Dr.Reddy’s Q':"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 273 205, IND|A

CERTIFICATE OF ANALYSIS o

CEPTUOPUKAT AHAJIM3A v drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10_mg
Iponykr: Keropoa® Dkcnpece (keroposiak) TabieTKH, 1HCIeprHpyeMble B IIOJOCTH pTa, 10 Mr

Market / PoiHox :Russia / Poceus
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne | Ve O0bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002773408 Date of Analysis / . 26.12.2024
AHajguTneckHii oryeT No Jara ananu3za
Date of Manufacture / . 112024 Date of Expiry / . 10/2026
Jara npoM3BoacTBa T'omen o
Mfg. License No. / . .
IlpousBoAcTBEHHAS : MNB/05/263 MA.numbez 5 L Ne(004662)=(PT-
Homep PY RU)
| nuneH3Hst Ne

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

Pagel1 of 9/Cip.1 39

No

No Test / IlokazaTean Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "[" debossed on one with "|" debossed on one side. / Kpyrisie
side. / Kpyrible ninockue mockue TabneTkn ¢ (ackoi, cBeTiIo-
TabyeTku ¢ Gpackoi, cBETIIO- KeNTOro LBeTa ¢ rpaBHpoBKoil «!» Ha
XKEJNTOTO LIBETa C IPaBUPOBKO OJTHOH CTOPOHE.
«l» Ha 0HOM cTOpOHE.

2 Identification / UaenTndukanns R

Ketorolac / Kemoponak

Complies / CoOoTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(+ 2nm). / Y®-cnexkTpbl NOMIOLIEHHS
HCTIBITYEMOTO  pacTBOpa M pacTBopa
cTaHmapTHOro  obpaslia  KeTopojaka
TpOMeTaMHHa JOJDKHbI HUMETh
MaKCUMYMbI NpU OJHOHU U TON Xe IUIMHE
BOJIHEI (+ 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: [Ipoaykt cooTBeTcTRYET TpeboBaHMsM HJI 3axumoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Pardeep Kumar IIpoeepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBoaurens
/ ¢ Amit Kumar e
G S— . o [ __“_..L -
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 26.12.2024 Jara: 26.12.2024 Jara: 26.12.2024

Registered QOifice: 8-2-3
8]

Tal: +01 4G 49

0

7, Road Ne. 3, Banjara Hills, hyderabad - 500034, Telangana, India
2602, Fax: +91 140 4900 299¢, Ernail: maii@drreddys.com
CIN: L35 135AP3984PLCONAE0T
wyavedrreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS + R TR EXEE TG

CEPTUOUKAT AHAJIU3A

v oy u/(ri\/’ com

'Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dxcnpece (keToposiak) TabaeTku, Jucneprupyemble B OJIOCTH PTa, 10 mr

Market / Prinok :Russia / Poccus
Batch No / ) Batch Quantity / 3600000 tab/
Cepusa Ne 8 V2A02o0 O0bem cepun " 3600000 Tab
Analytical Repovrt No/ - 040002773408 Date of Analysis / . 96.12.2024
AHanuTHHeCKHH 0TyeT No JaTa anannsa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jata npoM3BOACTBA Tonen 10
Sie Licemet i ¥ _ MA number: /  JITE-Ne(004669)~(PT -
IMpousBomcrBeHHas : MNB/05/263 :

Homep PY RU)
aunensus Ne

Analysis performed according ND: / Anauu3s nposegen no HJI: JIII-Ne(004669)-(PT™-RU)-190224

Page 2 0f 9/ Crp.2 m3 9

No

Test / [TokazaTenb
Ne

Results / PesyabTarsl

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 ynepxuBanus
OCHOBHOTO TIMKa Ha XpomaTorpamme
HCIMBITYEMOTO0 pactBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YACPXKUBAHMA
OCHOBHOI'O MMKa Ha XpoMaTtorpamme
pacTBopa CTaHAapTHOTO obpasua
KeTopojiaka ~ TpoMeTaMHHa  (pasgen
«KOJMYECTBEHHOE OTIPENeTICHHE).

