 26.12.2024

Anannrayeckuii oTyer Ne Jlara ananuia

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2026

JaTa npoussoAcTRa Toen 10

Mfg. License No./ v .

IIponsBsoacTBeHHAN : MNB/05/263 MLAS BTG : JNE-Ne(004665)(PT-
Homep PY RU)

annensua Ne

Analysis performed according ND: / Anamsus nposejen mo HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 1 of 9/Cip. 113 9

2 Identification / HuenTuq;m;a_mm

tablets with "|" debossed on one
side. / Kpyrnble nnockue
TabrneTkH ¢ packold, cBeTIIO-
MEITOTO LIBETA C IPABUPOBKOH
«l» Ha OLHOIT CTOpOHE.

NNoo Test / TToxasatens Results / Pe3yanTaTbl Specification / Hopma
1 Description / Onuncanne Light yellow round flat beveled Light yellow round flat beveled tablets

with "|" debossed on one side. / Kpyrnsie
nnockue Tabnetku ¢ (backoif, cBeTIO-
JENTOro [BCT4 C IPaBUPOBKOW «I» Ha
OIHOI CTOpOHE.

Ketorolac / Kewmoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac (romethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y-criekTphl NOINOUIEHUA

WCMIRITYEMNTO  PACTROPA M DACTRONA
cTawyaprHoro  ofpasiia  keTopofaka
TpOMETaMHHa JOJDKHBL HMETh

MaKCHMYMEI IIpY OAHOH M TOil ke ASIUHE
BOJIHBI (£ 2 HM).

Remarks ; The Product conforms to ND/

[Tpumeuanne: ITpomykr cooTsetcTByeT Tpebosanuam HJL

Conclusion : APPROVED /
Zaxmouenne;: ONNOBPEHO

Prepared by /
ITonrorosneno; Pardeep hKumar

Checked by /
[Iposepero: Pawan Kumar \

Approved by: Manager/Executive /
Onobpeno: Mexemxep / Pykosonutess
Amit Kumar A=

Reprint Date /
Hara: 26.12.2024

Reprint Date /’
Jara: 26.12.2024

Reprint Date/  V
Jarta: 26.12.2024

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 191 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507

wwiv.drreddys.com




Dr.Reddy’s ‘f:'.

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Salan, H.P., 173205, INDIA

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTHO®HKAT AHAJTM3A

www.drreddys.com

Ipoaykr: Keropoa® Ixenpece (keroponak) rabiieTks, AHcneprapyemoie

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

B noJocTy pra, 10 mr

| Market / Ppiniok :Russia / Poccns
Batch No / V2402717 Batch Quantity / ~ 3600000 tab /
_Cepna Ne ) Ob6Bem cepan * 3600000 Tab =
Analytical Report No/ . 040002767637 Date of Analysis / . 26.12.2024
AHaauTHIeCKHH oTHeT No Harta anaanza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jlarta npon3BoACTBA Topen 10
Mfp. License No. / L .
IIponsBoacTBeHHAN : MNB/05/263 : MA pumber: / 5 JIII-Ne(004669)-(PT~
Homep PY RU)
mumensus Ne

Analysis performed according ND: / Ananns nposeaen no HJL: JII-No(004669)-(PT-RU)-190224

Page2of 9/Crp.2 n3 9

No

No Test / [ToxazaTennb Results / Pe3ynbTaThl

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 ynepxuBaHH:
OCHOBHOIC [IMKA Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBopa LODKHO
COOTBETCTBOBATL BPEMEHH YIEPKUBAHHS
OCHOBHOIO IlMKa Ha XpoMaTorpamme
pacTBopa CTAHAAPTHOTO oGpasua
KeTopojaka  TpOMeTamMmHa  (pasgen
«KOJIH4eCTREHHOE ONpEETIEHNED).