Remarks : The Product conforms to ND/
ITpumedanue: IIpoaykT cooTBeTcTBYeET TpeboBanmam HJL

Conclusion : APPROVED /
Zakaruenne: OJOBPEHO

Hara: 26.12.2024

MHara: 26.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoeneno: Pardeep Kumar [Tporepeno: Pawan Kumar Onobpeno: Menemxep / Pyxosonurens
f / Amit Kumar N L
—— e o -
Reprint Date / Reprint Date / Reprint Date / '

Hata: 26.12.2024

Registered Cifice: 8-2-337, Road No. 2, Banjara Hills, iyderabad - 500034, Telangana, India
fal: 461 40 4960 2800, Fas: +91 40 4900 299¢, Ernail: mair@drreddys.cam

CIN: L8

wywwdrreddys.com

LOSAPLOSAPLCRNIEDT




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

@
Dr. Reddy S ... Vill- Knol, Naiagarh Roac,, Badidi,

Disit. Solan, H.P., L73 205, INDIA

CERTIFICATE OF ANALYSIS B
CEPTHO®UKAT AHAJIM3A T | e
- VAL driedgys.com -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg B
ITpoaykr: Keropoa® Jkenpece (keroponak) tabuerku, Aucneprapyembie B II0J0CTH pTa, 10 Mr
Market / Prinok :Russia / Poccnst
Batch No / . Batch Quantity / 3600000 tab /
Cepus Ne : V20200 O0bem cepun © 3600000 Tabd
Analytical Repovrt No / - 040002773408 Date of Analysis / . 26.12.2024
AHanuTH9ecKHH oTyeT Ne JlaTa ananu3za
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2026
Jara npomM3pojacTBa T'open po
Mifg. License No. / . .
IpousBoAcTBEHHAs : MNB/05/263 MAsnumber:Y| : SN (GUA660)~ P
Homep PY RU)
Junensusi Ne

Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(004669)-(PI-RU)-190224
Page3 of 9/ Crp.3 39

i.oo Test / INokasaTennb Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymuneudpoxcuanuzon 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
yIepKUBaAHHS TIUKOB
2-0yTUIrMAPOKCHaHU30J1a u
3-OyTUNTHAPOKCHAHU30M1a Ha
XpoMaTorpaMmme HCHLITYEMOIO pacTBOpa
JOJDKHBl  COOTBETCTBOBAaTb  BpEMeEHaM
YIEPKUBAHHS MHKOB
2-6yTUIIrHAPOKCHAHU301a H
3-0yTUNruApOKCHaHU30Ma Ha
XpOMaTorpamMe pacTBopa CTaHIapTHOrO
obpasua OyTunruapokcHann3ona (pasuen
«Conepxanne
OYTHITHIPOKCHAHU30JIa).

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

ITpumeuanue: IpogykT cooTBeTcTBYET TpebopanusiM HJJ 3akmwouenne: OJJOBPEHO

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

IMoaroroeneno: Pardeep Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogurens

<;‘L-; ,2&\ Amit Kumar X(.A\'L
Reprint Date / Reprint Date / Reprint Date / '
Hara: 26.12.2024 Jara: 26.12.2024 Jata: 26.12.2024

Registered Oifice: 8-2-327, Road Mo 2
Tal: +61 40 2950 2900, Fax

CIN: L35

Banjara Hills, Hyderabad - 500034, Telangang, India
04990 2999, Email: maii@drreddys.com
SARIAZPLCUNAENT

vanvedrraddvs.com




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Cistt. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A

vy dryed d‘/: cosn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Jxenpece (keTopoJiak) TabaeTkH, AHCIIeprupyemble B N0JI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / , Batch Quantity / 3600000 tab /

Cepus Ne s V2202 O6bem cepuu " 3600000 tab

Analytical Repourt No/ - 040002773408 Date of Analysis / . 26.12.2024

AHaJIHTHYECKHH oTueT No Jlara anaam3za

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

JlaTa npon3BOACTBA T'open no

Mfg. License No. / . .

IIpousBoacTBeHHas : MNB/05/263 SIASDUmBERY) : PN (C04062) (BT
Homep PY RU)

Junen3ns Ne

Analysis performed according ND: / Anasius nposenen no HJI: JII-Ne(004669)-(PT'-RU)-190224

Page4of 9/Crp. 4139

No
No

Test / Iloka3zaTenb

Results / PesyabTaThl

Specification / Hopma

3

Average weight / Cpeansis
Macca

Uniformity of weight /
ORHOpPOAHOCTBL Macchl

69.1 mg/69.1 mr

Complies / CooTBETCTBYET

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 mr po 72,8 Mr (70,0 mr + 4,0 %).

18/20 tablets - not more than £ 10 %;
2/20 tablets - not more than = 20 %. /
18/20 Tabnetox — He Oonee = 10 %;
2/20 tabneTok — He 6onee + 20 %.

Disintegration time /
Pacnagaemocts

00 min 25 sec / 00 muH 25 cek

Not more than 3 min. / He 6onee 3 MuH.

Dissolution / PacTBopenne

Unit-1/ Ta6n-1 97 %

Unit-2 / Tabxn-2 102 %
Unit-3 / Tabn-3 101 %
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 104 %
Unit-6 / Tabn-6 103 %

Not less than 75% (Q) of
Ci15H13NO3C4H | 1 NO3 (ketorolac
tromethamine) in 15 min. / He meHee
75 % (Q) C15H13NO3'C4H11N03
(xeToponaka TpoMeTaMuH) yepes 15 MuH.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmoyenne: OJJIOBPEHO

Prepared by /
[Moaroroeneno: Pardeep Kumar

I

Checked by /
IIporepeno: Pawan Kumar

o

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonuresns
Amit Kumar

N -

Reprint Date /
JaTa: 26.12.2024

Reprint Date /
JlaTa: 26.12.2024

Reprint Date / J
Jlarta: 26.12.2024

Registered Oifice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +61 40 4960 2900, Fax: +91 20 4900 2998, Ernail: maii@drreddys.cem

CIN: L5 195APLE8APLCNNA5DY

wyyrdrreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND}A
Tel 1 +91 98166 56001-02

CEPTUDPHKAT AHAJIM3A

viovas drraddye com
B AT UaYS.c0m

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ikcupece (keropoJiak) TadjeTku, AUCHeprupyemsie B 0JI0CTH pTa, 10 mr

Market / Poinox :Russia / Poccus -

Batch No / _ Batch Quantity / 3600000 tab /

Cepusn Ne V2402762 O0Bem cepun " 3600000 Tab

Analytical Repo:‘t No / . 040002773408 Date of Analysis / © 96.12.0004

AHanuTHYecKuii oTueT Ne JaTta anaau3a

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

Jara npoM3BoacTBa I'onen no

Mfg. License No. / . o

ITpousBoacTBeHHAS : MNB/05/263 M numbeIy, g AL N(004660)=(Rit=
Homep PY RU)

JHuen3ns Ne

Analysis performed according ND: / Ananu3s nposeaen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224

Page 50f9/Crp.5u3 9

No

Test / lokasaTenanb
No

Results / PesyabTaTsl

Specification / Hopma

J

6 Particle size distribution /
JducnepcHocTb

Complies / CootBeTcTBYET

A uniform suspension passing through a
710 pm sieve is formed. / OOpa3yetca
OJHOPOJAHAs CYCTEH3Ms, MpOXOIsLas
CKBO3b CHTO C pa3MepoM OTBEpCTUi
710 MKM.