ITpumeuanne: IIpoayKT COOTBETCTBYET TPeGOBAHUAM HJ{ 3aka

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

ouenne: OJJOBPEHO

" -

Prepared by / Checked by / Approved by: Manager/Executive /
oarororneno: Pardeep Kumar IlpoBepeno: Pawgn Kumar\ | Ono6perno: Menenxep / P}'KOE?A_!!T&IJL

Kumar N

Amit
Reprint Date / Reprint Date / Repri

{ —

nt Date /

Hara: 26.12.2024 Hara: 26.12.2024 Tara: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Emaii: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-G2

CEPTHO®HKAT AHAJIM3A

ey, drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropoa® Jxenpece (keropoax) rabaerkn, Aucnepripyemoie B 10JI0CTH PTA, 10 mr

Market / PriHOK :Russia / Poccus i

Batch No / ! . Batch Quantity / 3600000 tab /
 Cepua Ne Ay O6nem cepun " 3600000 Tab
Analytical Repo:’t No / . 040002767637 Date of Analysis / . 26.12.2024
AnanurnucckHii oTueT Ne JlaTa ana m3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026

Jiara npou3BoicTRA Togen ao

Mfg, License No. / -

IIpouzsogcTBEHHAN : MNB/05/263 II\_I/IA nurll)ll;er./ : ’{RIH-NQ(OO%@)-(PF_
Jumensus Ne omep v

Analysis performed according ND: / Anaaus nposejaen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Page3of 9/Crp.3m3 9

N
.N: Test / IToxasaTens Results / PeayneTathl Specification / Hopma
Butylhydroxyanisole / Complies / CopTBETCTBYET The retention times of 2-
Bymunzudpoxcuanuzon bulylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

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

content" section). / Bpemena
yIepKHBAHUA ITAKOB
2-6yTHUNTrMAPOKCHAHH30J1a H
3.0y THNrHAPOKCHANTH30N Ha

XpOMAaTOrpaMMe HMCTILITYEMOrO pacTBopa

OOM¥HBI  COOTBETCTROBATR  BpeMeHaM
yIOepXXHBaHHA NIUKOB
2-0yTUNrHIPOKCHAHI30MA "
3-GyTIWIrMAPOKCHaHH3aIa Ha

XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHOrO
obpasua GyTirHapokcrnannzona (pasien
«CopepxaHue

6y THATHIPOKCHAHH30NAY).

Remarks : The Product conforms to ND/

I[pumeyansne: [IponykT cootsercTByer Tpeboannsam HIL

Conclusion : APPROVED /
3axmovenne: OJIOBPEHO

Prepared by /
Ioarotosnero: Pardeep Kumar

=

Checked by /
TIpoeepeHo: P'a\y)an Kumar\

P i S

Approved by: Manager/Executive /
Ono6peno: Menemiep / PykopoanTens
Amit Kumar e

: —

Reprint Date /
Hara: 26.12.2024

Reprint Date / |
JHara: 26.12.2024

Reprint Date / ¥
Hata: 26.12.2024

Registered Office: §-2-237, Road No. 3, Banjara Hills, Hydlerabad - 500034, Telangana, Indin
Tel: 491 10 5900 2900, Fax: =91 40 4900 2999, Email: rail@drreddys.com
CIMh LE&195ARLRSIPLCANASNT

wyw. drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A

www,drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilponyser: Keropoa® 3xcnpece (keropoaak) Tabiaerki, gncnepripyesbie B HoJ0CTH PTA, 10 mr

Market / Poinok :Russia / Poccus _
Batch No / . Batch Quantity / _ 3600000 tab /
Cepns Ne Al O6BLeM cepun " 3600000 Tab
Analytical Report No/ . . 040002767637 Date of Analysis / . 26.12.2024
AHanaTHYeCKHH 0T9eT Ne Jlara aHaJH3A
Date of Manufacture / . 11/2024 l?ate of Expiry / . 10/2026
Mara nponzsojicrea L'ogen 10
Mfg, License No./ . : o -
ITpoussoacTBenHas : MNB/05/263 MA number: / ; JLIERF(LI RIS
Homep PY RU)
| nunenznn Ne

Analysis performed according ND: / Ananus nposenes no HJI: JII-Ne(004669)~(PT- -RU)-190224