7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /

Hibxe npenena KOJIN4ECTBEHHOTO
onpenenexus (ITKO = 0.0032 %)

Below LOQ (LOQ = 0.0032 %)/ |

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

1 -r’HApOKCHaHaJor
KE€TOpOJIaKa

1-keto analog of ketorolac / 0.04%

1-ketoananor KETOpOJlaka

unidentified impurity /
eNUHHUYHas
HeuaeHTU(UIMPOBAHHAS
HPUMECH

0.03%

not more than 0.8 %; / e 6oneec 0,8 %;

not more than 0.5 %; / ue 6osnee 0,5 %;

total impurities / 0.1%

CyMMa HpI/IMCCCﬁ

not more than 1.0 %. / ue 6onee 1,0 %.

8 Water content / 24 %

Couepma HHUE BOAbI

Not more than 7.0 %. /
He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykt coorBercTBYeT TpeboranusM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar

IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresn
Amit Kumar .

f'x( [PE1N \_,_.f(—/ =

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Jata: 26.12.2024

Reprint Date / ¥
Mara: 26.12.2024

Registered Office: 8-2-327, Road Ne. 3, Banjara Hills, iHyderabad - 500034, Telangana, India
Tel: +91 40 24960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85 195AP19R4PLINNAS0T
wwavwdriecdys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

Vill. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIM3A

Tel: 491 98156 56001-02
vwwew. drreddys.com

Product : ‘Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Sxenpece (keroponak) TabieTks, AncHeprapyemMble B M010¢TH pra, 10 mr

:Russia / Poccus

Market / Prinok

Batch No / _ Batch Quantity / 3600000 tab/

Cepus Ne Rl O6vem cepun " 3600000 Tabd

Analytical Repo:‘t No/ - 040002773408 Date of Analysis / . 26.12.2024

AHagurndecKHi oTuer Ne Jlara ananuza

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

/JlaTa npoM3BOACTBA T'onen go

Mifg. License No. / . .

IlpoussoacTBEHHAN : MNB/05/263 A S MUNHbEr p GALl-Ne(004669)=(BI=
Homep PY RU)

JHneH3Hst Ne

Analysis performed according ND: / Auauus npoeeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224

Page 6 of 9/ Crp. 6 m3 9

1}00 Test / Iloka3zaTennb Results / Pe3ynbTaThbl Specification / Hopma
9 Residual solvents / OcTaTouHble OpraHu4ecKne pacTBOPUTENH
Isopropyl alcohol / 8 ug/tab / Not more than 350 pg/tab. /
H3onponaxon 8 mkr B TableTke He 6onee 350 mkr B TabneTke.

10 Microbiological purity*/ Muxpo6uonornyeckas yucrora*

Total Aerobic Microbial
Count / ob1ee 4ucio

not more than 10° CFU/g; /
He 6onee 10° KOE/T;

OnnopoanocTs
JO03HPOBAHHBIX €JUHHL

NA
a3pOoOHBIX MUKPO-
OpraHu3MoRB
Total Combined Yeast and not more than 10*> CFU/g; /
mold count / o611iee 4uco NA "e 6onee 102 KOE/r;
JPOJOKEBBIX 1 ILIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / 4.2 Acceptance value (4¥) not more than

15.0 TMokasartens npuemyiemMoctd (AV)
JoJkeH ObiTh He Oonee 15,0.

Remarks : The Product conforms to ND/

[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenne: QJJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

~L—

Checked by /
ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresb

Amit Kumar e
— /\—/\ /

Reprint Date /
Jata: 26.12.2024

Reprint Date /
JHara: 26.12.2024

Reprint Date / v
Jara: 26.12.2024

Registered Office: 8-2-357, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 1G 4900 2800, Fae +51 410 1900 2998, Erail: mzii@drreddys.com

CI LS5195AP1984PLCAN4507
wwivedrredays.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel: +91 98156 56001-02

CEPTUDPUKAT AHAJIU3A

VA Arraddvs cam
WL arredoys.cem

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponykr: Keropoa® Jxenpecc (keroposak) TabaeTku, Aucneprapyemsle B noJocTu pra, 10 mr

Market / Poiok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepnsa Ne | V2402062 O6nem cepuH © 3600000 Tab

Analytical Repovrt No / - 040002773408 Date of Analysis / . 96.12.2024

AHajMTH4eCKHUH oTueT No Jlara ananm3za

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

JaTa npoHzBoacTrea T'ogen no

Mifg. License No. / . .

Ilpou3sBoACTBEHHAS : MNB/05/263 MA number: / : JIII-Ne(004669)~(PT-
Homep PY RU)

Juanensus Ne

Analysis performed according ND: / Anajau3s nposened no HJI: JITI-Ne(004669)-(PI™-RU)-190224

Page 70f9/Crp. 739

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
onucrepe u3z ([TA/AJI/TID ¢
Bnaronorjorturenem/I19BIT)
¢onwri /f (II3/AJ) doarrn, Ilo
2 Gmucrepa BMECTe C JIMCTKOM-
BKJIaJBILIEM B naqxy
KapTOHHYIO.

1}00 Test / [lokazaTtenb Results / Pe3yabTaThi Specification / Hopma
12 | Assay/ KosnyecTBeHHOe 9.8 mg/9.8 Mmr From  9.0mg to 11.0 mg of
onpeaeseHue (97.8 %) CsH13NO3*CsH;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr no
11,0 mr CisH1zNO3*C4H 11 NO;s
(xetoponaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBJICHHOr0 KOJHYECTBa) B
TabneTke.
13 | Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanne 0.0949 mr B Tabnertke He menee 0,042 Mr B TabneTke.
Oy THITHAPOKCHAHH30.1a
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnmncaHne YNaKoOBKH (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
onucTepe u3 (ITA/AJVTID g
pnaronornoturenem/[13BIT) doneru //
(I13/AJ1) donwru. Ilo 1 unu 2 6nuctepa
BMECTE C JIICTKOM-BKIIAJbIlIeM B MAUKy
KapPTOIIILYIO,

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cootBeTcTBYET Tpeboranusm HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IMoarorosneno: Pardeep Kumar

.

Checked by /
[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
Amit Kumar A -

\".
[

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Jara: 26.12.2024

Registered Qifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 29G0 2800, Fax; +41 40 4900 2999, Email: maii@drreddys.com

CIN: LSS135AP1984PLCONA507

vz diraddys.com




Dr.Reddy’s Q':'

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

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

CERTIFICATE OF ANALYSIS Tol - +91 98156 56001-02
CEPTI/IQHKAT AHAngA v d r(eddy;lcom
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg l
Ipoaykr: Keropoa® Dxenpecc (keroposax) TabeTkH, AHCHEPTHPYeMbIe B 0J10¢TH pTa, 10 Mr
Market / Poinok ‘Russia / Poccuss
Batch No / , Batch Quantity / 3600000 tab /
Cepus Ne ; V2402762 O06bem cepun " 3600000 Tab
Analytical Repo:‘t No/ . 040002773408 Date of Analysis / . 26.12.2024
Ananutu4ecknii oryer Ne JlaTa aHanmn3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
Jara npoM3BoicTBa T'onen mo
Mfg. License No. / . .
IlponszBomcTBEHHAA : MNB/05/263 Sl AL numbesy] : il N (04509 (PIF=
Homep PY RU)
| annensus Ne
| Analysis performed according ND: / Anajus nposeaes no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 8 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.

* [Ipu BbIOyCKe JIeKaPCTBEHHOIO NPeNnapaTa KOHTPOJIb KauecTsa Mo nokasarento «Mukpoouonoruieckas
YUCTOTA» NPOBOAUTCS 151 Kaxkmoil 20-0ii cepuu, MJIH AJIS1 OHOIi CEPUH B Iojl, B 3aBUCUMOCTH OT TOr0, YTO

HACTYNUT paHbLlIe.