Page4 of 9/Cip. 4m3 9

l;.:) Test / [lokasaTens Results / PesyantaTbt Specification / Hopma
3 Average weight / Cpeanas 70.9 mg / 70.9 mr 67.2 mg to 72.8 mg (70.0 mg * 4.0 %). /
macca ! Ot 67,2 Mr g0 72,8 mr (70,0 mr = 4,0 %).
Complies / COOTBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpPOANOCThL MACCHI 2/20 tablets - not more than * 20 %. /
18/20 Tabmetoxk — He 6Gonee * 10 %;
2/20 Tabnetok — He 6onee = 20 %.
4 Disintegration time / 00 min 27 sec / 00 Mun 27 cex Not more than 3 min. / He Gonee 3 Mun.
PacnapaemocTh
5 Dissolution / PacTeopenne Unit-1 / Tabn-1 100 % Not less than 75% (Q) of
. y CisH13NO3+-C4H(1NO; (ketorolac
TR e oY tromethamine) in 15 min. / He menee
Unit-3 / Ta61-3 101% | 75% (Q  CisHisNOs»*CHINOs
) (keToponaka TPOMETaMHH) uepes 15 MUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 - 104 %
Unit-6 / Tabn-6 98 %

Remarks : The Product conforms to ND/

[Mpumeuanue: [Ipoaykr coorsercTByeT Tpebopanuam HJT

Conclusion : APPROVED /
3akmouenne: OOBPEHO

Prepared by /
IoarortoeneHo: Pardeep Kumar

Checked by /
Tposepero: Pagvan Kumar \

Approved by: Manager/Executive /
QOnobpeno: Menem{q{) / Pyxcaao,umens

P Amit Kumar =

Reprint Date /
Harta: 26.12.2024

Reprint Date /'
Mara: 26.12.2024

Reprint Date / v
Hara: 26.12.2024

Registered Offica: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 30 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP [984PLEVUASY Y
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIH3A

waany, drreddvs.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_
Hpoayxr: Keropon® Okenpece (KeTopoaak) Tabnerkn, AncnepripyeMeic B HOJIOCTH pra, 10 mr

Market / PLIHOK :Russia / Poccus

Batch No / : X Batch Quantity / ~ 3600000 tab /

Cepust No - il Oonem cepun © 3600000 Tab

Analytical Report No / . 040002767637 Date of Analysis / . 26.12.2024

AnanrnyeckHii oTyer Ne JaTa anaau3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026

Jara npou3BoacTBa I'ojcH 10

Mfg. License No. / ] o

ITpoussocTBEHHAS : MNB/05/263 MA number: / , JIEGI(00:4669): (RE
Howmep PY RU)

aunenzns Ne

Analysis performed according ND: / Ananms nposenen no HIT: JIII-Ne(004669)-(PT-RU)-190224

Page5of9/Crp. S5u3 9
%’o Test / [TokazaTesnn Results / Pe3yibTaThl Specification / Hopnma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JIMcnepcHoCTh 710 um sieve is formed. / OGpasycrcs
ONHOpOAHAs CyCNeH3Hs, [pOXOIAIasA
CKBO3b CHTO C pa3MepoM OTBEpCTHH
710 MKM.
7 Tmpurities / Tpumecn
1-hydroxy analog of Below LOQ (LOQ =0.0032 %)/ | not more than 0.5 %; / we Gonce 0,5 %;
ketorolac: / Huske npeaena KONNUECTBEHHOLO
1-ruapoKCHAHANOT onpencnenus (11KO = 0.0032 %)
KeTOpoJaka
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / e 6onee 0,8 %;
1-xeToaHasior K€TOpOJaKa
unidentified impurity / not more than 0.5 %; / ne 6onee 0,5 %;
eINHHYHas i
HeWNeHTH()HITMPOBaHHAs 0.04%
NpHMeEChH
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa nprmeceit
8 Water confent / 2.0% Not more than 7.0 %. /
Copaepxanne Bo/lbl He 6onee 7,0 %.
9 Residual solvents / OcraTouHble 0praHH4eckue pacTBOPHTEH

Remarks : The Product conforms to ND/

Tpumenanne: [TPOAYKT COOTBETCTBYET TpeboBAHUAM HI

Conclusion : APPROVED /

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

[oarorosneHo: Pardeep Kumar Hposepero: Pawgn Kumar\ | Onobpero: Menemwikgp / Pykopoanmens
| g:( Amit Kumar N m—

Reprint Date / Reprint Date / Reprint Date / {

Jara: 26.12.2024 Jlara: 26.12.2024 Hara: 26.12.2024

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 40 4900 2900, Fax: +91 30 4900 2999, Email: mail@drreddys.com
CINY LB5195AP1984PLCO04L0T

www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

vill. Khol, Nalagarh Road, Baddj,
Distt Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDHKAT AHAJTNU3A

www,drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keroposn® Dxcnpece (keTopoaak) TabiaeTks, Aucnepripyembic B I10J0CTH pTa, 10 mr
Market / Puinox :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepusn Ne A2 O6nem cepii " 3600000 Tab
Analytical Repo:’t No/ . 040002767637 Date of Analysis / . 26.12.2024
Ananuriuccknii oruer No JiaTa aHaausa
Date of Manufacture / < 11/2024 Date of Expiry / . 10/2026
Jlata nponisoacTea Togen g0
Mfg. License No. / -
Tpoussoacreensas : MNB/05/263 MA number: / £ JIENE(004669)-(PT'~
) Homep PY RU)
anuensns Ne o _m

| Analysis performed according ND: / Anasns nposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224

Page 6of 9/ Crp. 63 9

]}:} Test / [okazaTensn Results / Pe3yabTaTh! Specification / Hopma
Isopropyl alcohol / 04 pg/tab / Not more than 350 pg/tab. /
Hzonpomnanon 04 Mxr B Tabnetke He Gonee 350 Mkr B TabmeTke.

10 Microbiological purity*/ Mukpo6uosoruyeckas uncrora*

Total Aerobic Microbial not more than 10* CFU/g; /

Count / o6mee uncno NA e 6onee 10°> KOE/T;

a3po6HBIX MHKPO-

OpraHu3MoB

Total Combined Yeast and not more than 102 CFU/g; /

mold count / o6uige unucno NA He Gonee 10> KOE/T;

JPONOKEBBIX M IUTECHEBBIX

rprboB

Escherichia Coli NA shell be absent in 1 gram. /
oTCyTCTBHE B 1 T,

11 | Uniformity of dosage units / 6.8 Acceptance value (A7) not more than
OanopoanocTsy 15.0 Tloxasatens npreMiaeMocTy (AV)
J03UPOBAHHBIX EAHHHII LOSIXKEH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/

IMpumenanue: ITpoaykr coorsercTeyeT TpeGopanuam H

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

Ioarorosnexo: Pardeep Kumar Iposepeto: Pawan Kumar\ | Ono6peno: Menemiep / Pygosoautens
el Amit Kumar SN

Reprint Date / Reprint Date / / Reprint Date/ !

Jarta: 26.12.2024 Harta: 26.12.2024 Jlara: 26.12.2024

Rugistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L35195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS ¢/ : +91 98166 56001-02

CEPTHDPHUKAT AHAJIM3A

www, clrreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropoa” Dxcnpece (keroponak) Tabaerks, AHCHEPrUpYEMbie B 10JI0CTH PT4, 10 mr