API name / HaumenoBanne ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMHH

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoguress APC:

ABRHO007648

FP Manufacturer API Batch number /
Howmep cepun cyOCTaHIIHH NPOH3BOAHTENA
I'JIo:

FERA00488

API Manufactured by & country /
Ipounspoantesas APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jtaboparopuc JItn., Uaaus

Name, address, authorization No for P
manufacturing site / Control site / Release
site /

HaumenoBaHue, agpec, JHIECH3USA 1A
IIpouszBoacTeennadn miomanka / Ilnomanka
KOHTpoJis kadccTia / Ilnomanka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c Jlaboparopuc JIta., Unanus, IIpoussoncreenHoe
noapasnenetune-6, Bumn. Kxons, Hanarapx Poyn, bagau, Juctpukr
Comnan, X.I1., 173205, Ungus (uueHsus nomep 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/

ITpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboraHusaM HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pardeep Kumar

——

Checked by /
ITporepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBogurens
Amit Kumar

£ s

Reprint Date /
Jara: 26.12.2024

Reprint Date /
Mara: 26.12.2024

Reprint Date/ |
Jata: 26.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4960 2900, Fax: +91 40 1900 2999, Email: maii@drreddys.com

CIN: L851925AP1984PLCGN4507
vavdrreddys.com




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

Qe
Dr. Reddy’s Q.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS -
Tel: +91 98166 56001-02
CEPTUPUKAT AHAJIWU3A voww. drieddys.com -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jxcupece (keropoak) Tab/1eTKH, JHCIIEPrHpYeMbIe B 0JIOCTH PTa, 10 mr
Market / Poiok :Russia / Poccns -
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne V2402762 O6beM cepun " 3600000 Tab
Anmnalytical Repourt No/ - 040002773408 Date of Analysis / . 26.12.2024
AHajuTHecKHI oTUeT No JlaTta ananuza
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2026
JlaTa npoM3BOACTBA I'open 1o
Mifg. License No. / ] o
IlpouzBoxcTBEeHHAS : MNB/05/263 ST g JII=Ne(004669)~(BIP=
Homep PY RU)
JHLeH3HA No
| Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(004669)-(PI'-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».

3aKk/II049eHHe 0 COOTBETCTBHM: «HacTosmmM s MOoATBEPKIAI0, YTO NPHBEACHHAS BbIlle HHYOPMALHs ABJIACTCA
JIOCTOBEPHON M TOYHOM. DTa CepHsl MPOAYKUHMH IPOM3BE/IeHA (BKIIIOHAs YINAKOBKY (MapKMPOBKY) M KOHTPOIb
KAayecTBA) Ha BBIIIEYKA3aHHOM NPOH3BOJCTBEHHON IUIOMaKe (IUIOIIAAKAaX) B IIOJIHOM COOTBETCTBHU C
TpeboanusiMu I1IpaBun Ha/uIexkalieif MpOU3BONCTBEHHON NPaKTUKH EBpasHiicKOro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa0pst 2022) u TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHEIX CPE/ICTB,
a TAK)X€ B COOTBETCTBHH CO CIEIM(PUKAIUIMH, CONEPKAIMUMUCH B PETHCTPALIMOHHOM JOChE CTPAHBI-UMIIOpTEpa.
3amycH 110 IIPOU3BOCTBY, YIIAKOBKE ¥ aHATH3y IPOBEPEHBL, M YCTaHOBIICHO HX COOTBETCTBHE TpeboBanmsaM [Ipasui
HajyIexaieil Mpou3BOACTBEHHOM MPAaKTUKK EBpa3HiCKOro 3KOHOMHYECKOTO COK03a».

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

INpumeuanue: [Tpoxykr cooTBeTcTBYeT Tpebopanusam HJT 3axsouenne: OJOBPEHO

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

IMoarorosneno: Pardeep Kumar [IpoBepeno: Pawan Kumar Ono6peno: Menemxkep / PykoBoautens
of—’—" % Amit Kumar L

Reprint Date / Reprint Date / Reprint Date / '

Jara: 26.12.2024 Jara: 26.12.2024 Jara: 26.12.2024

Registered Office: 8-2-357, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 19GC 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1934PLCON4507
wwidrreddys,.com