6y THArHAPOKCHAH30Na

Market / Poieok :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab / i
| Cepna Ne R Oo6bem cepiil * 3600000 Tab
Analytical Repo“rt No/ . 040002767637 Date of Analysis / . 26.12.2024
AHaanTHYyecKHH oTyeT No JlaTa amanu3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npon3Bo/JCTBA I'onen go
Mfg. License No. / ; 2
IIponseoacTBeHHAS : MNB/05/263 MA number: / g JIII-Ne(004669)-(PT-
Homep PY RU)
JIHNCH3Hs Ne n
Analysis performed according ND: / Ananna nposenen no HJ: JITI-Ne(004669)-(PT'-RU)-190224 N
Page 7of9/Crp. 7139
]}f Test / TlokazaTens Results / PeaynsTaThl Specification / Hopma
12 Assay / KonuvecTBennoe 9.8 mg/9.8 Mr From 9.0 mg to 11.0 mg of
ofipeaeseHue (97.6 %) C1sH3NQO1y*C4H [ NO; (ketorolac
tromethamine) (from 90.0 10 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 Mr C1sH3NO3-C4H  (NO3
(xeToposiaka TpoMeTamHH) (o1 90,0 no
110,0 % OT 3asABICHHOTO KOMHUECTBA) B
TabneTke.
13 | Butylhydroxyanisole 0.0951 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanuc 0.0951 mr B Tabnetke He menee 0,042 Mr B TabneTke.

14 | Package description /
Onucanne ynakoBKH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
Gmucrepe uz  (IIA/AJI/II3 ¢
snaronornotutenemM/T13BIT)
donwru // (113/AJ1) donsru. o
2 fnwcrepa BMECTE € JIMCTKOM-
BKITA/IBILIEM B navkKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / ITo 10 TabneTox B
6aucrepe u3 (IIA/AJVIID c
gnaronornotutenem/[TOBIN)  domsru //
(II2/AN) dombru. [To 1 uam 2 6nrcrepa
BMECTe ¢ NMCTKOM-BKJIAHLIIEM B MUKy
KapTOHHYIO.

* 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.

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

[Tpumeuanue: [IponyKT COOTBETCTBYET Tpeborauuam HJT - 3arnrouenune: OJTOBPEHO

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

IMoarororneno: Pardeep Kumar TIposepero: Pawan Kumar\ | Ono6peno: Menemxep / Pygosoantesns
o . Amit Kumar NS —

Reprint Date / Reprint Date / Repont Date/ !

Hara: 26.12.2024 Hara: 26.12.2024 Hara: 26.12.2024

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

CIN: 1.85195AP1984PLCO04507

wwi.drreddys.com




Dr.Reddy’s Qi‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIM3A www.drreddys.com

|Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpecc (keroponak) Tabierks, jucneprupyeMsle B HONOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus R . — =i
Batch No / . Batch Quantity / 3600000 tab /

| Cepust Ne _ el O6Bbem cepuu " 3600000 126
Analytical Report No / . 040002767637 Date of Analysis / . 26.12.2024
AHanuTu4vecknit oTyer No JlaTta aHaxn3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npou3BoACTBa Topen no J
Mfg. License No. /
IlpoussoacTBeHHas : MNB/05/263 MA number: / : JIITL-Ne(004669)-(PT-

Homep PY RU)

Jauwewzyg N2 N =

JAnaIysis performed according ND: / Ananus nposegen no H/I: JITI-Ne(004669)-(PT-RU)-190224

HACTYMHT paHbliie.

Page 8 of 9/ Ctp- 8 uz 9

& npﬂ BBINMYCKE NCKAPCTBCHHOIO NMpenapaTta KOHTPob KayecTsa 110 NMoKa3aTearo «Mmcpoﬁuo.noruqecxan
YHCTOT MPOBOAHTCH AJIA Kaxaon 20-o# CEepMH, HIH Js OnHOIt CEPHH B Iojl, B 3aBHCHMOCTH 0T TOI'0, YTO

' API name / HaumenoBanne A®PC:

Ketorolac tromethamine / Ketoponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

ABRH007646

‘P Manufacturer API Batch number /
Howmep cepny cyGCcTaHIHH POH3BOARTEA
TJ1:

' Homep cepin npomanoantens ADC:

FERA00478

API Manufactured by & country /
IIponseoguTess A@C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c JlaGoparopuc Jlta., UHauns

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) /

HaumeHOoBaHHe, aNpec, JHIEH3Hs OTH J-p Pennwu’c Jlabopatopuc JITa., Uunwus, [IponssoacTseHHoe
ITpoussoacTBenHas miowagka / [Inomaaxa nionpas/enenue-6, Buma. Kxons, Hanarapx Poyx, bamnu, Tuctpuir
KONTPOoJIsA KayecTea / Ilnomaaka Beinycka Cosan, X.I1., 173205, Muaua (auuensus somep MNB/05/263)

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

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

[Tpumeyanme: IIpoaykT cooteeTcTBYeT TpeGoBanMAM HJT 3artrouenne: OIOBPEHO

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

[ogroTosneto: Pardeep Kumar IIposepeno: Pawan Kumar\ | OngoGpeno: ME:?-IEIDKC&_/ Pygﬂépmmm
o [ s L Amit Kumar Frve

Reprint Date / Reprint Date / / Reprint Date / I

Jara: 26.12.2024 Jlara: 26.12.2024 Jlara: 26.12.2024

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

CIN: L85195AP1984PLCODAS07
www.dieudys.cun




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

. @ % '
Dro Reddy S e Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDHUKAT AHAJIM3A vrww.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg -
Iponyxr: Keropon® Dkenpece (KeTopoaak) TabaeTkii, ANCOeprupyemMbic B 0J0CTH pra, 10 mr |
 Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne A O6nem cepun " 3600000 Tab
Analytical Report No / . 040002767637 Date of Analysis / . 26.12.2024
Ananyrpuecknii oryer Ne Jara aganunza
Date of Manufacture / - 11/2024 I?ate of Expiry/ . 10/2026
Hara npoussojcrsea T'onen mo
Mfg. License No. / ] o
IlpouzeoncTBeHHAs : MNB/05/263 MA pumber: / : JIET-Ne(004669)-(PX-
Homep PY RU)
JRuenAznsa Ne
Analysis performed according ND: / Anaan3 nposejen no HJU JHT-Ne(004669)-(PT-RU)-190224
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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 establishedy.

3aKJ0UYeHHe 0 COOTBeTCTBAM: «HACTOSIMM 4 ITOATBEPKAAI0, YTO IpUBENCHHAS BHINE HHQOPMALUS SBIISETCS
JIOCTOBEpHOM W TOYHON. JTa CepHs MPOAYKIHHM LIPOM3BEleHa (BKIIOYAs YNMAKOBKY (MapKypoBKy) H KOHTPOIb
Ka4ecTBa) HA BBIIEYKA3aHHOH IIPOM3BOMACTBEHHON IUIOIANKe (nnomankax) B IIOMHOM COOTBETCTBHH C
tpeGopanusamu [IpaBuil Haexkanleil IPOU3BOACTBERHON NPAKTUKA EBpa3nHCKOro SKOHOMHYECKOrO COIO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 certaOpa 2022) u 1peboBaHMAMH KOHTPOIIK Ka4eCTRa NEKAPCTBCHHBIX CPE/ICTB,
a TalKe B COOTBETCTBHH CO CliElMPHUKaNUAMY, COICP>KAllAMUCA B PErHCTPAllHOHHOM A0ChE CTPaHbI-HMIIOPTEpPA.
3anucH [0 IPOU3BOJCTBY, YIIAKOBKE ¥ aHATIM3Y IIPOBEPEHEL, H YCTAHOBIIEHO KX COOTBETCTBHC tpeboBanuaM [ Ipasun
HaJUIeXaleH TTPOU3BOACTBEHHON MPaKTHKH EBpasHACKOro SKOHOMHYECKOr0 COK03a».

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

ITpumeuanne: [poaykr cootnercTByeT Tpebosanusm HIT 3aksawvenne: OJOBPEHO

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

Ioarorosnexo: Pardeep Kumar [Tpoeepeno: Pawan Kumar\ | Ono6peHo: Meuem:;eq / Pyxosojmrenb
P ,-f_/'— Amit Kumar ;J St —

Reprint Date / Reprint Date/ Reprint Date /

Hata: 26.12.2024 Hara: 26.12.2024 Jlara: 26.12.2024

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
CIN: L85195AP19B84PLCO04507
www.dtieddys.com




